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Introduction

These Are True Stories

NOTHING LIKE THIS BOOK has ever before been written. I have evaluated hundreds of cases of drug-induced mental and emotional disturbances, some in my clinical practice as a psychiatrist treating patients, some as a consultant to patients injured by drugs, and many in my role as medical expert in criminal cases, in malpractice suits against doctors and hospitals, and in product-liability suits against drug companies. The stories in this book are about children and adults who have been emotionally injured and sometimes driven mad by psychiatric medications, many committing horrific crimes. Psychiatric drugs can and do transform the lives of otherwise well-meaning, ethical people, sometimes causing them to act in ways they would ordinarily find reprehensible.

Although I have studied and written about these adverse drug effects for several decades, only in the last year have I grasped and described the unifying concept of the spellbinding effects of psychiatric drugs. Many people who take the drugs become desperately depressed and suicidal, violently aggressive, or wildly out of control without realizing that their medication is causing them to think, to feel, and to act in unusual and otherwise abhorrent ways.

There are no secondhand stories in this book. I have personally evaluated each and every one of the dozens of detailed cases, as well as the many additional cases that are scattered throughout the book. The stories in this book are accurate down to the details. I have not taken dramatic license with any of them. Nothing has been “fictionalized” to make them more interesting; the truth is dramatic enough. Although the book is written for the public, health professionals can rely
on the stories as valid case studies of medication-induced adverse effects on the brain, mind, and behavior.

In those cases where the victims of medication madness have survived their adverse drug effects, I have personally interviewed each one at length, usually on more than one occasion. In nearly every instance, I have interviewed other surviving participants in the tragedies described here. Often, I have gathered additional information from friends, family, and coworkers. In all cases, I have sought and nearly always obtained any relevant medical, police, educational, and employment records. Sometimes, I have visited the crime scene and I have always had access to any coroner’s reports, autopsy findings, and toxicology results. I have often read depositions given under oath by doctors and by others involved in the case. For most of the cases, I have written lengthy medical-legal reports, and on many occasions I have testified in depositions, hearings, and trials.

Some of the cases were high profile and generated considerable publicity; in those cases—such as Eric Harris, one of the Columbine shooters—I have used real names, since they could not be adequately disguised. I have not changed the names of any of the lawyers with whom I have worked on these cases.

I have chosen to provide names, mostly pseudonyms, to the more detailed cases in the book. Additional shorter cases scattered throughout the book remain unnamed. For the reader’s convenience, the named cases can be located in the index. An appendix provides tables listing the various psychiatric drugs by category, including antidepressants, stimulants, tranquilizer/sleeping pills, antipsychotic agents, and mood stabilizers. Another appendix provides a description of the International Center for the Study of Psychiatry and Psychology (icspp.org), a psychiatric reform organization open to professionals and nonprofessionals alike, which promotes ethical and human service-oriented approaches.

This book is much more about bad drugs than about bad doctors. Although some of the cases do involve gross medical negligence, Medication Madness is not meant to be an indictment of incompetent doctors. It’s about the harmful, spellbinding effects of psychiatric drugs, even when prescribed at approved doses by well-intentioned, seemingly informed doctors. As some cases illustrate, even sophisticated physicians, including psychiatrists, can be driven mad by psychiatric medications that have been prescribed to them.

After reading this book, you will possess more knowledge about medication-induced abnormal mental and behavioral reactions than almost any psychiatrist you are likely to encounter—including those who call themselves experts and who give lectures and write papers about medication for
other psychiatrists. Although knowledge gained from a book cannot substitute for medical training and clinical experience, or for a visit to a genuinely good medical doctor, Medication Madness will make you better informed in these critical areas than the overwhelming majority of doctors who routinely prescribe psychiatric drugs.

In the nearly thirty years since I published my first medical book in 1979, awareness of the dangers of psychiatric drugs and electroshock treatment has not grown as much as I might have hoped. Yes, there is now much more science to substantiate my views. For example, the Food and Drug Administration (FDA) has recently issued warnings about antidepressants that corroborate much of what I’ve been saying for many years in numerous books and scientific articles. But most of my colleagues in medicine and psychiatry continue to practice without sufficient regard for the dangers of medication madness or, for that matter, electroshock treatment. The public—and not the medical or psychiatric profession—will have to stem the tide of cavalier prescription practices and the widespread use of mind-altering drugs that often do more harm than good.

I hope the many stories in this book—plus the accompanying scientific explanations—will make the dangers of psychiatric drugs unmistakably clear. I also hope they will add to our knowledge about how drugs act upon human beings and about human nature itself.




Chapter 1

Killing the Pain—and Almost the Cop

IF HARRY HENDERSON had been able to reflect on his behavior at the time, his mission would have seemed tragically and senselessly absurd—something no man in his right mind would consider carrying out. Nothing in Harry’s thirty-eight years suggested that he was capable of such a horrendous act. Yet he would become an extreme example of the havoc caused by medication madness.

Everything was going well with Harry’s wife and family. After the catastrophe, many family and friends confirmed to me that Harry’s marriage was a model for others; in his brother’s words, “the best in the family.” Meanwhile, it was Harry’s most successful year financially. He owned a small business and expected to continue making a comfortable living. He was known for his meticulous work and his scrupulous honesty. Since he and his wife Cindy did most of the work, he had limited expenses, and he was generous to the relatives he employed.

Harry was an elder of his church with considerable responsibility for administration and teaching. He and Cindy had no children; their family was the church and the community surrounding it.

When Harry’s mother- and father-in-law needed a place to live, he encouraged them to buy the duplex adjoining his own house, and then he went to work renovating it free of charge. His wife hadn’t pushed him into it. That’s the way Harry was: he saw a need and he tried to take care of it.

In my many years of forensic work as a psychiatrist and medical expert, I have rarely conducted so many wholeheartedly positive face-to-face interviews and read so many laudatory testimonial letters about an individual. So
many people were eager to tell me about his good qualities, I had to meet with them as a group in Harry and Cindy’s kitchen. Harry wasn’t there because he was languishing in jail.

Did Harry need to be in jail? Was he violence prone? As far as I could ascertain, the only time Harry ever displayed aggression was at age fifteen: A classmate called his girlfriend a “bitch” while she was standing beside him and Harry hit the boy without inflicting serious injury.

Harry had to rise above an abusive childhood. His alcoholic father and beleaguered mother barely took care of him and his brothers and sisters. If Harry were the self-congratulatory sort, he could have exuded pride at being a self-made man. Instead, his childhood left him with a Lincoln-esque sadness. He had accepted these “blue” feelings as “just the way I am,” and no one who knew him described him as depressed.

Not viewing himself as depressed, Harry never considered seeking treatment until he happened to visit his family doctor for an annoying gastrointestinal problem. The problem eventually went away but something else happened that day in the doctor’s waiting room—something that would forever change his life and the lives around him. Harry noticed a flyer about depression and its treatment. Couched as an “educational” brochure and prominently displayed in the doctor’s office, it was really an advertising pamphlet for a pharmaceutical product. For the first time in his life, Harry thought, “Maybe I’m depressed.”

Harry was dealing with two stressors in his life: in-laws who were making excessive demands on him, and his own mother who was dying of Alzheimer’s disease. In his criminal case, I wrote to the court, “It is no exaggeration to say that all of these problems were related to his sense of altruism and responsibility; none of them were selfish or self-centered in nature.”

Following his physical, which revealed nothing to be worried about, Harry talked briefly to the physician’s assistant about feeling “blue” on and off for much of his life. Although Harry does not recall being at all suicidal or reporting such feelings to the doctor, the medical record states that he had some suicidal feelings in recent times. But never in his life had Harry experienced anything remotely like the compulsive drive toward violence that would soon overcome him.

Harry walked out of the medical office with a prescription for Paxil 20 mg per day. Paxil is one of the commonly used Prozac copycats that also include Celexa, Lexapro, Luvox, and Zoloft (see table I in appendix A). All are selective serotonin reuptake inhibitors (SSRIs) that block the normal removal of the neurotransmitter serotonin from its active site in between neurons in the
brain. Among them, in my clinical experience, Paxil is the antidepressant most often implicated in acts of violence and suicide.

One month later, Harry’s prescription was increased to 30 mg and then 40 mg per day over a one-week period, well within the suggested dose range for treating depression. However, most negative psychiatric reactions to antidepressants occur within the routine dosages, often when the dose has been recently changed, either up or down.

HARRY ON PAXIL

AT THE TIME, Harry’s wife Cindy did not connect the changes in her husband with his starting Paxil, but in retrospect it became clear. Usually, he was very gentle and considerate, a model husband, but now he sometimes became irritable. On one occasion he shocked Cindy by gesturing obscenely at a driver who had cut him off. Again, out of character for him, Harry cried uncontrollably while visiting his ailing mother and on another occasion burst unaccountably into tears on a weekend vacation. He also showed a maniclike lack of judgment, buying worthless or extravagant items at auctions, including a car the family didn’t need. Again, this was not typical behavior for Harry Henderson.

Antidepressants frequently cause overstimulation of the brain and mind, ranging from insomnia and mild agitation to psychotic levels of mania. They can also drive compulsive behaviors. Harry would display all of these behaviors while taking Paxil.

Harry ran out of Paxil for one day and “crashed,” sleeping for two days, but he had no idea this was a drug-withdrawal reaction. His doctor had failed to warn him about that eventuality and Harry did not check other sources of drug information. Of all the side effects Harry experienced, sexual dysfunction was the only one his doctor had mentioned to him and was, therefore, the only one Harry could identify as drug-related.

One friend who saw Harry several days a week at church activities noticed that Harry was “nervous and agitated,” “fidgety,” “forgetful,” and “like a radio turned to all channels.” But in general, Harry managed to keep his inner turmoil from almost everyone who knew him.

Eight months after starting on Paxil, Harry’s dose was again increased, this time to 60 mg per day, somewhat above the recommended maximum of 50 mg per day for depression, but well within medical practice habits. Harry’s mental state drastically worsened. He felt a growing, compulsive desire to put a stop to the strange pain inside his head, one of the most agonizing and
difficult-to-describe adverse effects of the newer antidepressants like Paxil, Zoloft, Prozac, and Celexa.

Harry began to think that his wife would also be better off dying, because “it wasn’t right” to leave her behind to feel guilty and to suffer. Killing her and then killing himself was the morally correct thing to do. But the idea of harming her became so intolerable that he focused instead on destroying himself.

These impulses came out of the blue. Harry had none of the risk factors commonly found in people who become desperately suicidal. He was not abusing drugs or alcohol; he was not elderly; he did not suffer from a debilitating physical illness; he had not experienced a severe loss, trauma, or death of a loved one; and his business and finances were sound. Although Harry may have told his doctor that he had experienced suicidal feelings in the past, he never made suicidal threats or attempts. He was feeling pressured by his in-laws to work on their house and his mother was dying of Alzheimer’s but everyone who knew him agreed that Harry had been handling these stresses without displaying unusual strain. Over the years, his depressed feelings had been relatively mild and at no time debilitating.

Harry began to search for a way to obtain a gun to kill himself. After failing in his attempts to purchase a pistol, he imagined finding a police officer on a bicycle. He could push over the officer’s bike and seize his gun to kill himself. Harry drove around the city but could not find any cops on bikes. Besides, he felt no animosity toward the police and had donated money to the local police department. His brother-in-law was a fireman, a job that Harry associated in a positive way with the police force.

Then, Harry got a new idea. It made perfect sense at the time because it would pose no risk to others. He would break into a police car to get a shotgun; that way he wouldn’t have to hurt anyone else. So he began driving toward the town police station where he knew he could find parked patrol cars. He was determined to get a gun without doing any harm to a policeman.

When interviewing Harry in jail, I inquired about his knowledge of guns. He had never handled one and had no idea about differences between automatic shotguns and pump guns, or what might be required to fire them. He had no idea if he could manipulate a long gun barrel into position to shoot himself. He was equally ignorant about handguns. He had no notion about safety catches. He didn’t know that he would have to slide back a chamber to cock an automatic handgun. He was a man possessed with a mission; details or practical considerations didn’t clutter Harry’s mind. Fixated on his goal, nothing could stand in his way. Meanwhile, Harry had no idea that the drug was driving his wholly out-of-character behavior.


Before turning onto the street toward the police station, Harry happened to spot a patrol car parked by the side of the road down the block. A policeman sat in the car, apparently writing a traffic ticket for a driver he had pulled over to the curb ahead of him. Now a new impulse took over Harry. He stealthily drove his car into a parking area near the police car.

The policeman sat in his car with the turret lights flashing, ignorant of the fact that a man was planning to assault him most violently. Meanwhile, Harry’s compulsion had completely seized him. In his own words he had “tunnel vision.” He felt mesmerized: “All I could see was the red lights flashing like I was zonked out. All I could think was I can’t stand this anymore—I got to do this.”

Harry sat waiting in his car with the engine idling until the policeman began to open the door to his cruiser. Perhaps fifteen or twenty feet separated them. The moment the man’s feet hit the pavement, Harry went into action. Keeping his left foot pressed on the brake for an instant, he pumped down hard on the gas pedal to rev up the engine. As the policeman turned wide-eyed in his direction, Harry burned rubber and drove his car into the officer, knocking him flat to the ground, and bashing in the side of his patrol car.

Next, Harry backed his car off of the prostrate man, leaped out, and heard the officer calling out, “He’s trying to kill me.” Harry bent over and tried to reassure him, “I just want your gun. I just want your gun.” He wanted the cop to know that he wished him no harm.

Harry’s memory is mostly blank for the next minute or two. He remembers someone restraining his arm as he tried to grapple for the officer’s gun. He heard someone saying, “Oh, he’s going for his gun.” He envisioned getting the gun, pushing it into his own body, and pulling the trigger. He next remembers someone holding him down. Two men had intervened to drag him off the policeman.

The policeman was badly injured. He was cut, bruised, and shocked. One of his legs was broken. But with the help of good Samaritans, he fought off the crazed stranger who was trying to grab his gun from his holster.

During this horrendously violent assault on the officer, Harry—a man known for his gentle, caring nature—had given no thought to the harm he was inflicting on another human being. “I wasn’t thinking about anything but dying. I obviously didn’t think about consequences for anyone else.” He had no plan for escaping or he wouldn’t have run his own car into the cruiser. He felt compelled to end his life on the spot, then and there, at any cost.

After the assault was over, Harry failed to grasp the enormity of what he had done, nearly crippling or killing an innocent person, an officer of the law
whose position he ordinarily held in respect. Later, after the Paxil effects began to wear off, Harry grew dismayed and remorseful. He became Harry Henderson again—and yet his life would never be the same. The man who had suffered from excessive feelings of responsibility for others throughout most of his life now had something really dreadful to feel guilty about. He entered into a period of deep depression.

Unexpectedly, the policeman Harry had assaulted came to Harry’s legal rescue. After reading my detailed scientific evaluation of Paxil’s capacity to cause compulsive, violent suicide, and my clinical analysis of Harry’s particular case, the policeman decided that Harry was the victim of medication madness and should be dealt with leniently.

In mid-2002, when Harry Henderson drove his car into the policeman, there was hardly another psychiatrist in America who would have taken his case. Nearly all were in denial, and most remain in denial, about the capacity of antidepressants to drive people over the edge. Even today, after the FDA has acknowledged that the newer antidepressants like Paxil and Prozac cause suicidality, there are only very few psychiatrists with the combination of expertise and determination required to take a stand in court against powerful drug-company interests. If I hadn’t intervened in Harry Henderson’s case, he might have spent much of the rest of his life in jail. Instead, my analysis of his case led the prosecution and the judge, as well as the injured policeman, to rethink their attitudes regarding their originally tough stance toward Harry. He was allowed to plead to a lesser charge that resulted in his release from jail after a relatively short stay.

Several months after the resolution of his case, Harry drove a considerable distance with his wife to see me to get help in dealing with the emotional aftermath of what had happened to him. The law had forgiven him more readily than he could forgive himself. With additional help from a local counselor and from his wife, it took Harry more than a year to begin his recovery from disabling guilt over what he had done. I am hopeful that some day he will feel fully recovered from the emotional aftereffects of his bout with medication madness, but it will take time.


SPELLBOUND BY PAXIL

MEDICATION SPELLBINDING occurs along a continuum from mild to severe, and Harry was driven into extreme madness. His reactions on Paxil displayed all four aspects of spellbinding by medication:



• His mental condition deteriorated without his appreciating it.

• He had no idea that his psychiatric drug had anything to do with what was happening to him.

• Although he was getting worse, he at times thought he was doing better than ever, especially when he became euphoric and went on spending sprees.

• Ultimately, he developed compulsive, destructive behaviors that took over and ruined his life.



DID HARRY “GET AWAY WITH IT?”

HARRY HIMSELF FOUND it hard to believe that a drug could have made him do such terrible things, and he did not advocate well for his cause. For example, while in jail, Harry had written numerous letters of encouragement to friends and fellow parishioners, confirming his generous and caring nature, but I only learned about these letters from other people. In his interviews with me, Harry made no claim to being insane or psychotic at the time of the crime. Like most people who are spellbound by medication, he had so little memory or appreciation for how disturbed he had become on Paxil that most of the information about his emotional deterioration had to come from other people.

Harry could not explain this obsessive desire to die that ran roughshod over his normal moral restraints but he made no effort to attribute his actions to the drug. Until I shared it with him, he had no idea that there was a large body of scientific literature documenting obsessive suicidality and madness produced by Paxil and similar antidepressants such as Prozac, Zoloft, and Celexa.

Harry was fortunate in working with Pennsylvania criminal attorney George Matangos who believed that his client was a good man driven mad by Paxil and he was eager to utilize my expertise. In the conclusion to my hefty 11,000-word report to the court about the criminal charges against Harry, I summarized the reasoning process that goes into determining if a drug has caused or contributed to an act of violence—the same reasoning I have described more elaborately in my scientific papers and books.1


CRITERIA FOR EVALUATING MEDICATION MADNESS

HERE ARE SEVERAL CRITERIA that can be used to determine if a medication has caused or contributed to an individual’s abnormal behavior:



• A recent change (up or down) in the dose of the medication;

• A relatively sudden onset and rapid escalation of abnormal thoughts and behavior;

• Escalating symptoms of drug toxicity, such as insomnia, agitation, memory dysfunction, hallucinations, or other abnormal behaviors leading up to the event;

• An unusually violent, irrational, bizarre, or self-defeating quality to the behavior;

• An obsessive, compelling, and unrelenting quality to the behavior;

• A prior history indicating that the abnormal behaviors were uncharacteristic and unprecedented before exposure to the drug;

• The individual’s subjective feeling that the drug-induced emotions and actions are alien, inexplicable, and ethically repugnant;

• Gradual disappearance of the abnormal mental state after stopping the medication (although some residual effects may last much longer).


 


In addition to these criteria that are specific to the individual case, there should be scientific evidence that the drug can alter brain function, causing abnormal mental and behavioral states.

Not every case of medication madness meets all of these criteria, but Harry Henderson’s did.

In medical terms, at the time Harry assaulted the policeman he was suffering from a “Substance-Induced Mood Disorder with a mixture of Depressive and Manic Features.” The substance, of course, was Paxil. We will find that every class of psychiatric medication can produce mood disorders.

Substance-induced mood disorder is an official diagnosis (292.84) in the American Psychiatric Association’s Diagnostic and Statistical Manual of Mental Disorders (DSM-IV-TR) in 2000. As I wrote in my report to the court, “This is a genuine central nervous system neurological disorder caused by drug-induced disruption of neurotransmitter systems.” Consistent with this, and typical of almost all my cases, Harry’s mood and outlook improved when the Paxil was stopped. This improvement in his emotional state occurred even though Harry was in jail facing trial for his actions while undergoing enormous remorse over what he had done to the policeman, and despite the fact that his life and the life of his family had been drastically transformed for the worse.



INVOLUNTARY INTOXICATION: A NEUROLOGICAL DISORDER

I PURPOSELY EMPHASIZED that Harry was suffering from a “genuine central nervous system neurological disorder” rather than a vague and ill-defined “mental illness.” Psychoactive drugs like Paxil have a physical impact on the brain. Instead of claiming that Harry was not guilty by reason of insanity, my analysis in this and similar cases leads to a conclusion of involuntary intoxication caused by a drug-induced neurological impairment.

With good reason, most of us want to hold drug abusers and alcoholics responsible for their actions. We believe that they should have anticipated the potential negative consequences of using intoxicating agents and taken responsibility for themselves. Similarly, the law offers little or no relief to someone who knowingly drinks or takes illegal drugs, and then commits a crime. The law treats drunkenness as a voluntary, rather than involuntary, intoxication.

The legal system looks more sympathetically on people who become intoxicated against their will or without foreknowledge of the drug’s potential to cause them to behave badly. This is considered an involuntary intoxication. I explained in my report:



Because Harry was unaware of the potential for this medication to produce abnormal thought processes and behavior, and because it was medically prescribed to him, Harry’s condition qualifies as an involuntary intoxication.

As a result of this medication-induced physical disorder of the brain, Harry was (1) unable to exercise his customary moral judgment, (2) unable to control his violent impulses, (3) unable to appreciate the consequences of his violent actions, and (4) unable to appreciate right and wrong in regard to what he was doing, including the wrongness of striking the policeman with his car.



If I had developed the concept at the time, I could have added that Harry was a classic example of a man spellbound by medication in that he did not realize how mentally impaired he had become, did not attribute his dramatic transformation to the drug, and felt compelled to take actions that would ordinarily have appalled him. The more disturbed Harry became, the more his thoughts and actions seemed sensible and his actions inevitable to him. At the moment of violence, he was compulsively and inexorably focused on the act as if he had no choice at all.


Harry not only displayed obsessive violence on Paxil, his depression worsened and he eventually began to show some maniclike symptoms. In Harry’s story, the more subtle manic aspects included his increased irritability, mood swings, and extravagant purchases. In other cases we’ll see people who suffer from more grossly apparent manic episodes caused by psychiatric drugs.


WHAT WAS THE PAIN INSIDE HARRY’S HEAD?

HARRY DESCRIBED his destructive actions as an attempt to stop the “pain” inside his head.2 When taking SSRI antidepressants such as Prozac, Zoloft, Paxil, and Celexa—and more commonly during withdrawal from the drugs—individuals frequently cite indescribable mental and physical pain inside their heads as their greatest source of unendurable distress. Because most of these antidepressants are relatively short acting, more than half the drug is eliminated from the body in less than a day, so that people can go into withdrawal between doses. Harry’s painful feelings inside his head could have resulted from direct toxic-drug effects, from interdose withdrawal effects, or from a combination of both.

Typically, the pain is both physical and emotional, making the individual feel tortured from the inside out. Sometimes the unbearable sensations are compared to “shocks” and “electricity” or to “impulses,” often localized inside the head but sometimes spreading throughout the body. Two days after one of my patients began tapering off her last small dose of Paxil, she endured several days of throbbing headaches like “knives stabbing into my brain,” as well as dizziness and depression with fits of inexplicable, uncontrollable weeping.

When patients attempt to describe the “weird feelings” caused by antidepressants, frustration often sets in. There is no adequate vocabulary to communicate the bizarre internal experience. Unsympathetic or uninformed physicians often fail to realize that the prescribed medication is causing this torture. Instead, the doctors blame the patient’s “craziness” and increase the dose of the offending agent, too often with tragic consequences. Or, the misinformed doctors attribute the mental deterioration to an “unmasking” of the patient’s supposedly underlying mental illness, and then add yet another mind-altering drug to the treatment regimen.



AKATHISIA: A PAINFUL DANCE OF DEATH

SOME OF THESE BIZARRE SENSATIONS MEET the diagnostic criteria for akathisia, a drug-induced neurological disorder that is known to drive people to suicide and violence, and to madness. Akathisia means the inability to sit still and the syndrome is usually but not always associated with a compulsive need to move about in a futile attempt to stop the torment. Several people observed that Harry was agitated and restless in the days before he assaulted the policeman. Because the Paxil had caused such obvious agitation and maniclike behavior in Harry, in my initial evaluation and report I did not focus on this more subtle clinical syndrome—but his case nonetheless provides an example.

Several years earlier, when I gained access to sealed company records in a product-liability suit against GlaxoSmithKline, the manufacturer of Paxil, I investigated the relationship between akathisia and suicidal or violent behavior. Although the drug company systematically tried to avoid diagnosing patients with the dread disorder akathisia, a number of cases turned up in their European database. Working with my research assistant Ian Goddard, we found many correlations between akathisia and suicidal behavior, including completed suicides.3

The official American Psychiatric Association’s Diagnostic and Statistical Manual of Mental Disorders, fourth edition (DSM-IV), is the diagnostic bible of psychiatry. It discusses akathisia at length in both of the two most recent editions (1994 and 2000). This conservative, establishment textbook specifically warns, “Akathisia may be associated with dysphoria, irritability, aggression, or suicide attempts.” Dysphoria is painful emotion; irritability is overreacting with anger or hostility; aggression and suicide speak for themselves.

This heavily relied-upon diagnostic authority further warns that akathisia can lead to “worsening of psychotic symptoms or behavioral dyscontrol.” Behavioral dyscontrol means loss of impulse control. Almost the entire description applies to Harry Henderson, as well as to many other cases in Medication Madness.

After describing the horrific symptoms of akathisia, the diagnostic manual makes a key observation: that the newer SSRI antidepressants can cause akathisia with all its associated adverse effects.4

You might assume that such a dreadful and potentially deadly adverse drug reaction must be relatively rare. To the contrary, we have known for nearly two decades that akathisia is commonly associated with the newer antidepressants, like Paxil, Prozac, Zoloft, and Celexa. The watershed year was
1989, when investigators reported on five cases of akathisia caused by Prozac.5 They reviewed the scientific literature, found rates of 9.7 to 25 percent for Prozac-induced akathisia, and concluded that Prozac “and perhaps other antidepressant drugs as well, may produce the side effect of akathisia fairly frequently.” In 1990, the Public Citizen Health Research Group followed up with an estimated rate of 15 to 25 percent for Prozac-induced akathisia. While studies of SSRI-induced akathisia vary greatly in the frequency with which this disorder is observed, the weight of evidence confirms that it is common.

Soon after the introduction of Prozac in 1989, the connection between antidepressant-induced akathisia and suicide was documented in the scientific literature. For example, in 1991, a report was published on three cases of suicidality in patients suffering from Prozac-induced akathisia.6 Each case of compulsively suicidal feelings developed on Prozac and resolved when the drug was stopped. The self-destructive feelings returned when the drug was started a second time and then went away once more when the drug was again stopped.

The above process of starting and stopping drugs, and observing the patient’s reactions, is called challenge (the drug is given, causing the symptom), dechallenge (the drug is withdrawn, stopping the symptom), and rechallenge (the drug is restarted, reinitiating the symptom). During rechallenge each of the patients developed akathisia and reported that this feeling had driven them to become suicidal each time. The challenge, dechallenge, and rechallenge results clearly confirmed a cause-effect relationship between the drug and the adverse effect of suicidal impulses.

In 1992, another group of researchers reported on five more cases of a Prozac-induced akathisia with suicidality.7 In all five cases, the akathisia and the suicidality disappeared when the drug was stopped or reduced in dosage. In one case, a rechallenge with an increased dose of Prozac reproduced the syndrome. The researchers concluded, “Our cases appear to confirm that certain subjects experience akathisia while taking fluoxetine [Prozac] and that this effect is dose-related in the individual patient.” They declared that akathisia “can apparently be associated with suicidal ideation, sometimes of a ruminative intensity.”

From Prozac to the newer drugs like Celexa and Lexapro, this group of SSRI-antidepressants share common characteristics, and indeed they now all carry the same black-box warning in their labels about causing suicidality in children and young adults. They all carry a string of warnings about a variety of abnormal behaviors including mania that we’ll examine in more detail. However, in my clinical experience Paxil seems to be among the worst offenders,
perhaps because it is more potent and shorter acting, giving it a strong, sudden impact.


THE PERPETRATOR PROFILE

IN BEYOND CONFLICT (1992), I developed a profile of the characteristics of perpetrators of violence. Based on the criteria in my book, here is my comparison between the perpetrator profile and Harry Henderson’s profile:8

Perpetrators deny or minimize the damage they are doing to others. After recovering from the Paxil, Harry never lost sight of the harm his actions had done to the policeman, as well as to his wife and family, and to his church.

Perpetrators tend to rationalize the harm they are doing. Harry blamed himself and hesitated to attribute anything to the drug.

Perpetrators tend to blame the victim. Harry never blamed the unfortunate policeman, his doctor, or anyone else, for what he had done.

Perpetrators suppress their own feelings of empathy. Harry felt very badly about what he had done, wrote letters to try to make things right while he was in jail, and continued to feel remorseful after he was let out of jail.

Perpetrators tend to dehumanize their victims. Harry saw the policeman as a person whom he had badly injured.

Perpetrators tend to feel empowered through their perpetrations, gaining a sense of potency from injuring and controlling others. Harry felt completely demoralized by his actions.

Perpetrators seek to win conflicts through exercising authority, power, and domination. Harry tended to be conciliatory and even overly compliant.

Perpetrators tend to become grandiose and self-centered. Harry felt the opposite: helpless and preoccupied with the harm he had done to others.

Perpetrators become alienated from their genuine basic needs, especially those related to love. Harry did feel withdrawn. Gradually, he began to recover, to relate to his needs more fully again, and to reach out to his family.

Hardly any of the dozens of cases in this book fit the perpetrator profile before they became spellbound by medication. That is in part due to how I screen my cases before taking them but even more so it is due to the nature of medication madness—it can strike innocent, good people who harbor no tendencies to perpetrate violence against others.






Chapter 2

What Is Medication Spellbinding?

MEDICATION SPELLBINDING describes how drugs mask or hide their harmful mental and emotional effects from the people who are taking them. Under the influence of drugs, many people feel better when in reality they are doing worse. Some become desperately depressed or violently aggressive without realizing that their medication is causing it.

Every psychiatric drug impairs brain function and can, therefore, cause spellbinding. The cases in this book cover the entire spectrum of psychiatric drugs: antidepressants, stimulants, tranquilizers, antipsychotic drugs, and mood stabilizers.

Starting in 2004 the FDA began at long last to acknowledge some of the more devastating effects of psychiatric drugs, including its recent confirmation that antidepressants cause increased suicidality (suicidal thinking and behavior) in children and young adults. Nonetheless, the agency continues to minimize the mental devastation and behavioral abnormalities caused by every class of psychiatric drug, for example, by not recognizing that antidepressants cause suicidal behavior in all ages of adults. Drug companies often conceal from the FDA, the medical profession, and the public the harmful psychological or emotional psychiatric reactions caused by their products. Misled by the FDA and the drug companies, most physicians who prescribe psychiatric drugs vastly underestimate the frequency and severity of medication-induced suicide as well as other potentially life-destroying adverse effects such as violence, mania, and psychosis caused especially by antidepressants, stimulants, and tranquilizers.


Medical spellbinding in technical language is intoxication anosognosia—the inability when intoxicated by drugs to recognize the mental and emotional impairment caused by the intoxication. Medication madness is an extreme expression of medication spellbinding, leading people to behave in ways that they would otherwise reject as hazardous or wrong. Some feel falsely empowered as they compulsively pursue bizarre, dangerous, and even violent actions. Others feel overwhelmed and inexorably compelled toward despair and suicide. Typically, these victims of spellbinding are acting in ways that would ordinarily terrify and appall them. Throughout, they remain unaware that they are drug impaired and display little or no awareness of the disastrous consequences that lie in store for themselves and others.

Most of the many cases in this book illustrate extreme adverse drug reactions, sometimes involving psychotic reactions with horrendous acts of violence. However, medication spellbinding takes place along a continuum from mild to severe. Millions of cases are relatively mild and the reactions never get attributed to prescribed medications, but they nonetheless impair or ruin the person’s quality of life. Some people are driven toward more maniclike behavior: individuals destroy their marriages, ruin friendships, abuse their children, lose their jobs, or get caught fudging expense accounts or shoplifting. Among those whose drug reactions drive them more toward depression and apathy, countless lives spellbound by psychiatric drugs plod along in lackluster ways: a man loses interest in his wife, a mother withdraws from her children, an artist loses her creativity, or a young boy loses his sense of humor and the twinkle in his eye.

Many medication spellbound people become more irritable, less optimistic, or more emotionally shallow, without realizing that they have changed. In the more extreme cases, these spellbound individuals will fail to grasp the role of drugs in changing their personalities or the degree to which their lives have become transformed for the worse.

Most, but not all, acts of drug-induced violence or suicide have warning signs that are more likely to be perceived by friends, family, or coworkers than by the spellbound victim. The individual can become apathetic and indifferent, yet more irritable and easily angered. He or she may seem less focused or attentive, and more distant, preoccupied, or withdrawn. Anxiety or depression may develop or worsen for no apparent reason. If the drug is causing overstimulation, the individual may lose weight, have trouble sleeping, pace compulsively, or act in an impulsive manner. Commonly, the individual seems “different” with a subtle change for the worse in personality and in behavior. Due to medication spellbinding, if an individual is confronted about any of
these adverse effects, he or she will most likely deny them or blame them on someone or something else other than the medication.

Potentially serious drug-induced changes commonly occur soon after a medication is started or after the dose is increased, as well as during or after withdrawal from the medication. The addition of other medications can also precipitate a dramatic worsening. In some cases, however, the drug-induced changes do not become apparent until the individual has been taking the medication for many months or longer.

As this book illustrates time and again, medication spellbinding takes an enormous toll not only on the medicated individual but also on families, innocent strangers, and whole communities. Cases in the book document how medication has driven otherwise loving mothers and fathers to murder their children. We’ll see that far too little attention has been given to the fact these seemingly unlikely murderers were taking psychiatric drugs that are scientifically documented to cause mania, a disorder with considerable potential for violence. Society needs to face the huge human toll in prescribing mind-altering drugs to millions of people, and we all need to be alert to the early warning signs of medication madness. A better understanding of spellbinding and medication madness may make us more skeptical about the rampant use of psychiatric drugs and may avert future tragedies.

The concept of medication spellbinding helps to explain medication-induced mayhem, murder, and suicide, and also why so many people take psychiatric drugs that are doing them more harm than good.

A CLOSER LOOK AT MEDICATION SPELLBINDING

BECAUSE HUMAN BEINGS are complex with varying reactions to drugs, no two cases of spellbinding are alike. They can vary in intensity and not all will display every characteristic.

First, spellbound individuals fail to perceive the degree of mental or emotional impairment that the drugs are inflicting on them.

Second, spellbound individuals tend to rationalize and to justify their drug-induced mental distress, typically blaming negative feelings on themselves or on something else, potentially leading to violence against themselves or others.

Third, spellbound individuals often feel as if they are doing better than ever, when in reality they are doing worse.

Fourth, extreme spellbinding produces medication madness in which the individual feels driven or compelled to behave in out-of-character and potentially
disastrous ways, for example, to murder a loved one, to commit suicide, or to pull a series of senseless robberies. The spellbound actions are typically carried out without realizing that he or she is drug impaired and without stopping to consider or grasp the disastrous consequences.

The four principles of spellbinding can be illustrated by applying them to how individuals act when intoxicated with alcohol. Typically, drunks don’t realize how impaired they are: when they feel badly, they typically blame themselves or others in an exaggerated, irrational manner; often they feel better than ever when they are in reality behaving badly; finally, they can do stupid things and even perpetrate violence that is wholly out of character for them when sober. However, we shall find that there is a critical difference between intoxication with alcohol and intoxication with psychiatric drugs. Because the individual drinking alcohol should be aware that alcohol impairs mental function and behavior, he or she should be held responsible for any resultant bad behavior. By contrast, in every case in this book the individual had little or no idea that psychiatric medication impairs mental function and behavior with the potential for destructive actions.

Medication spellbinding also impairs the individual’s perception of his or her emotional or real-life problems. For varying periods of time, drug-induced emotional anesthesia (apathy and indifference) or a drug-induced emotional high (euphoria) can mask the person’s personal conflicts and emotional suffering. All psychoactive drugs share this combined capacity to hide their adverse effects from the individual while also masking or burying the individual’s awareness of personal problems, including nagging responsibilities and painful emotional conflicts. The individual’s overall capacity for self-observation or self-awareness is impaired. This is well illustrated by the familiar figure of the individual intoxicated with alcohol who fails to perceive the degree of his intoxication while simultaneously “forgetting about his troubles.”


MEDICATION MADNESS CAUSED BY NONPSYCHIATRIC DRUGS

THERE’S AN UNDERSTANDABLE TENDENCY to blame medication madness on the individual rather than on the drug. After all, many of these people have mental problems or they wouldn’t be taking psychiatric drugs. The truth is these drugs often drive people crazy who previously seemed normal or healthy. Examining how nonpsychiatric drugs and medications can spellbind people can clarify that this is not a phenomenon limited to “psychiatric patients.”


Medication Madness Caused by “Recreational” Drugs

In the 1950s, the U.S. government experimented on unwitting people by giving them the powerful hallucinogenic drug, LSD. At least one of the experimental subjects, army officer Eric Olson, committed suicide by leaping out the window of an office building in which he was confined for the experiment. Eric didn’t know he was the subject of an experiment and therefore had no idea that he was being driven mad by a drug.1 But even someone who intentionally takes LSD for “recreational purposes” can end up on a “bad trip”—so spellbound that he loses track of ever having taken the drug. With no idea what hit him, the drug user descends into a nightmarish psychotic state.


Antibiotic Madness

Hardly anyone thinks of antibiotics as potentially dangerous psychoactive drug but many of them are. Pennsylvania attorney Derek Braslow told me about the case of a thirty-nine-year-old police officer with no history of mental disturbances who became psychotic while taking Levaquin for a cold. Within days of starting the drug he became paranoid and manic, and entered his neighbor’s home where he held three children hostage at gunpoint while under the delusional belief that they were involved in gang activity. Thinking he was doing the right thing, the deluded policeman even called the police to report what was going on. This otherwise upstanding citizen had become the victim of antibiotic-induced psychosis with paranoid and manic features. As a result, he was sent to jail and he lost his career in law enforcement.

Levaquin is a member of the quinolones family of antibiotics, a group that is known to cause severe emotional reactions. The WARNINGS section of the label for Levaquin, as reprinted in the 2008 Physicians’ Desk Reference (PDR), states that convulsions, increased pressure in the brain, and toxic psychosis have been reported in patients taking these antibiotics. It more specifically warns about “central nervous system stimulation which may lead to tremors, restlessness, anxiety, lightheadedness, confusion, hallucinations, paranoia, depression, nightmares, insomnia, and rarely, suicidal thoughts and acts. These reactions may occur following the first dose.” That little string of words reflects untold numbers of nightmarish personal experiences. These reactions are consistent with the overstimulation of the brain and the mind that appear in many of our cases of medication madness.

If something as seemingly innocuous as an antibiotic can cause spellbinding
medication madness, how much are psychiatric drugs more likely to cause similar emotional disasters that are even more frequent and more intensive?


Accutane Depression

The acne treatment Accutane (isotretinoin) contains a strong warning about its capacity to cause suicide and other psychiatric disturbances. Directly under the WARNINGS headline, the FDA-approved label reads.2



WARNINGS

Psychiatric Disorders

Accutane may cause depression, psychosis and, rarely, suicidal ideation, suicide attempts, suicide, and aggressive and/or violent behaviors.

 


The WARNINGS section goes on to elaborate in detail upon these risks.


Tamiflu Madness

The antiviral drug Tamiflu (oseltamivir) is approved for treatment of the flu and has gained public attention because of the speculative hope that it might prove useful in the advent of a worldwide bird flu epidemic. The Japanese label for Tamiflu already warns that the drug can cause disturbances in consciousness, abnormal behavior, delirium, hallucinations, delusions, and convulsions.3 Belatedly, on November 14, 2006, the FDA and drug manufacturer Roche announced the need for an added warning in regard to Tamiflu inducing confusion and self-injury.4


Rebetron Suicide

Rebetron, a combination of the antiviral agents ribavirin and interferon, has proven very hazardous to the brain and mind. Under the WARNINGS section, the FDA-approved label for Rebetron contains the following bold-letter statement:5



Psychiatric

Severe psychiatric adverse events, including depression, psychoses, aggressive behavior, hallucinations, violent behavior (suicidal ideation, suicidal attempts, suicides), and rare instances of homicidal ideation have occurred during combination REBETOL/INTRON A therapy, both in patients with and without a previous psychiatric disorder.

 



I have been consulted in suicide cases involving prisoners who were given this drug for experimental research.


Keppra Rage

The anticonvulsant drug Keppra (levetiracetam) was approved by the FDA in late 1999, and has enjoyed widespread use, despite displaying an impressive array of psychiatric adverse effects. The FDA-approved Keppra label in the 2007 Physicians’ Desk Reference issues serious warnings about three categories of neurological and psychiatric side effects including somnolence and fatigue, coordination difficulties, and “behavioral abnormalities.” Most striking, 13.3 percent of Keppra-treated patients in controlled clinical trials experienced behavioral symptoms “reported as aggression, agitation, anger, anxiety, apathy, depersonalization, depression, emotional lability, hostility, irritability, etc.” In addition, 0.7 percent of patients became psychotic and 0.5 percent became suicidal with one completed suicide. That’s a grand total of 14.5 percent of patients with psychiatric adverse events that were probably caused by the drug.

This array of symptoms will come up repeatedly in this book and is worth reviewing again: “aggression, agitation, anger, anxiety, apathy, depersonalization, depression, emotional lability, hostility, irritability, etc.,” as well as psychosis and suicide. It could be used to describe the psychiatric adverse effects of antidepressants, stimulants, and tranquilizer/sleeping pills.

Due to spellbinding, most patients will not report to the doctor that they have had increased emotional lability (instability) or outbursts of anger. One experienced neurologist explained to me that none of his Keppra patients spontaneously told him that the drug was making them irritable and angry, but when specifically asked, most of them reported an increase in these symptoms.

Undoubtedly, the drug company would have elicited even greater numbers of Keppra-rage reports if their investigators had actively sought out the
information. Furthermore, if more than 14 percent of patients are reacting this way in controlled clinical trials, the rate will be much higher in real-life clinical practice where patients aren’t screened or monitored as carefully, and where multiple drugs are often given at once.


Steroid Psychosis

Steroids such as prednisone cause a broad spectrum of emotional reactions that can mimic the diagnosis of bipolar disorder with its extreme highs and lows. In describing the risks associated with the steroid class of drugs, Drug Facts and Comparisons warns about “delirious or toxic psychosis,” including clouding of the mind as well as “euphoria, insomnia, mood swings, personality changes, and severe depression.”6

Is steroid psychosis the result of giving these drugs to psychiatrically disturbed people? The pharmacology textbook in effect answers “no” when it observes, “A patient history of psychiatric problems does not correlate well with predisposition to steroid-induced psychosis.” In other words, prior psychiatric problems haven’t predisposed these people to becoming psychotic on steroids.

When the body produces too much steroid, the results are similar to an adverse drug reaction to steroid medication. One of the most bizarre and tragic cases I have evaluated involved a previously robust young man, Ernesto Younger, who developed an obvious Cushing’s syndrome in his twenties. Cushing’s disease causes excess steroid production and can cause the same symptoms of mood instability and in the extreme, psychosis. Physical examinations disclosed typical signs of the disorder, including a buffalo hump fat distribution, a round face, and purple stripes on his abdomen. Along with his physical symptoms of Cushing’s, Ernesto also developed emotional ups and downs, and he became more irritable and easily angered.

Unfortunately, Ernesto’s family doctor became so focused on his patient’s psychiatric symptoms that he mistakenly diagnosed him as suffering from bipolar disorder, and therefore missed the obvious diagnosis of Cushing’s. After Ernesto was initially misdiagnosed as suffering from a primary psychological problem rather than a hormonal disorder, a string of other doctors, including endocrinologists, overlooked or ignored his grossly apparent physical symptoms, such as the purple stripes on his bloated abdomen. Instead of diagnosing and treating Ernesto’s real biological hormonal imbalance, his psychiatrists treated his mythical biochemical imbalance, giving him multiple drugs and eventually electroshock to cure his “bipolar disorder.”

Unlike patients who are spellbound by drugs, Ernesto knew there was
something physically wrong with him and he tried to convince his doctors that he wasn’t crazy. Nonetheless, he progressively lost his judgment and his ability to control his behavior, and mentally collapsed under the combined influences of his hormonal disorder and then psychiatric drugs and shock treatment. Ultimately, Ernesto’s life was ruined by the combination of his untreated Cushing’s disease and his abusive psychiatric treatments.

The capacity of excessive internally produced hormones and hormonal treatments to cause spellbinding emotional disturbances is impressive. It makes more readily acceptable the notion that psychiatric drugs can cause similar unfortunate results.

A wide variety of other physical disorders routinely cause mood disturbances that can reach the intensity of madness. One review of medical disorders associated with depression listed more than twenty-five causes including Cushing’s, thyroid disorders, AIDS, diabetes, hepatitis, influenza, brain tumors, heart attack, Parkinson’s disease, lupus, and viral pneumonia.7

Beyond drugs, anything that impairs brain function can become spellbinding. Many individuals with debilitating disorders, such as even relatively minor cases of the flu, often fail to perceive how ill and in need of help they are, and have to be encouraged to eat, drink, and otherwise take care of themselves.


A Six-Year-Old Hallucinates Bleeding Hands

A six-year-old child was a bed wetter and her pediatrician prescribed a widely used drug, Ditropan (oxybutynin), for her “overactive bladder.” A few weeks later, she started seeing bugs and insects that were not there and ultimately saw her hands bleeding. She became very “hyper,” and then frankly agitated and paranoid, accusing her mother of being out to get her.8

Although the label for Ditropan already warned about drug-induced hallucinations, nervousness, confusion, and convulsion, the FDA received so many additional reports of the drug causing hallucinations in children that it decided in April 2007 to emphasize the special vulnerability of youngsters to Ditropan madness.9



MANY DEPRESSING DRUGS

THERE ARE A SEEMINGLY endless number of prescription drugs, psychiatric and nonpsychiatric, that have been reported to cause depression. Doctors who work with the elderly are especially aware of this hazard. A 2004 report
in American Family Physician reviews more than sixty drugs in multiple categories that cause depression.10 It lists almost all the groups of drugs that we’ll examine in Medication Madness, including antipsychotic drugs, stimulants, sedatives and antianxiety drugs, and anticonvulsants. It also lists numerous cardiovascular drugs, antiinflammatory and antiinfective agents, hormones, chemotherapy drugs, and miscellaneous others. Yet, as thorough as the article is, it leaves out antidepressants as a cause of depression, confirming how slow the profession has been to identify these culprits.


HOW THE CONCEPT OF SPELLBINDING CAME ABOUT

WHEN I BEGAN WORKING on Medication Madness, no one had as yet put together this package of effects that I am calling medication spellbinding. The concept occurred to me while I was reviewing dozens of cases for inclusion in the book. Instead of waiting for the book to be published, I decided to write about medication spellbinding for the scientific community and designated it by the more technical term intoxication anosognosia.11 The term anosognosia means “ignorance of the presence of disease.”12 More simply, it means not recognizing something obvious that is physically wrong with you, such as a paralyzed limb or a poorly functioning memory.

The concept of medication spellbinding is an extension of theories I first published in my 1983 medical book, Psychiatric Drugs, and further elaborated in its most recent revision entitled Brain-Disabling Treatments in Psychiatry (2008). The brain-disabling principle states that all the physical treatments in psychiatry—medication, electroshock, and lobotomy—have their primary or “therapeutic” effect by causing malfunctions in the brain and the mind that are then misidentified as “improvements.” Spellbinding more specifically builds on a brain-disabling corollary, which states that patients receiving medications and other mind-altering treatments “often display poor judgment about the positive and negative effect of the treatment on their functioning.” a

As illustrations of the overall brain-disabling principle, the apathy or euphoria created by antidepressants is misinterpreted as an improvement in depression—the blunting of all emotions and self-awareness caused by antipsychotic
drugs is seen as an improvement in the psychosis; and the generalized sedation and suppression of brain function caused by antianxiety drugs is viewed as a treatment for anxiety. In reality, no specific improvements have occurred in the underlying depression, psychosis, or anxiety. Instead, the brain has been partially disabled, artificially changing the individual’s mood and rendering the patients less able to feel, to perceive, or to express their underlying mental condition or outlook.

Psychoactive drugs, including psychiatric medications, not only impair the individual’s ability to perceive their adverse effects but also impair the individual’s ability to perceive his or her emotional problems. Under the influence of psychiatric drugs, the individual lacks awareness of both drug-induced mental dysfunction and his or her psychological problems. This dual impact is one of the main reasons why people persist in taking psychoactive agents, including prescription psychiatric drugs. In an extreme example, during routine electroshock “treatment,” the individual often dutifully submits to continued shocks over a period of many days while the trauma to the brain produces so much brain dysfunction that the befuddled victim has no idea what has happened to him.

Do psychiatric drugs ever “help” people? As I describe in scientific detail in Brain-Disabling Treattments in Psychiatry (2008), this depends on how the brain-disabling effects are perceived by the patient, the patient’s family, and the doctor. For example, sometimes the patient will feel helped by drug-induced emotional anesthesia or euphoria. The doctor and the family may also see this as an improvement. At other times, the patient may resent the mind-numbing effects of a drug, but the doctor and the family may feel relieved to have the patient “under control.” But drugs cannot provide genuine help in improving brain function or in enhancing mental function; they always impair the activities of the brain and mind.

A Spellbound Family Devastated

The fate of Patrick Cunningham’s family demonstrates how multiple prescribed drugs could spellbind a mother, a father, and a son without any of them realizing what had befallen them. This story chronicles the actions of a very reckless doctor, but, as I wrote earlier, this book is not about bad doctoring, it’s about harmful drugs. While keeping in sight that even carefully prescribed psychiatric drugs can cause mayhem, murder, and suicide, the Cunningham family story is useful because it shows what can happen when outrageously bad doctoring causes several extreme cases of medication spellbinding in the same family.


Patrick Cunningham was practically carried into my office by several relatives who had come to town for the funeral of his wife. Mrs. Cunningham had suddenly and unexpectedly died only a few days earlier. She was in her early forties.

The family was frightened and puzzled by Patrick’s condition. He was crushed mentally and physically but he didn’t seem to be reacting to his wife’s death. He was locked inside a very dark world of his own. His zombielike condition led his relatives to phone me for an emergency consultation.

Within moments of Patrick entering my office, I knew that I was facing a medical emergency. As I attempted to communicate with him, I could see that this case was not about grief; there was something physically wrong with him. The man was like a dark, smoldering hulk, and the fire was going out.

Then, Patrick’s family showed me the medication bottles that they had gathered from his house. I was astounded. The prescription bottles, now partly used up, had originally contained 720 tablets of the tranquilizer Xanax, 225 tablets of the antidepressant Celexa, 90 tablets of the antidepressant Effexor, and 180 tablets of the antiseizure (mood stabilizer) Lamictal. He was also prescribed the stimulant Provigil.

Xanax is so addictive that no responsible physician prescribes 720 tablets at once. It’s an invitation to accidentally overuse or to abuse. Also, the Xanax dose of 8 mg (milligrams) per day was itself relatively high, especially for long-term use. The Celexa dose of 200 mg per day was five times the recommended maximum amount. The Lamictal, Effexor, and Provigil doses were prescribed within the recommended range, but in combination with one another and the Xanax and the Celexa, they contributed to a poisonous witch’s brew of five drugs. Patrick’s body and brain were cooking a deadly experiment in synergy, the tendency of drug combinations to produce more than a simple additive degree of toxicity. No wonder he looked so physically ill, almost moribund.

With his wife gone and his own mind so clouded, Patrick had lost track of his medication, putting him into a potentially life-threatening state of combined toxicity and withdrawal. After a brief few minutes, I arranged for him to be seen without delay at a nearby hospital emergency room. I wanted the ER to be looking for him when he arrived. Instead of waiting for an ambulance, I asked the family to drive him the short distance to the hospital. The doctors in the ER took a quick look at Patrick and admitted him to the detoxification unit.

Several months later, Patrick Cunningham came to see me again, this time for family psychotherapy for himself and his two sons. He was no longer taking any medication but had only the most vague recollection of his initial visit to my office. His brain had been so chemically disrupted by the multiple drugs that it
had been unable to store memories for that period of time, and he could remember nothing of the office itself or anything we talked about. Probably due in large part to the more lasting memory dysfunction caused by large doses of Xanax, his memory remained full of holes for the past two years but he was now sufficiently recovered to begin to piece together some of what had happened.

Patrick, a man in his early forties, had been a brilliant engineer earning one hundred thousand dollars per year in a government post. Then, a rapid emotional and intellectual decline occurred, rendering him unable to perform at work. He was granted total disability from the government because of psychiatric impairments, including very poor memory and depression.

In reality, Patrick hadn’t been psychiatrically impaired: he had been intoxicated and spellbound by medication. At the time he was declared disabled, his doctor was prescribing him Xanax, Lamictal, Effexor, and Celexa, as well as the stimulant Provigil to help keep him awake. As I’ve already observed, the dose of Celexa by itself would have been enough to disable most people.

How did Patrick Cunningham become so spellbound and toxic? It began four years earlier when his eight-year-old son was hospitalized for a painful physical disorder and came under treatment with one of the best-known psychiatrists in Washington, D.C., a professor at a local medical center. Shortly thereafter, his wife came under the same doctor’s care. Both mother and son were soon much too heavily medicated. As their mental conditions deteriorated, stress grew in the family, and soon Patrick sought help from the same doctor. As three of the four family members deteriorated from drug toxicity, the other son ran emotionally aground. He was caught in the maelstrom of his family’s descent into emotional hell. The doctor was destroying four people at once—and many others as it later turned out—but none of these victims had an inkling of what was happening.

This scenario is an extraordinary confirmation of the spellbinding effect of psychiatric drugs. An entire family—a highly educated and intelligent one—was caught in the grips of drug toxicity without any one of them realizing what was afflicting them. Only the death of Patrick’s wife and the intervention of his family brought an end to it.

When Patrick’s wife died in her home, most probably from cardiac arrest caused by drug toxicity, the psychiatrist did something extraordinarily outside the rules of medical practice: He came to the house and wrote the death certificate. As a psychiatrist he wasn’t qualified to write a death certificate for an unknown physical cause, but he did so—never mentioning that Mrs. Cunningham was intoxicated by his prescribed medications and almost certainly died of their effects.


Now, several months later and in my office for the second time, Patrick had not fully recovered. His memory and ability to concentrate remained flawed, which in itself was an enormous loss for this man who prided himself on his mind and his professionalism. He was now sufficiently clearheaded to mourn his wife and responsible enough to feel the weight of single parenthood for his two youngsters. He looked fatigued and he felt sad and fearful, but he was determined to be a good father.

Patrick was also left with a particularly nagging and disabling physical symptom—a neuritis (a painful nerve inflammation) that tortured his legs and feet. The pain made it difficult for him to sustain any activity. Although I could not find any scientific literature describing this drug-induced disorder, I have seen persistent and painful peripheral neuritis develop in several patients after prolonged exposure to Xanax.

Despite his disability, Patrick took over the raising of his two children, ages twelve and thirteen. Twelve-year-old Arthur had spent four years on psychiatric drugs when his father and I now began withdrawing him from his current Luvox and Risperdal. Fortunately, he developed none of the persistent abnormal movements commonly caused by Risperdal, and over many months he would gradually recover his mental quickness and the ability to discipline his behavior.

Patrick put extraordinary effort into his new role of full-time father. He was naturally open and loving, and benefited from guidance in developing consistent ways of disciplining his distressed boys. His children had been traumatized by their mother’s death, by their father’s incapacity, and, in Arthur’s case, by psychiatric drugs. Patrick proved to be a most responsible and effective parent and both of his children made remarkable recoveries. As we worked together, I grew in respect and affection for him.

After suggesting that Patrick bring a malpractice suit against the doctor, I referred him to Michael Mosher, a lawyer from the small town of Paris, Texas, who knows more about psychiatric drugs than most psychiatrists. The multiple psychiatric drugs involved in this case would test even Mosher’s broad expertise. Attorney Mosher contacted local Virginia lawyers to work with him and a lawsuit was brought against the errant psychiatrist.

Already Patrick’s treating physician, I now became a consultant to his lawyers. Eventually, the case was settled, without admitting liability, for close to the limits of the doctor’s policy. Patrick and his children received enough money to provide for their futures. Meanwhile, they have continued to do better and better, although Patrick remains permanently unable to work.




MEDICATION SPELLBINDING, FAITH, AND AUTHORITY

MEDICATION SPELLBINDING is a biological effect that promotes drug taking by disguising the harmful effect of the drug, as well as by masking the individual’s underlying psychological or real-life problems. But medication spellbinding is by no means the only reason why people persist in taking drugs that do more harm than good. Especially in regard to psychiatric drugs, patients take them because they have faith in “science” and faith in their doctor. They may get some relief from emotional anesthesia caused by the blunting effects of many drugs, or they may get a brief mood elevation from drug-induced euphoria. The mood-elevating effects are almost always short-lived but they encourage the individual to keep hoping that one or another drug will finally provide sustained relief from suffering.

Many people receive a placebo effect, especially early in their first treatment. In studies comparing placebo and antidepressants, the placebos tend to do almost as well in relieving depression in six- to eight-week-long trials.13 If the placebo produces side effects such as dry mouth or blurred vision, mimicking a potent medicine, the placebo becomes as effective as an antidepressant. A very important review examined all the controlled clinical trials submitted to the FDA for the approval of the newer antidepressants. When all the studies were evaluated, it turned out the antidepressants were no more effective than the sugar pill.14 Put simply, there is little evidence that antidepressants work, other than as placebos.

Increasingly, social and family pressure is brought upon patients to take prescribed drugs. Patients can be forced by the courts to take medication as a condition for staying out of jail. In many states, if a mental patient refuses to take medication, he can be involuntarily committed as an outpatient. Mental-health workers can actually invade the individual’s home to force long-acting injections of highly toxic drugs into his or her body. These oppressive laws are highly favored by the American Psychiatric Association and by groups that lobby on behalf of the psychiatric authorities such as the National Alliance on Mentally Illness (NAMI).15


CAUSATION AND FREE WILL

IN THE COURTROOM when an expert testifies that a drug caused an adverse event “within a reasonable degree of medical certainty,” he merely means that the
drug “more likely than not” caused the effect. When I use the term “causation” in this book, I intend to indicate an even stronger association. I mean that in my medical opinion the preponderance of evidence available to me confirms a direct causal link between the drug and the adverse event.

Of course, not everyone who takes a psychiatric drug will have a dramatic or dangerous reaction; but the existence of these life-threatening, destructive adverse effects is important, especially when millions of individuals are exposed to the drugs. While many of these more serious drug reactions are relatively uncommon, such as homicidal assaults, we will find that others are more common, such as antidepressant-induced suicidality and mania.

The fact that an individual becomes violent, suicidal, or disinhibited while taking a psychiatric drug does not in itself prove that the drug caused the reaction. Often, a variety of influences are driving the abnormal behavior, including stresses in the person’s life or a previously existing psychological tendency. I have excluded most of my cases in which causation was overly complicated or uncertain. In the vast majority of cases selected for presentation in Medication Madness, in my opinion the drug played a predominant role in causing or contributing to the abnormal behavior.

All of the drug-induced psychiatric side effects described in this book can be documented in the scientific literature, and the Food and Drug Administration has now confirmed most of them, including antidepressant-induced suicide and mania. Several sections in Medication Madness, including chapter 1, will describe and discuss the criteria necessary for determining whether a drug played a causative role in producing a harmful outcome. Additional scientific data and analysis are presented in my recent medical book, Brain-Disabling Treatments in Psychiatry (2008), and in several dozen of my scientific articles.

The capacity of drugs to modify feelings and even behavior challenges concepts and values that many of us cherish, including free will, rationality, personal responsibility, and self-determination. I explore these questions in more depth later in the book, but it’s useful to underscore the issues at the onset. While different people will react in different ways to the same psychiatric drug, one fact remains incontrovertible: In double-blind controlled clinical trials where patients and observers are kept in the dark about who is getting a psychiatric drug and who is getting an inactive sugar pill, individuals receiving the psychiatric drug will experience more frequent and intense emotional and behavioral disturbances than the same or similar individuals given a sugar pill. Even when these drugs are given to “normal volunteers,” they will experience the same kinds of adverse emotional reactions as patients with psychiatric diagnoses. Put simply, psychiatric drugs are proven to cause bizarre, unwanted, and dangerous mental states.


In addition, we shall find that many psychiatric drugs produce apathy and indifference, greatly impairing the capacity to make choices and to take actions of any kind. As examples, stimulants given to children often reduce all spontaneous behavior, and the antipsychotic drugs given to children and to adults can utterly crush free will. These scientific facts should not be surprising. Free will and rational-choice making require an intact brain, and psychiatric drugs, one and all, always cause brain dysfunction. That’s how they work.

Varying Degrees of Adverse Effects

Psychiatric drugs do not spellbind everyone. In fact, many people sense when a drug is impairing them and they stop taking it. Despite the exceptions, all psychoactive drugs have beguiling characteristics that ensnare many unfortunates. My clinical experience suggests that most people who continue taking psychiatric drugs for lengthy periods of time are suffering from spellbinding, most commonly the dulling of their emotions and self-awareness, and their sensitivity to others.

Drug side effects almost always occur along a continuum. For example, drug-induced rashes can vary from mild to severe and even life-threatening. This is also true in regard to the emotional or mental adverse effects. Most of them are mild, producing only minor glitches in the individual’s mental life, but some become very severe and even lethal.

For every severe case of medication madness there are many times more examples of milder or subtler cases. Vast numbers of people experience lesser degrees of the same or similar drug-induced problems, often greatly to the detriment of themselves and their friends, family, and colleagues. They, too, are likely to be medication spellbound—that is, they are unaware that the drug is causing their more illusive mental or emotional problems.

Rather than becoming outright manic, these individuals show lesser signs of overstimulation, becoming a little agitated or “hyper,” and have trouble sitting still or sleeping. Instead of becoming violent, they become a little irritable, grouchy, or touchy. Instead of becoming suicidal, they feel a “little blue,” losing their sparkle. They become listless and apathetic with diminished interest in their own lives and in the lives of people around them.

Most drug-induced tragedies are mistaken for the vicissitudes of normal life. A man loses interest in his wife as a result of the dulling effect of antidepressants, stimulants, or tranquilizers. The marriage falters and dies. A woman becomes manic on one of the same drugs, decides her previously beloved husband is a “jerk,” has affairs, and gets divorced—ultimately to realize much too late that she
destroyed “the best thing in her life.” These cases of medication spellbinding rarely come to a doctor’s attention or land in court but they nonetheless ruin lives.



SOCIETY REINFORCES THE SPELLBINDING EFFECT

THE SPELLBINDING EFFECT of psychiatric drugs is enhanced by the psychopharmaceutical complex—combined powers of drug companies, psychiatry, organized medicine, the FDA, and other federal agencies, all of whom generate an enormous amount of propaganda to convince people to overcome their natural and healthy skepticism about taking psychiatric medications.16 Often the attempts are orchestrated with the drug companies giving financial support to the National Institute of Mental Health (NIMH) or the American Psychiatric Association in their “educational efforts” to alert the public to the need for psychiatric drugs.

However, spellbinding can occur even when people are fully informed about the hazards of drugs. Spellbinding is not caused by an individual’s ignorance of drug effects or prevented by an individual’s knowledge about drug effects. We will see how psychiatric drugs can spellbind sophisticated physicians. Furthermore, our citizenry abuses innumerable drugs, becoming spellbound by alcohol, nicotine, methamphetamine, and other drugs despite extensive public education and legal efforts aimed at curtailing these hazardous habits. How much more readily will prescribed drugs spellbind people when they enjoy the sponsorship of the government, organized medicine and psychiatry, the insurance industry, and the drug companies?

The only certain way to avoid medication madness is to avoid taking drugs that impact on the brain and the mind. Informing people about the risks in advance can be helpful but it by no means eliminates the risk. Because of medication spellbinding, individuals who are fully informed ahead of time about the dangers can nonetheless lapse into mental and emotional dysfunction without realizing what is happening to them. On a broader societal level, medication spellbinding helps to explain why so many people take psychiatric drugs, as well as other psychoactive agents, long after the chemicals have begun to do more harm than good.






Chapter 3

The Toothless Watchdog Growls

DURING THE TIME that most of the men, women, and children in this book were having their lives ruined and sometimes destroyed by antidepressant drugs, what position was being taken by the pharmaceutical companies, organized psychiatry, the National Institute of Mental Health (NIMH), and legions of so-called medication experts? Despite mountains of evidence, they were avidly denying that antidepressants can cause mayhem, murder, and suicide.

From the moment Prozac burst on the scene in 1989, to the start of the FDA hearings on antidepressants in 2004, many stories of antidepressant-induced violence and suicide had been reported in the press. Hundreds more had been sent to the FDA and had even been published in the scientific literature concerning antidepressant-induced “harm to self and others.” But the interest groups in the psychopharmaceutical complex continued to reject the idea that psychiatric drugs and antidepressants in particular could cause destructive adverse drug reactions.1

Meanwhile, the FDA, an increasingly toothless watchdog, hadn’t even growled. When the agency finally took action beginning in 2004, it would struggle to tread lightly on pharmaceutical interests that, to this day, spend more energy covering their tracks than admitting to the dangers posed by their chemical products. Put simply, individual health professionals and the psychopharmaceutical complex have yet to awaken to the facts documented in Medication Madness.


THE DRUG LABEL

THE FDA APPROVAL process revolves around the development and approval of the label for the drug. The label, commonly known as the “package insert,” contains basic information on the efficacy and safety of the drug. The company generates drafts of the label and then, in a lengthy and intensive process, negotiates with the FDA over its final contents. As a medical expert in product liability suits, I have had the opportunity to review this entire process for numerous psychiatric drugs. Inevitably, the drug company tries to make its product look more efficacious and safer than it really is, and with equal inevitability, the FDA repeatedly compromises its original critical concerns and caves in to drug-company interests.

FDA regulations specify the basic form of the label, including everything from the size of the print to the specific headings and subheadings, such as “Warnings,” “Precautions,” “Adverse Reactions,” “Indications,” and “Dosage and Administration.” Black-box warnings are used at times to describe problems of particular urgency, such as the potential for medication-induced abuse and dependence, suicidality, or death.

Drug companies almost always publish their approved labels in the Physicians’ Desk Reference (PDR), a voluminous book that is mailed free to healthcare providers around the country. The PDR can be found in most medical offices, on hospitals wards, in clinics, and in emergency departments, where it is often the first resort for professionals seeking information about drugs, their therapeutic effects, and their adverse effects.

Drug advertisements in professional journals and in publications for the general public must provide an additional page of information based on a summary of the FDA-approved label. Pharmacy handouts are supposed to review the most important safety information from the drug label. Most professional publications about drugs, especially in the initial years after drug approval, draw extensively from the label.

Overall, the drug label or “package insert” is the single most important document in communicating the therapeutic and adverse effects of the drug to both professionals and consumers. When the FDA makes a significant change in a label, such as requiring a black-box warning for antidepressant-induced suicidality, it is big news in both professional publications and the public media.



CONFIRMATION FROM THE COURTS

THE AMERICAN COURT SYSTEM usually resists allowing evidence into trial that’s inconsistent with FDA-approved drug labeling and drug-company research. As slow as the courts are to accept frontier science, they nonetheless have been a decade or more ahead of the FDA in permitting experts like me to testify about antidepressant-induced violence and suicide. As early as 1994, in Michigan v. Stephen Leith, I testified in a criminal trial that Prozac caused a manic episode in a schoolteacher, leading him to shoot two men, a close friend and colleague, as well as the school superintendent. In part because my conclusions were too far ahead of their time and in part because the assaults were so violent, the jury found Mr. Leith guilty. (I have written letters on his behalf to the parole board but he remains incarcerated.) In the same year, in a product-liability suit against Eli Lilly, Judge John W Potter approved me to testify that Prozac had caused or contributed to Joseph Wesbecker’s mass murders and suicide in Kentucky.b Although I would continue to testify in criminal and malpractice cases, after the Wesbecker case none of the antidepressant drug manufacturers have chosen to take any of my other cases to trial, instead often settling to the satisfaction of the plaintiffs. The drug companies are not only afraid of losing in court, they are probably more afraid of allowing sealed (secret) in-house documents with their smoking guns to see the light of day during public trials.

Finally, in 2001, in a Wyoming case, attorney Andy Vickery of Houston, Texas, went to trial against GlaxoSmithKline (GSK) in a Paxil product-liability lawsuit in which I was not involved.2 Sixty-year-old Donald Schell suffered from an episode of depression but had never before been violent or suicidal. After taking only two doses of Paxil, Donald went on a murderous rampage, killing his wife, his daughter, and his granddaughter before killing himself. The judge found sufficient scientific basis for permitting expert testimony implicating Paxil in murder and suicide, and the jury returned a 6.4-million-dollar verdict against GlaxoSmithKline. Because the drug companies have avoided going to court in the vast majority of cases, including all of mine since 1994, Vickery’s case remains the first and only victory in an antidepressant product-liability trial.

How did GlaxoSmithKline react to the jury verdict? Did the company remove Paxil from the market? GSK didn’t blink. It didn’t even put a warning in
its label and instead went on with business as usual, selling more and more Paxil to the public, while quietly settling additional cases as they came along. More recently, as we’ll see, GSK felt compelled to issue a “Dear Healthcare Provider” letter warning that Paxil causes suicidality in children and adults. Yet, in a recent deposition in which I was testifying against GSK in a Paxil suicide case, company lawyers continued to spin their way out of admitting what the company itself had declared in the letter.

Meanwhile, the FDA continued to lag behind and to this day the most powerful psychiatric and pharmaceutical interest groups continue to reject the reality of antidepressant-induced violence and suicide.


SOUNDING A WARNING IN 1991

FOR A LONG TIME, I was an isolated, lone voice in the medical community, the media, and the courtroom in my insistence that antidepressants were driving people to commit suicide and horrendous acts of violence. While occasional confirmatory reports appeared in the scientific literature, no one else put the entire picture together and took a strong stand in books and in articles. Although the reality of antidepressant-induced suicidality has now been confirmed by the FDA and grudgingly accepted by many professionals, organized psychiatry and the media continue to reject the broader array of antidepressant-induced madness and violence. Nonetheless, there is at least as much evidence for antidepressant-induced violence as for antidepressant-induced suicidality, and the two phenomena—violence and suicide—are very closely related to each other.

I first drew attention to the spectrum of antidepressant madness in 1991 in Toxic Psychiatry, when I warned that Prozac was causing a constellation of stimulating adverse effects that could cause violence, suicide, and mania. Basing my conclusions on clinical experience, research reports, and documents obtained from the FDA through the Freedom of Information Act (FOIA), I described in the book how Prozac can cause “murderous and suicidal behavior” by means of overstimulation. The following excerpt from that book illustrates how there was already sufficient data in 1991 for me to come to conclusions that would evade the FDA for more than a decade:



Prozac often affects individuals as if they were taking stimulants, such as amphetamine, cocaine, or PCP … . Like amphetamine or cocaine, Prozac can produce the whole array of stimulant effects, such as sleeplessness, increased
energy, jumpiness, anxiety, artificial highs, and mania. Some patients taking Prozac do indeed look “hyper” or “tense,” and even aggressive, without even realizing it … . Indeed, the FDA’s internal review of Prozac side effects by psychiatrist Richard Kapit twice mentions the drug’s “stimulant” effects, but these important observations were not included in the final labeling requirements.3



Dr. Kapit, the FDA’s medical officer in charge of evaluating Prozac’s adverse effects, had warned the agency in memos and reports that Prozac’s stimulating effects were dangerously worsening depression in some patients.4 He explicitly declared that Prozac “causes a set of adverse effects which resemble those caused by amphetamine.” He wanted the Prozac label to definitively describe how the drug causes stimulation or activation but that never occurred.5 The FDA and Eli Lilly chose to disregard Dr. Kapit’s findings. This occurred inside the FDA in the mid-1980s, almost twenty years before the agency finally began to acknowledge the problem of antidepressant madness.

After writing Toxic Psychiatry, I continued to warn about antidepressant activation or stimulation as a cause of violence and suicide in books like Talking Back to Prozac (1994), the first edition of Brain-Disabling Treatments in Psychiatry (1997), and The Antidepressant Fact Book (2001). In a scientific paper published in 2003, entitled “Suicidality, Violence and Mania Caused by Selective Serotonin Reuptake Inhibitors (SSRIs),” I compiled and analyzed all available research, verifying that the newer antidepressants cause overstimulation, akathisia, and mania, often resulting in obsessive suicidality and violence. I also warned about other clinical syndromes linked to antidepressant madness including obsessive suicidality and indifference toward others.

Shortly after my paper’s publication, at my request the FDA distributed a copy to each of the members of the FDA advisory committee at the agency’s two hearings in 2004, concerning antidepressant-induced suicidality. The FDA advisory committee members are appointed by the agency and consist mostly of “experts” in the field of psychopharmacology. All, or nearly all, of these experts are closely affiliated with the drug companies as consultants, as members of their speakers’ bureaus, or as recipients of grants.6 Even when they are not personally involved with the drug companies, they are likely to have indirect ties, for example, through drug-company support of their professional associations, their universities, or the journals that they edit and contribute to. The ties are so intimate that the FDA always issues a series of letters before each hearing in which the agency lists these conflicts of interest and then exonerates each committee member from any legal liability for these conflicts. The role of
these committees is advisory, but they have considerable influence over FDA decisions.

At the time Prozac was passing through the FDA, it typically took ten years or more to get a drug approved. This had little or nothing to do with the conduct of the required clinical trials, which typically last only a few weeks in duration; it had everything to do with the useless bureaucratic hoops imposed on the companies by the FDA. In recent years, Congress has arranged for the FDA to receive funding directly from the drug companies to expedite the approval process, and the length of the approval process has been greatly shortened. Although speeding up the process is a worthy aim—a decade is much too long to wait for a new medicine—involving drug companies in paying for the expedited process would inevitably give them even more influence over the agency’s decisions.


THE FDA BEGINS TO REACT

AS A RESULT OF DECISIONS made by the British drug-regulatory agency in 2003 associating antidepressants with increased suicidality in children, the FDA at long last felt compelled to look into the problem. In 2004, the agency held two public hearings on the risk of suicide in children associated with the newer antidepressants. At the second public hearing, the FDA presented reevaluations of antidepressant clinical trials for children documenting that the suicide risk was doubled in children taking antidepressants compared to similar or the same children taking a sugar pill. The FDA-sponsored study examined all available controlled clinical trials involving the newer antidepressants and children. The agency also reported that only three of the fifteen (20 percent) controlled clinical trials demonstrated any efficacy for antidepressants in children and youth under age eighteen.7 In short, antidepressants turned out to be ineffective in children and teenagers—and explosively dangerous—conclusions I had been documenting for years.


THE FDA ADVISORY COMMITTEE AWAKENS TO THE BROADER DANGERS

ALTHOUGH THE HEARINGS were focused on antidepressant-induced suicidality in children, many outraged citizens showed up to testify about a broad array of dangerous reactions, including murder and psychosis involving adults as well as children while under the influence of antidepressants.


In addition to submitting my paper, I made presentations to the FDA’s advisory committee at both public hearings in February and September 2004, and was the only expert to emphasize this broad spectrum of antidepressant-induced abnormal behaviors in children and adults, and to identify them as commonly caused by activation or stimulation. After fifteen years of frustration, I assumed that I was still talking to deaf ears, but to my surprise and gratification, the theme of stimulation or activation was picked up by the FDA committee members in their discussions and in their comments on the proceedings.

Immediately after February 2, 2004, the following information appeared on the nongovernmental Web site FDAAdvisoryCommittee.com:8



Members of the FDA’s advisory committee said that the panel should not only look at suicidal behavior but also evidence of “activation” in patients on the drugs. Indications of activation could include increased agitation, aggression, akathisia (uncontrollable limb and body movements), confusion, and violence toward others.



At the end of the second hearing, committee chairman Wayne K. Goodman, MD, thanked the public presenters who “poured out their hearts today.”9 Victims and their families had presented stories of lives ruined by antidepressants. Dr. Goodman confessed, “I, for one, feel exhausted not only because of the late hour but because of some of the heartrending stories that I have heard today.” He spoke of the “public testimonials” as “passionate and plausible.”

Dr. Goodman then suggested that there might be an emerging “pattern” of “behavioral toxicity” that often seems to occur early in treatment. He tentatively offered the same hypothesis that I had been presenting in books and articles, and testifying about in court, for more than a decade. Referring specifically to “activation” including “akathisia and insomnia,” he suggested that “those symptoms or signs may represent a precursor to the symptom we most fear, that of suicide intent.”

Chairman Goodman emphasized that the drugs were not only proving to be dangerous in children, they were also ineffective. He told the hearing:



We learned that three out of the fifteen studies in pediatric major depression were positive so that the majority of the studies were either failed or
negative. So, in addition to adverse effects that were of concern, we had questions about the overall benefit of this class of agents …



Two myths came crashing down at once: that the antidepressants are safe in children and that they are effective. The FDA’s belated observations once again took a page from my many books, including Talking Back to Prozac (1994), where I had reviewed the scientific literature concerning Prozac’s lack of efficacy and marked capacity to cause violent and suicidal behavior in children. I had also warned, “It becomes apparent that these drugs should not be given to children and youth.” With unfortunate prescience, I added, “A drug’s lack of proven efficacy in children, however, has never discouraged psychiatrists or pediatricians from liberally prescribing it. Neither has the inherent danger of exposing the growing brain to toxic substances.”10

The FDA should have come out with an unqualified warning not to prescribe the newer antidepressants to children. It could have required the labels to announce, “Contraindicated in Children and Youth”—meaning, never to be prescribed to children and youth. Although it did not dare go this far, what it did do exceeded expectations and shocked many drug advocates.

On March 22, 2004, about six weeks after the first public hearing, the agency issued a Public Health Advisory on “Cautions for the Use of Antidepressants in Adults and Children.” In its accompanying press release, the agency declared that it is “known” that antidepressants are associated with “anxiety, agitation, panic attacks, insomnia, irritability, hostility, impulsivity, akathisia (severe restlessness), hypomania, and mania.”11 The language is startling in its similarity to mine in the 2003 paper that I distributed to the FDA committee in which I described a stimulant syndrome that begins with “insomnia, nervousness, anxiety, hyperactivity, and irritability, and then progresses toward more severe agitation, aggression, and varying degrees of mania.” I also went on to describe the hazards of akathisia. The underlying concept of activation is identical to what I call stimulation and the FDA’s words often overlap with mine.

This array of adverse effects—including irritability, hostility, akathisia, impulsivity, and mania—is a prescription for violence, as well as suicide. This is the same stimulant syndrome that manifests itself in many of the cases in this book.



THE NEW BLACK BOX ABOUT ANTIDEPRESSANT-INDUCED SUICIDALITY IN CHILDREN

THE FINAL VERSION of the class label was approved and published by the FDA on January 26, 2005.12 From then on, antidepressant labels had to contain a black-box warning with a bold heading, SUICIDALITY IN CHILDREN AND ADOLESCENTS. The warning begins, “Antidepressants increased the risk of suicidal thinking and behavior (suicidality) in short-term studies in children and adolescents with Major Depressive Disorder (MDD) and other psychiatric disorders.”

This current black-box warning is remarkably strong but the FDA deleted an even stronger declaration from its original proposed warning: “A causal role for antidepressants in inducing suicidality has been established in pediatric patients.” 13 Although something of a fine point, the phrase “causal role” would have been especially damning to the drug companies in product-liability cases against them. When I am deposed or cross-examined in court, drug-company lawyers often repeat the mantra, “But the FDA didn’t say that my company’s medication caused the adverse effects, the FDA only said the drug was associated with adverse effect.” By deleting the phrase “causal role,” the FDA was serving the interests of the pharmaceutical industry. The data used by the FDA to make this determination of causality had been in the possession of the drug companies for many years. In most cases, the data had been generated years earlier during the original FDA approval process, but the companies had interpreted the data to their own favor. Therefore, the failure of drug companies to determine this causative role on their own years earlier was glaring.

In the wake of the label changes, Harvard psychiatrist Joseph Glenmullen protested the manner in which the FDA negotiated with drug companies before finalizing the label, challenging the agency with a series of poignant questions: “Why would they negotiate with industry? Why isn’t the FDA just sticking with what they thought was best for the public health and safety? And if they are going to negotiate with industry, why wouldn’t they also negotiate with their advisory board, consumer advocates, and the congressman who held hearings on this warning, to be more balanced?”14

Meanwhile, the FDA continued to protect the drug companies in its final analysis of antidepressant suicidality in children and youth. In March 2006, the agency published its findings and concluded, “Use of antidepressant drugs in pediatric patients is associated with a modestly increased risk of suicidality.”15 This is simply false. For the signal to show up in clinical trials, it had to be much more than modest. The report itself acknowledged that the signal from
the clinical trials was “robust.”16 In addition, the risk the FDA assessed took place in closely monitored, highly selective, short-term clinical trials, and therefore will be much higher in routine clinical use.

The FDA was so eager to protect the drug companies that it failed to require them to mention the proven lack of efficacy of these drugs in treating childhood depression. Under heavy political influence, the agency has come increasingly prone to favor drug-company profits over consumer safety.

The president of the United States appoints the FDA commissioner, Congress directly supervises the agency, and both the president and the Congress are eager to stay in favor with the enormously wealthy and powerful pharmaceutical industry. Furthermore, when Prozac was going through the final approval process, the president and the vice president were especially responsive to the needs of the drug’s manufacturer, Eli Lilly. In Talking Back to Prozac (1994), I pointed out that Prozac was approved under the first Bush administration and that George Bush had been a member of the board of directors of Eli Lilly, the manufacturer of Prozac. I also pointed out that Vice President Dan Quayle was from Indiana, the home state and international headquarters for Eli Lilly. At the time the FDA was approving Prozac, Quayle employed former Eli Lilly personnel on his own staff, and Quayle had considerable leverage over the FDA as the chair of a special committee that was investigating its operations. I questioned whether the FDA might have rejected Prozac and that the entire SSRI onslaught might never have gotten started if the president and vice president of the United States had not been so closely affiliated with Eli Lilly.


APPLYING THE SUICIDE WARNING TO ADULTS TAKING ANTIDEPRESSANTS

BENEATH THE BLACK BOX, the FDA mandated another new section entitled, “WARNINGS: Clinical Worsening and Suicide Risk,” that applies to children and to adults. It observes, “There has been a long-standing concern that antidepressants may have a role in inducing worsening of depression and the emergence of suicidality in certain patients.” After additional warnings about suicidality in children, it warns that adults “should be observed similarly for clinical worsening and suicidality, especially during the initial few months of a course of drug therapy, or at times of dose changes, either increases or decreases.” Because this section warns about the association between suicidality and changes in drug dose for adults, it is tantamount to saying that antidepressants cause suicidality in children and adults—but this implication was lost upon
the media and the professional community. Indeed, as I documented in Brain-Disabling Treatments in Psychiatry (2008), the American Psychiatric Association and other members of the psychopharmaceutical complex have been criticizing the FDA for mandating the black-box warning and have been trying to discourage doctors from taking its message seriously. Except for a small decline in prescribing these drugs to children, I have not as yet seen any significant change in the prescribing habits of physicians or in the warnings that they give to their patients.

The hearings and the data presentations that led to these warnings focused entirely on the newer antidepressants. The drugs under review at that time, according to the March 22, 2004, FDA Talk Paper, were bupropion (Wellbutrin), citalopram (Celexa), fluoxetine (Prozac, Serafem), fluvoxamine (Luvox), mirtazapine (Remeron), nefazodone (Serzone), paroxetine (Paxil), sertraline (Zoloft), escitalopram (Lexapro), and venlafaxine (Effexor). These were the drugs most often cited by the public at the two FDA hearings.17 A more recent product, duloxetine (Cymbalta), shares similar risks.


CONFIRMING MEDICATION MADNESS, INCLUDING STIMULATION OR ACTIVATION

OF GREAT BUT OVERLOOKED SIGNIFICANCE, every antidepressant label must also warn in detail about the overall stimulation or activation problem for children and adults. This critical new addition to all antidepressant labels is found in the section entitled, “WARNINGS: Clinical Worsening and Suicide Risk.” The label warning specifically refers not only to children but also to adults. It warns about “anxiety, agitation, panic attacks, insomnia, irritability, hostility, aggressiveness, impulsivity, akathisia (psychomotor restlessness), hypomania, and mania.” This is medication madness! Except for suicidality, which is covered elsewhere in the label, this part of the warning applies to and describes one or another aspect of all the cases in this book.

There’s a commonly held myth that these drug reactions have more to do with the psychiatric problems of the patients than with the drugs. The new FDA label challenges, indeed undermines, that commonly held belief by pointing out that these adverse effects can occur in patients treated for “nonpsychiatric” purposes.

A special section of the label tells doctors what information about antidepressants should be given to patients and their families. It mentions “clinical
worsening and suicide” and again describes the risks of drug-induced “anxiety, agitation, panic attacks, insomnia, irritability, hostility, aggressiveness, impulsivity, akathisia (psychomotor restlessness), hypomania, mania, and other unusual changes in behavior, worsening of depression, and suicidal ideation.” To its discredit, the agency fell short of specifically stating, “Beware of amphetaminelike overstimulation!” Instead, it repeats on several occasions the whole string of stimulating effects that are associated with amphetamine, methamphetamine, and cocaine—the core of adverse effects that often appears in our cases of medication madness.

The FDA also required a special booklet to be given to the parents of children placed on antidepressants. On November 3, 2004, the FDA published its “FDA Proposed Medication Guide:About Using Antidepressants in Children and Adults.” The final version, published by the FDA in early 2005, can be found at the end of each label in the Physicians’ Desk Reference beginning in 2006, and also on the FDA Web site. In a heading entitled “What to Watch Out For in Children or Teens Taking Antidepressants,” it lists twelve psychiatric items with bullets. Almost all of them confirm antidepressant overstimulation, and several specifically mention manifestations of violence and suicidality:


• Thoughts about suicide or dying

• Attempts to commit suicide

• New or worse depression

• New or worse anxiety

• Feeling very agitated or restless

• Panic attacks

• Difficulty sleeping (insomnia)

• New or worse irritability

• Acting aggressive, being angry, or violent

• Acting on dangerous impulses

• An extreme iricrease in activity and talking

• Other unusual changes in behavior


After providing this ominous list, the FDA’s required booklet vaguely warns about withdrawal reactions: “Stopping an antidepressant suddenly can cause other symptoms.” The new booklet, like the label itself, describes what I am calling medication madness and confirms the underlying scientific basis for each of the cases in this book.


It was gratifying to witness this outcome after years and years of work, often in the face of professional outrage, judicial hostility, and media disbelief. For the millions of patients already exposed to these dangerous drugs, the warnings came much too late—and too often continue to be ignored with catastrophic results for patients and their families.


GSK CONFESSES: PAXIL CAUSES SUICIDAL BEHAVIOR IN ADULTS

FINALLY IN 2005 TO 2006, the FDA gave more specific public notice of its concern that the newer antidepressants might also be causing suicidality in adults. The agency asked the drug companies to carry out reanalyses of the data from their controlled clinical trials and specified the guidelines the companies must use to organize their data on suicidality.

GlaxoSmithKline (GSK) asked an experienced team at Columbia University to carry out the required reanalysis of the preexisting data from their controlled clinical trials. In May 2006, GSK published a “Dear Healthcare Professional” letter—sent to all physicians and many other health professionals—in which it admitted that Paxil increases the risk of suicidal behavior for adults of all ages who suffer from Major Depressive Disorder, as well as for younger adults who suffer from lesser depressive disorders and anxiety disorders.

Of importance, GSK specifically admitted that the risk of suicide attempts was elevated for all ages of adult patients who took Paxil in clinical trials for major depressive disorder. GSK described the incidence of events as “small.” In fact, the Paxil suicide attempt rate is 6.4 times greater than the placebo suicide attempt rate (0.32 percent for Paxil divided by 0.05 percent for placebo). That’s a truly enormous difference, the kind rarely found in short-term controlled clinical trials that are developed and conducted by drug companies on their own behalf. And keep in mind, the rates of suicidality in actual clinical practice will be much higher!

Paxil is not substantially different in its clinical effects from the other selective serotonin reuptake inhibitors (SSRIs) such as Prozac, Zoloft, Luvox, and Celexa, as well as other antidepressants such as Effexor and Wellbutrin. If Paxil causes suicidality in depressed adults of all ages, so do all the antidepressants that block the reuptake of serotonin or that tend to cause overstimulation. These two factors, blocking the removal of serotonin from the synapses (spaces between the cells) and causing stimulation, are both associated with the tendency of these drugs to cause a wide range of psychiatric adverse reactions from suicidality to
violence and mania. Based on data gathered on all of the newer antidepressants, the FDA mandated identical new warnings for all of these drugs.


FDA ADVISORY COMMITTEE CONFIRMS ANTIDEPRESSANT-INDUCED SUICIDALITY IN ADULTS

FINALLY, ON DECEMBER 13, 2006, the FDA held hearings on a proposal to add a black box to warn about drug-induced adult suicidality into the antidepressant labels.18 The FDA’s panel ended up recommending a black-box warning about increased suicidality in the eighteen-to-twenty-four-year-old age group. Eventually the FDA decided to accept the nonbinding recommendation.

The FDA’s parsing of a warning into various age brackets is quite unprecedented and panders to the drug companies’ needs to obscure the reality that antidepressants cause suicide in children and adults. Data from short-term controlled clinical trials are simply too limited to make such fine distinctions as the age at which a serious adverse reaction might no longer be a risk. Furthermore, common sense indicates that if children and young adults are at risk for antidepressant-induced suicidality, so would somewhat older adults. In addition, GSK had already sent out its “Dear Healthcare Professional” letter confirming that Paxil caused increased suicide attempts in all ages of depressed patients. Beyond that, the FDA’s own analysis of the data by staffers Marc Stone, MD, and M. Lisa Jones, MD, in late 2006 confirmed that Paxil caused increased suicidality in adults of all ages and in all diagnostic categories. The FDA ignored all of this when it decided to limit the warning to increased suicidality in children and young adults taking the newer antidepressants like Paxil.

An objective panel of experts—one not riddled with drug-company indebtedness19—would have recommended the black-box warning for all ages. Indeed, there is evidence that the elderly are at much greater risk of completed suicides—that is, actually killing themselves—when taking SSRI antidepressants compared to when taking older antidepressants. A study published a few months before the FDA hearings evaluated coroner’s records, prescription data, physician billing claims, and hospitalization data for more than 1.2 million Ontario residents age sixty-six and older from 1992 to 2000.20 After evaluating more than one thousand deaths by suicide, they found “SSRI antidepressants were associated with a nearly fivefold higher risk of completed suicide than other antidepressants.” Consistent with what we find throughout this book, the increased rate of suicide on SSRIs occurred during the first month of treatment and “suicides of a violent nature were distinctly more common during SSRI therapy.”


Members of the “public” were allowed to make three-minute presentations. 21 In my presentation, I politely told the FDA that it was playing with junk when it tried to analyze the suicidality data produced by drug companies. I emphasized that the drug companies cannot be trusted to deliver accurate data from their clinical trials. As proof, I gave examples of how Eli Lilly hid suicide data on Prozac and how GlaxoSmithKline distorted the presentation of suicide data on Paxil.

Psychiatric and medical expert Joseph Glenmullen pointed out that the FDA had previously demanded that Eli Lilly conduct an entirely new study aimed at detecting Prozac-induced suicidality, and that the company had agreed on the design but failed to carry through. Concerning the current FDA studies, Dr. Glenmullen reminded the advisory committee that a strong signal generated from such poor-quality data indicated a much more extensive and more serious problem than the FDA was willing to admit.

Additional three-minute critiques were offered by several of the nation’s most experienced attorneys in suing drug companies including Derek Braslow, Don Farber, and Andy Vickery—men I’ve known for years and worked with on many cases. Two months earlier in October 2006, I had chaired a panel with all three lawyers, along with Texas attorney Michael Mosher, at the annual public meeting of the International Center for the Study of Psychiatry and Psychology (www.icspp.org).

Medical experts and lawyers who routinely peer into the ugly insides of the drug companies offered surgically precise critiques of the data, emphasizing that good data would have presented an even more disastrous picture. By contrast, the FDA’s advisory committee hemmed and hawed in its efforts to find a way out of the embarrassing truth that all these years it has been routinely approving drugs that are far more likely to make people worse, and even to kill them, than to make them better.

Dozens of patients and their surviving families gave vivid testimonials of violence and suicide that resemble many of the stories in this book. Sometimes speaking through tears, sometimes muffled by sadness, sometimes shouting in outrage, they reminded the panel that that murderous and suicidal reactions afflict people well over the age of twenty-four. With the exception of Paxil, drug-company—manipulated data might be insufficient to demonstrate statistically significant antidepressant suicidality for older age groups but in the real world people are dying at every age as a result of antidepressant-induced suicidality. This book adds additional testimonials to that tragic fact.



CONTROLLED CLINICAL TRIALS PREVENT SUICIDE, REGARDLESS OF THE DRUG

THE FDA AND PRO-DRUG ADVISORY committee members at the hearing emphasized that there were no completed suicides in the antidepressant drug trials submitted to it by the drug companies. The FDA also promotes this misleading claim.22 When confronted with the question during a deposition against GlaxoSmithKline in early 2007, I realized that there were no suicides in either the drug groups or the sugar pill groups. None of the depressed and vulnerable patients who participated in the trials committed suicide including those who were given placebo. Therefore, the lack of completed suicides had nothing to do with the antidepressants.

My conclusion? Putting a depressed patient in a controlled clinical trial by itself probably protects against suicide. Why? Because patients in controlled clinical trials are given the hope that they will be helped and for several weeks they are also given a great deal of weekly professional attention. Hope and personal attention are the two most important human factors in preventing suicide. Therapists routinely prevent suicide by offering hope and attention. The fact that so many antidepressant-treated patients attempted suicide in the trials indicates that even under these protected circumstances, antidepressants nonetheless made people suicidal.


LINING UP TO DEFEND THE DRUGS

AT THE FDA HEARING, professional apologists for organized psychiatry and the drug companies lined up behind the podium at the adult antidepressant hearings to warn the FDA not to “scare off” patients by requiring yet another suicide warning. What they really meant was, “Don’t scare off all our business.” These well-known leaders of American psychiatry argued that the black-box warning about suicidal behavior in children had—horror of horrors—resulted in a precipitous 20 percent drop in prescribing these useless toxic chemicals to children. Several other speakers replied to this fearmongering by reminding the FDA that its mandate was not to protect the public from the truth but to tell people the facts.

Representing the American Psychiatric Association, David Reiger lamented the chilling effect that the pediatric black-box warning was having on doctors who had cut back on prescribing antidepressants to children, and he pleaded
with the FDA not to expand the warning to include adults. Once again, the psychiatric association was on the side of the devil, lamenting even a modicum of drug-company oversight by the FDA and promoting the use of antidepressants for children when they are known to be ineffective and highly dangerous to them.

As I documented in Toxic Psychiatry (1991), the American Psychiatric Association made a pact with the drug companies in the early 1970s when the association was in financial crisis. Despite one ethical dissenter, the board of directors of the association voted to start taking huge amounts of money from the drug companies in order to stave off bankruptcy, in return for which the association surrendered its soul to the pharmaceutical industry.

A representative from the National Mental Health Association, now Mental Health America—which takes money from drug companies—said she suffered from lifelong depression, needed antidepressants, and was glad there hadn’t been a black box to scare her off. Without seeming to realize the implications, she described herself going through the worst depression of her life after she began taking her first antidepressant.

Dr. Carl Salzman represented the American College of Neuropsychopharmacology, a group that touts itself as the premier organization of specialists in the field of psychopharmacology. Coming toward the end of the day after seventy earlier witnesses, and having heard all the evidence, the well-known psychiatrist declared that no valid conclusion about drug-induced suicidality should be drawn from the day or the data, and he urged the panel to stand pat and to do nothing. If Salzman had described all of his group’s ties to the drug industry, he would have needed three hours rather than three minutes.

After the advisory committee announced its conclusions, president-elect Carolyn Robinowitz of the American Psychiatric Association weighed in with the media. She decried the proposed black-box warning for young adults, and declared, “Black-box warnings give the impression to prospective patients that these are dangerous medications that can cause death.”23 But that’s what all the research and the hearings were about. That’s what all the people were saying in their heartrending testimonies. That was the reason for the black-box recommendation: to warn that the medications can cause death.

This kind of unscrupulous damage control by the newly elected leader of American psychiatry confirms the need for the public to take the necessary actions to curtail the use of dangerous psychiatric medications.



DO ANTIDEPRESSANTS WORK AT ALL?

AS ALREADY DOCUMENTED, the FDA admitted at its 2004 hearings that there is no substantial evidence supporting the usefulness of antidepressants in treating depression in children. What about the treatment of adults? Is it possible that the antidepressants aren’t antidepressants at all?

In 1994, I first brought to light in Talking Back to Prozac the failure of Prozac to prove its effectiveness in the studies done for FDA approval. In 2002, a team led by psychologist Irving Kirsch at the University of Connecticut published an analysis of efficacy data submitted to the FDA between 1987 and 1999 for six of the most commonly prescribed antidepressants: Prozac, Paxil, Zoloft, Effexor, Serzone, and Celexa.24 Each of the drugs had been approved based on a drug company submitting two positive studies to the FDA. But all of the companies conducted numerous additional studies before they were able to obtain the required two that seemed positive. So Kirsch and his colleagues looked at all the antidepressant studies—not just the ones submitted for approval.

Kirsch and his colleagues obtained forty-seven studies, an average of almost eight per drug, conducted as a part of the FDA approval process. After examining all the studies, they found that any beneficial or positive effects in comparison to placebo were “negligible.”

How do psychiatry and the psychopharmaceutical complex react to the mounting evidence that antidepressants are not only dangerous but also useless for both adults and children? They ignore it. However, the Kirsch study has received positive recognition from those few professionals brave enough to face the facts, including Marcia Angell, the former editor of the New England Journal of Medicine, and Charles Medawar, the respected British researcher and public-safety advocate.25

In 2006, British psychiatrist Joanna Moncrieff and Kirsch published another review and analysis of antidepressant effectiveness in the British Medical Journal (BMJ). They focused on studies conducted on SSRIs such as Prozac, Zoloft, and Paxil, and concluded that these drugs “do not have a clinically meaningful advantage over placebo.” As this book goes to press, a research team led by Kirsch (2008) has once again produced a meta-analysis of the scientific literature demonstrating the ineffectiveness of antidepressants.

It is a sad, ironic, and tragic tale: It’s impossible to prove that antidepressants actually relieve depression but it’s relatively easy to demonstrate that they can worsen depression and cause mania, murder, and suicide. If my colleagues
wanted to be scientific about it, they would call them “depressants” rather than antidepressants, and take them off the market.

To compound the problem, these drugs can cause severe withdrawal problems, including a variety of neurological symptoms, agitation, and a worsening of depression.26 A substantial portion of my psychiatric practice involves working with patients who suffered frightening and sometimes agonizing withdrawal symptoms before coming to me for help in stopping the drugs. Sometimes, these withdrawal symptoms persist for months or even years after stopping antidepressants.

It bears repeating that antidepressants are dangerous to start taking and dangerous to stop taking, as well as ineffective. The best advice is to stay away from them. In forty years of psychiatric practice, I have never started a patient on an antidepressant, although I do prescribe them during the withdrawal process or if the patient is unable to go through withdrawal. Although good fortune undoubtedly plays a role as well, I believe my refusal to start patients on these drugs has contributed to my success in never having a suicide in my practice.


NO LONGER ALONE

I’m no longer so alone in my criticism of the FDA’s failure to address life-threatening adverse drug effects. On September 30, 2004, Merck withdrew the painkiller Vioxx from the market after it was linked to cardiovascular deaths, leading to congressional investigations. The FDA then came under fire from Congress for its handling of SSRI-induced suicidality, especially in children and youth.27 Then in the September 23, 2006, headline on the front page of The New York Times reported criticism of the agency in general: STUDY CONDEMNS F.D.A.S HANDLING OF DRUG SAFETY: SWEEPING CHANGES URGED.28 The report was issued by the Institute of Medicine of the National Academy of Sciences, itself a government-sponsored organization. The Institute of Medicine suggested, for example, that the FDA review the safety of each drug every five years! This kind of recommendation underscores just how lax and even remiss the agency has been in regard to safety reviews. The report also suggested putting a few teeth back into the agency’s gummy mouth by giving it authority to issue fines, injunctions, and drug withdrawals from the market “when the drug makers fail—as they often do—to complete required safety studies.” That gives you more of an idea of what the FDA and the drug companies have not been doing all these years—safety studies and safety enforcement.

In response to this criticism, the FDA recently proposed a few relatively
minor changes, including an experimental program to review the safety of two or three drugs each year after they have been on the market for eighteen months. The agency will also start an online newsletter that will publish the pilot-program safety reviews as they are completed. However, the FDA plans to continue its policy of withholding confidential, commercial data—that is, the sealed information necessary to determine if the companies are telling the truth about their commercial products. The savvy Wall Street Journal commented that this is “a move likely to please the drug industry.”29 Unfortunately, that pleasure will come at the expense of human lives.

More recently, a study commissioned by the FDA itself came out with similar conclusions to mine in March 2007.30 It lamented the culture of conflict, avoidance, and waste inside the FDA when it comes to tracking adverse drug reactions.

Few of the FDA’s critics squarely face the stark reality that the FDA culture has become more concerned about protecting the drug companies than protecting the public. An exception is Marcia Angell, former editor of the New England Journal of Medicine and now senior lecturer at Harvard Medical School. In a column entitled, “Taking back the FDA” in The Boston Globe on February 26, 2007, she observed:



The FDA also refuses to release unfavorable research results in its possession without the sponsoring company’s permission … . It’s no wonder that serious safety concerns about drugs such as Vioxx, Paxil, and Zyprexa have emerged very late in the day—years after they were in widespread use.



Dr. Angell concluded that the FDA was becoming more dedicated to serving the drug companies than to serving the consumer of psychiatric drugs. Americans need to know that the FDA is not their friend. It’s the friend of the pharmaceutical industry.
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