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PRAISE FOR DAVID KESSLER’S A QUESTION OF INTENT


“What a rarity, a book about public policy that turns into a completely compelling story. David Kessler didn’t go to Washington intending to do battle with America’s most treacherous industry, but that is what happened, and soon the reader is rooting for him all the way. A Question of Intent gives us an inside look at some of the seamiest aspects of American political culture, and the story of this public servant shows that, at moments anyway, character can prevail.”

—Tracy Kidder

 



“A Question of Intent recounts an important moment in history. Dr. Kessler’s story is one of outstanding service, good judgment, and courageous leadership that will inspire anyone who dares to confront the hard issues in public life.”

—President Jimmy Carter

 



“One of the best federal government insider books ever published ... gripping.... Kessler’s intelligence and humanity leap off the pages.”—Legal Times


 



“Part personal essay, part jeremiad, and part cloak-and-dagger story, A Question of Intent is an intensely compelling account.... Although he has a medical degree from Harvard and a law degree from the University of Chicago, Kessler clearly possesses the soul of a journalist.... His ability to make a ... report about the nuances of government regulation into a gripping tale of intrigue and high-stakes morality puts him in the league of such muscular nonfiction writers as J. Anthony Lukas and Tracy Kidder.”—The Boston Globe


 



“[A] passionate memoir ... a shocking narrative of the anti-tobacco crusade ... stirring ... the story is riveting.”—The Washington Post Book World


 



“Grippingly told.... In Kessler’s deft telling the search for intent becomes a moral, scientific, political, and administrative detective story ... with informers, false leads, threats, dead ends, and revelations.”—Jack Beatty, The Atlantic online


 



“[A] heartbreaking account of the federal government’s inability to protect public health in the face of corporate pressure.... Kessler’s account is infused with as much urgency and breathless excitement as a well-crafted thriller, and is just as compelling. Yet the legal and ethical quandaries with which he is confronted ... make the book intellectually rigorous as well.”—The Associated Press


 



“Such tales should be required reading for law students.”—National Journal


 



“Moves forward like a detective story ... a great book about a major and divisive fight inside this country.”—The Indianapolis Star


“Kessler’s account ... is indispensable in many ways. He tells how companies produce and promote a product that is lethal and addictive. He explores the difficulties of regulating rich, powerful corporations. And he provides a practical guide for any executive seeking to turn around a troubled organization and advance a controversial agenda.... He entered a netherworld of legal ambiguity and corporate secrecy, and what follows is an engrossing ... detective drama.”

—The New York Times Book Review


 



“David Kessler ... clearly changed the world in which the tobacco industry does business.... Well crafted.”—British Medical Journal


 



‘A richly detailed history ... Some of this narrative reads like a John Le Carré novel ... compelling ... chilling.“—Journal of the American Medical Association


 



“The controversial David Kessler will surely delight his fans and further infuriate his foes ... [with] this gripping book, which reads like a detective novel.”

—Harvard Law Review

 



“His valiant crusade comes to life in his compelling book.”

—Nancy Snyderman, Good Housekeeping


 



“When Kessler became its commissioner in 1990, the [FDA] had been limping along for years and was a tired institution facing major challenges ... but Kessler and a group of activist staff members resolved to commit themselves to this battle.... Kessler’s self-portrait of an aggressive bureaucrat at work shows that bold administrative action, appropriately directed, can make a difference.”

—The Federal Lawyer


 



“In understated, lucid language, he details how his interest in smoking as a public health issue grew into a full scale investigation of the tobacco industry ... important.” —Publishers Weekly


 



“Agency bureaucrats are not normally thought of as being skilled storytellers. But David Kessler ... is the exception.... Through its taut narrative and straightforward storytelling, Kessler makes a good case for government moves against the industry. ”—Corporate Counsel


 



“David Kessler ... is a hero.... In A Question of Intent, he gives readers a behind-the-scenes look at the political, legal, and investigative struggles in the battle against the tobacco industry. The writing is clear and succinct, scenes and characters come alive, and drama builds.”—Trial


 



“Details the FDA’s tobacco investigation in detective-story fashion.”

—The Los Angeles Times
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To Paulette 
With whom all things are possible


 



 



For Elise and Ben






The guilty have a head start, and retribution Is always slow of foot, but it catches up.

 




The Odes of Horace, BOOK 111, ODE 2






VERITAS

I called him “Veritas,” and he was a mystery to me. Veritas spoke cautiously, using code words and elliptical phrases, a habit he had developed after many years in the upper levels of the tobacco industry.

“Mazes within mazes,” he said. “People get lost in mazes.”

I had no idea what he was talking about, but I nodded to keep him going.

“See the movie The Name of the Rose, ”he suggested. “The blind librarian. There’s a parallel.”

A parallel with what?

“It was life in the notebooks,” he said. “Big, black notebooks. They were three-ring binders, and they looked innocent enough, but those books ... it was our Bible.”

We sat facing each other in the lounge of a private club in downtown Washington. There was an air of shabby gentility to the place, the residue of better days. Veritas had made anonymity a condition of the meeting, and except for one waitress, we were alone in the room. I waited for him to explain, although such restraint did not come readily to me.

“There was a paradigm.” Veritas pursed his lips, and made a noise like a buzzer. “They trained you ... b-z-z ... they programmed it into you ... b-z-z ... you had to study it like the Catechism ... b-z-z.”


He intended the odd buzzing noise to mimic a conditioned reflex. I asked cautiously, “Those notebooks, did they actually exist?”

“Three-ring binders,” he said. “They were real. Everything was scripted. The script was etched in stone.”

His use of the word “script” brought the code words and phrases into  focus, and I began to understand what he was getting at. Veritas was talking about the tobacco industry’s strategy. Of course, there was a script, I thought to myself. Why hadn’t I seen that earlier?

When we began our investigation of tobacco at the Food and Drug Administration, we had no idea of the power wielded by the tobacco companies, but we soon learned why the industry was for decades considered untouchable. Tobacco employed some of the most prestigious law firms in the country and commanded the allegiance of a significant section of the Congress. It also had access to the services of widely admired public figures, ranging from Prime Minister Margaret Thatcher to Senator Howard Baker. With its limitless resources and a corporate culture that was aggressively defensive, the industry perceived threats everywhere and responded to them ferociously.

Tobacco also reached out and bought the services of Charlie Edwards, a former commissioner of the FDA and one of my predecessors. He was a man I had respected—someone, ironically enough, who had been influential in my selection as commissioner. But after I began my investigation into the industry, he testified before a Senate committee and tried to discredit me. Later, I discovered he was on retainer from Philip Morris. There was nothing illegal about the transaction. It was his privilege to take the money; it was my privilege to think poorly of it.

I was at a disadvantage with Veritas. Over the years I had spoken with dozens of informants from the tobacco industry, but usually I had been with members of the team I assembled in the early 1990s. The tobacco team’s assignment had been to ask whether nicotine was a drug and thus should be regulated by the FDA. Team members were trained professionals, men like Tom Doyle and Gary Light, with backgrounds at the Secret Service, the CIA, and the Army Criminal Investigative Division. I recruited others who had begun their careers on Capitol Hill and in journalism. Each had years of experience in the art of investigation. They had guided and protected me in the past, sometimes at considerable risk to themselves. But I was no longer FDA commissioner, and now I was on my own. I asked myself how Tom and Gary would have handled this situation.

“Let him talk, ”Gary would have said. “Schmooze with him, don’t press him. Keep it light.”

“He’s all wound up, he’s tight. He wants to talk, every informant wants to talk, that’s why he’s here.”

“He’s carrying around a load of guilt. You’ve got to let him work through that guilt. Just let him talk.”

I never developed the interviewing skills that Gary and Tom possessed. But I tried to go slowly with Veritas each time we met.

“Tell me about the true believers,” I said to Veritas, referring to the men who made tobacco their livelihood.

“You mean the southern gentlemen,” he said. “The old-time guys, they were tobacco men, not businessmen. They were part of an agricultural society that saw tobacco as just another farm product. It was a highly profitable product, but it could have been soybeans or cotton as far as they were concerned. Profits were important to these people, but so was the tradition in which they had been raised.”

Veritas continued, “They believed there was a controversy. The true believers were the moral part of the play.”

I looked up from my notepad. I was struck by Veritas’s long, drawn face. He seemed in complete control of himself, sitting utterly still as he spoke. He did not gesture or nod. “By the nineteen-eighties the farmers were out and the MBAs were in. The original proprietors were replaced by executives with little or no connection to the land. The lawyers created the paradigm.”

Devised in the 1950s and ‘60s, the tobacco industry’s strategy was embodied in a script written by the lawyers. Every tobacco company executive in the public eye was told to learn the script backwards and forwards, no deviation allowed. The basic premise was simple—smoking had not been proved to cause cancer. Not proven, not proven, not proven—this would be stated insistently and repeatedly. Inject a thin wedge of doubt, create controversy, never deviate from the prepared lines. It was a simple plan, and it worked.

“It made us look like horses’ asses,” said Veritas. But the industry never lost a case, and that was all that mattered to them.

Embedded in this defensive strategy to neutralize the cancer issue, however, was a secret that posed as great a danger to the industry: the addictive and pharmacological nature of nicotine. In the 1950s, this had not been considered a factor threatening to the tobacco interests. By the 1970s, the industry had come to recognize that research on nicotine’s pharmacological effects could be useful, but it had to be done covertly. If it were ever discovered that the tobacco companies knew that nicotine was an addictive drug, the FDA might try to regulate cigarettes, and that was what they feared most. Because of this, the script that had been so carefully followed had to be broadened.  Industry dogma began to express two fundamentals: that smoking had not been proved to cause cancer and that there was no scientific proof that nicotine was an addictive substance.

“Did we get it right?” I asked Veritas, referring to our investigation, which had led the FDA to assert jurisdiction over the nicotine in tobacco.

Veritas looked nervously around the room. He obviously did not want anyone he knew to see the two of us together. “You hit the bull’s eye three times,” he said. “You were right to focus on nicotine as an addictive drug. You were right to elevate the discourse to the level of public health. You were right to focus on the addiction of children.”

But being right did not mean we would win.

“You were really true believers,” he added. I nodded, though we had not been true believers at the beginning.

“You became like them,” he said. I started to object, but Veritas explained himself. “You became masters of shaping public opinion.”

There was some truth there. We had focused on collecting evidence of what the companies knew. No one had ever done that before, and in the end, this evidence molded the public’s view.

‘All we did was ask a simple question,“ I pointed out, although I knew that was an understatement. None of us had ever done anything else with such intensity. ”We asked whether or not nicotine was a drug. That was where the team was focused. Only over time did I realize that this question was aimed at the heart of the industry.“

Veritas nodded. “Frankly, I’m surprised that you didn’t come to see it sooner.”

Of course, I thought, that’s easy to say from your position. Your people created the maze. We had to find our way through it.






PART I

OPENING BATTLES
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WHEN I was appointed commissioner of the Food and Drug Administration in October 1990, the newspapers said that I had been preparing for the job my whole life. There was some truth to that. I was trained both as a doctor and a lawyer, I had taught food and drug law, and I was running a teaching hospital in the Bronx. Reporters liked to add that I had also worked on Capitol Hill, though I had been only a part-time volunteer during my pediatric residency.

With encouragement from me, friends and colleagues began mentioning my name as a possible candidate to lead the FDA. My campaign for the job took a big step forward when I was summoned to see Louis Sullivan, President Bush’s secretary of Health and Human Services, under whose authority the agency fell. Dr. Sullivan greeted me graciously, though he was always reserved and formal, and he escorted me into his spacious front office overlooking Independence Avenue. The dome of the Capitol dominated his view. The former president of Morehouse School of Medicine, Sullivan had come out of the same world of academic medicine as I had; there was every reason for me to feel at ease.

We walked together to his private dining room, where Sullivan asked, “What would you do with the agency?”

“Enforce the law,” I said. It rang flat, even in my own ears. Sullivan did not react, but I felt a wave of panic, a catecholamine surge, wash over me. I had never experienced anything like it before. My back muscles went into spasm. I was afraid to pick up a fork, lest the secretary notice my shaking hands. I was the medical director of Albert Einstein Hospital in the Bronx, but here, in this setting, I was an unknown. Sullivan wanted to know what I would do if I had responsibility for an 8,000-person agency with a $600 million budget  that regulated one quarter of every dollar Americans spent—from the food they eat to the drugs they take to the cosmetics they wear. For someone who had supposedly spent decades preparing for the job, I did not have a very articulate answer.

Early on, I knew that I wanted to work in Washington. I also knew that I would become a doctor; I had known that from childhood. Deciding to go to law school was harder for me, but I knew that legal skills would somehow prove useful.

In 1975, I took a leave from Harvard Medical School to attend the University of Chicago Law School. Paulette, whom I had married the previous summer, had already completed her first year of law school. She has a gift for argument, and on the exams in classes we took together, she always earned a higher score. We had met years earlier, on the porch of the three-story wooden Victorian house where she lived at Smith College.

At the time I was a student at Amherst College, immersed in a study of renal cancer in frogs and the viruses associated with it, and I needed an unending supply of amphibians with tumors. To find study animals, I traveled to large frog farms where I put on thigh-high wading boots and squeezed the bellies of thousands of animals, looking for masses. To others, it might have seemed routine, but nothing about science has ever been routine to me, not then and not now. In science it often seemed that the longer the road, the greater the reward, at least often enough to turn the dullest assignment into an adventure.

The evening Paulette and I stood talking, the trunk of my Oldsmobile was filled with croaking frogs, hundreds of specimens in plastic bins. She accepted my invitation to take a look, but I could not tell by the expression on her face whether she was impressed or repelled. It was the last time I saw her at a loss for words.

My fascination with frogs could be traced back to Oscar Schotté, one of the world’s great developmental biologists and one of my most important early influences. I had been named an Independent Scholar during my junior year at Amherst, which exempted me from traditional classroom requirements and left me free to devise my own course of study. Although well past retirement age, Schotté, a professor emeritus, singled out one student each year to whom he served as mentor. Beginning in 1971 I spent two years in his laboratory, sometimes working through the night. My responsibility in those years was not to study a set curriculum in a predetermined sequence, but to  learn the art of inquiry and investigation. I thrived in that unregimented environment.

Whatever else he taught me about science, Schotté also helped me understand that meticulous attention to detail and patience are as important to problem solving as a grand vision. In those years I also learned the importance of focusing fully on a task and sticking with it until it was done.

Schotté introduced me to his closest friend at Amherst, the great American historian Henry Steele Commager. Schotté and I agreed that Commager’s class on the American Enlightenment was the one formal course I would take as an Independent Scholar.

Never afraid to take a stand, no matter how unpopular, Commager had opposed the Vietnam War as early as 1964, just as in the 1950s he had been one of the academic world’s sharpest critics of Senator Joseph McCarthy. But he counseled patience in an impatient era. He cautioned us to examine carefully the long-term consequences of actions intended to remedy the immediate problems of the world, and he emphasized that important things in life are never achieved quickly, but rather through what he called “the long pull.” He remains in my mind a model of citizenship, a man whose devotion to scholarship was combined with his commitment to public responsibility.

Schotté and Commager: one a scientist, the other a humanist. These were the models whose faces I saw before me as I began the journey that would take me from my private world to a very public life.

 



 



 



ALTHOUGH my first performance felt like a disaster, Louis Sullivan called me back for a second interview months later. We had barely begun talking when Michael Calhoun, the secretary’s chief of staff, strode into the room. Slightly balding, trim and strong, Calhoun held himself erect and looked every inch a member of the Praetorian Guard. He was as direct as his boss was courteous. Without pausing to make small talk, he interrupted our conversation. “There is only one question. One issue. Are you going to be loyal to the secretary or are you going to be loyal to Hatch?”

The question surprised me. Calhoun was referring to my first experience in Washington almost a decade earlier, when I was a volunteer on the staff of Senator Orrin Hatch’s Committee on Labor and Human Resources, the Senate’s health committee. Since then I had not had much contact with Hatch. But shortly before my meeting with Sullivan and Calhoun, I had seen the  senator at a dinner to raise funds for medical education in South Africa. I half expected one of his aides to whisper in his ear, “That’s David Kessler, he used to work for you.” Instead, Hatch greeted me with a bear hug. “Remember Uncle Orrin when you’re commissioner of FDA,” he said affectionately.

My early experience within the Beltway had been something of a proving ground for me. To make it to Washington back then, I had to be persistent. In college I wrote Republican Senator Jacob Javits of New York, offering to volunteer as a summer intern in his office, but I got nowhere. Later, with medical and legal degrees in hand, I tried again when Senator Ted Kennedy chaired the health committee. Still no results. Finally, when the Senate passed into Republican hands, I was welcomed. It was sheer luck—the committee was in a period of transition that had left it short-staffed. At the time I cared little about which political side I worked for.

I began in the spring of 1981, working at the Dirksen Senate Office Building where space was at such a premium that I was not given a desk. Squeezed into a tiny ground-floor office with several colleagues, I made do instead with a small telephone stand. One day the staff director rushed in, clutching a stack of papers.

“Who knows something about the FDA?” he demanded. “We need someone to work on some legislation.”

I spoke up. The interest in cancer that I had developed under Oscar Schotté’s tutelage had remained with me during law school. There I wrote for the University of Chicago law review, analyzing a controversial section of the law that dictated how the FDA should regulate cancer-causing chemicals in food.

“Okay, this is yours,” he said, tossing the papers at me. In that instant I became the committee’s resident FDA expert.

Now, as Calhoun interviewed me for the job of commissioner of the FDA, I realized my early ties to Capitol Hill could count against me in a different political circle. I tried to allay his fears. “Look, I know Hatch,” I said. “I don’t have to earn my stripes with him. I can say things to him that someone coming in fresh could not.” Calhoun seemed unconvinced.

 



 



THE FDA was an organization in trouble and most people in Washington knew it. In truth, the agency had been under stress since its inception. Although it was launched as a scientific agency, science had often clashed with the realities of politics. Harvey Wiley, a visionary public servant, fought for  passage of the Federal Food and Drugs Act of 1906, one of the nation’s first consumer protection laws. He was immediately opposed by a powerful lobby. Lawyers for the industries that would be subject to its authority—canning, drugs, and whiskey—came before Congress to plead for exemptions, claiming that the law was too harsh and would ruin their businesses. Wiley prevailed and became head of the Bureau of Chemistry, the FDA’s predecessor.

In the decades that followed, the nation’s food and drug laws were toughened considerably—in 1938, under the Federal Food, Drug, and Cosmetic Act, for the first time drugs had to be proved safe before they could be sold, and in 1962, manufacturers were required to establish that they were effective as well. Over the years, the range of products under the FDA’s jurisdiction grew exponentially and the scientific challenges became more complex. But the resources with which to shape an appropriate response did not keep pace.

By 1990 virtually no one was happy with the FDA. Weakened by years of ideological intervention, especially during the Reagan era, from 1981 through 1988, the agency had become a political whipping boy. Much of its authority had been diluted by the Office of Management and Budget, which was used by the White House to pursue an aggressive and dangerous deregulatory agenda. The FDA was underfunded, understaffed, and demoralized. It lacked basic enforcement powers—it could not subpoena witnesses and documents, embargo unsafe or questionable food and drugs, assess civil penalties for most violations, or destroy unsafe imports. There was such confusion in the marketplace that even some of the industries the FDA policed wanted its authority restored. But real as doubts about the FDA’s capacity to protect the American food and drug supply were, they were not what brought me back to Washington. It was fraud and scandal.

The scandal began with an informant, a private investigator, and an attorney. The attorney, Val Miller, who represented one of the nation’s largest generic drug manufacturers, believed something was radically wrong at the agency. His client had been steadily winning approvals for many of its new products until 1986, when those approvals dropped off precipitously. The following year he found out why.

At the Holiday Inn in Rockville, Maryland, the Washington suburb that is also headquarters to the FDA, Miller had lunch with an FDA chemist who had left the agency a few months earlier. The nervous woman expressed concern about what was going on in her former office. Miller kept pushing gently for information, and the story began to unfold.

The chemist reported that some drug companies were delivering generous gifts—a fur coat, an expensive VCR—to her boss, Charles Chang. Not coincidentally, Chang had taken away certain drug applications that the chemist was reviewing and had reassigned them to someone else. Currently, Chang was running three reviewers. Two were slow and methodical, while the third was able to clear a swift 200 approvals a year. The drug makers who paid off Chang had their applications read by the speedy reviewer.

Miller checked out the informant and decided she was credible. Nothing gave him any reason to think she was either an attention seeker or a disgruntled employee. He decided to hire a private investigator, who later became known to federal prosecutors as “Trash Cover” because of his careful scrutiny of Chang’s garbage. Twice a week during a six-week period in 1987, Chang’s trash produced a piece of a photograph. It was apparent that the pieces were being carefully cut up and then discarded.

But Chang wasn’t careful enough. Slowly, Trash Cover was able to put together the pieces of the photograph. It was a picture of Chang with two men, one the president of a generic drug company, the other a consultant to the industry. They were standing in front of a Hong Kong tourist attraction. This was the beginning of what came to be known as the generic drug scandal, which eventually led to the conviction of forty-two people and ten companies on charges of fraud or corruption. Charles Chang went to jail.

Although FDA Commissioner Frank Young was not implicated in the generic drug scandal, he had been slow to respond to hints about it. I met Young at about this time, when I invited him to give a lecture to the class I co-taught on food and drug law at Columbia University’s law school. From the vantage point of the Morningside Heights campus that day, I realized that something was wrong. Within minutes of his arrival, Young thumped on his chest.

“I’m in body armor,” he said.

According to Young, the FBI in New York had picked up a threat on his life. An HIV-infected man had allegedly paid five hundred dollars to have Young assassinated. Young asked my co-teacher, Hal Edgar, to identify an escape route from the lecture hall, and he warned Hal that for his own safety, he should not stand too close.

“Vortex,” Young said repeatedly as he lectured our class. “FDA is in the vortex.” I had never heard anyone use that word so many times.

But it was not bullets that should have worried Young. After a series of  missteps and misjudgments at the FDA, the Department of Health and Human Services, of which the FDA is a part, began to view the agency as more of a problem than an asset. Young’s most notorious decision had been the embargo he placed on all fruit imported from Chile, largely on the basis of a single anonymous threat; the scare proved unfounded. The generic drug scandal was the crushing blow. Young was asked to resign in 1989, and a search for a new commissioner was launched.

At the same time, the Bush administration decided to create a blue-ribbon advisory committee to examine the FDA’s problems and to recommend solutions. Charlie Edwards, who had headed the agency in the early 1970s, was put in charge. My academic articles on food and drug law and my time with Orrin Hatch helped bring me to Edwards’s attention, and I was asked to become a member of his advisory committee.

By then, the reputation, as well as the abilities, of the world’s premier food and drug safety agency had sunk to historic lows. In its final report, the Edwards Committee described “grave resource limitations” that imposed “sometimes staggering burdens on the Agency.” The committee also expressed “doubts about the FDA’s current capacity to conduct effective law enforcement,” or to fulfill its many other statutory obligations.

What was unclear was how much any one leader could change things. An old story told by FDA field inspectors captured the sentiment within the agency. “The FDA is like one of those giant clowns carried in the New Orleans Mardi Gras parade,” it went. “The body, moving under cover, is the agency itself. The head, called the commissioner, is pelted with rocks until the clown falls over. But the body picks up another head and keeps doing its business.”

I received a call from the White House personnel office in late October 1990 to say that the President was going to nominate me as FDA commissioner. As I hung up I stared out the window of my Bronx hospital office, overlooking a barbed wire—enclosed subway yard, and for a moment I felt triumphant. That uncomplicated feeling did not last long. Within days I received a letter from a congressman asking in no uncertain terms that I turn a set of FDA documents over to his committee; on the bottom, he had written, “Welcome to Washington and good luck.”

On learning of my nomination, Michael Calhoun told a high-level staffer in the legislative affairs office of the Department of Health and Human Services to “encapsulate” me. When the Senate Committee on Labor and  Human Resources, which was preparing for my confirmation hearings, asked me to respond to a list of questions, the Department tried to insist on writing the answers for me. Assuming it was my views that the senators wanted to hear, I refused.

“This is my confirmation,” I said. “I’ll answer the questions.”

Everyone believed the congressional vote to approve my nomination would have to wait until after the holidays when the new legislative session began. But a sense of urgency took hold, as Congress and the White House decided that the FDA had gone long enough without a commissioner. There was a push past formalities, and in the end I was confirmed in a record eight days. Never again would I have it so easy in Congress.

I was thirty-nine years old, and I was supposed to clean up an agency in crisis. The giant clown in the Mardi Gras parade had picked up a new head.
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SOON after my confirmation, I asked the acting commissioner to keep an eye on the agency’s day-to-day business for a month while I prepared to take over. I wanted time to listen to my new colleagues and to think about my first steps. I hid away on the thirteenth floor of the Parklawn building, the FDA’s Rockville headquarters. The gray behemoth is a regrettable example of institutional architecture, with mazes of offices branching off a confusing network of corridors. My makeshift space was barely big enough for two chairs and one rickety desk. I had come a long way since my days as a part-time Senate aide, but I still had not settled into an adequate office.

One of the first people to seek me out was Jeff Nesbit, the agency’s associate commissioner for public affairs. Jeff was a paradox. Two of his heroes in Washington were Ralph Nader and the investigative columnist Jack Anderson, and by the time he was twenty-seven he had worked for them both. He was also a devoutly religious evangelical Christian who questioned authority at every turn. But Jeff was equally at home with the secular give-and-take of consumer advocacy. His road to Damascus had been on a bicycle. On a twenty-five-day coast-to-coast journey, he talked with hundreds of people and returned home inspired by the hope and optimism he encountered. His life’s goal became pursuing social change through political action.

Much to the surprise of his colleagues, he turned to Senator Dan Quayle to do it. One of the first people to believe that Quayle was a viable vice presidential candidate, Jeff pursued a sub-rosa campaign in the summer of 1988 to get the Bush team to consider him for the ticket. Although he saw his goal realized, Jeff was never comfortable with the hard-nosed politicians who surrounded Bush. The discomfort was reciprocated, and after the Bush-Quayle  ticket was elected, he was told to look for another job. In typical fashion, Jeff chose one of the toughest jobs in Washington: he came to work for the beleaguered FDA.

Now we sat together in a tiny cubicle. Jeff realized that I was thinking of replacing him with someone I already knew and trusted, and he wanted to fight for his job. He had done his homework before we met, reading everything that I had written and talking to reporters who covered me in Washington.

We started talking about his background. He told me that after writing an article about the Kentucky Derby that offended horse-racing interests, he had been fired from a job with a Kentucky newspaper. And when he discovered that he had made some errors in a piece he had written for Jack Anderson, Jeff argued adamantly that Anderson should print a correction. The columnist refused, and Jeff resigned a few weeks later. I began to think I liked this man.

Over time, I learned that we shared an indifference to ideological labels and a reluctance to view the political landscape in black-and-white terms. Public health mattered to us—we both wanted to work on issues that made a difference in people’s lives—but party affiliation did not. I suppose that was a form of ideology in itself; certainly, it was a driving force for us both.

Jeff also understood something else, something that would take me longer to comprehend. The reality of Washington was that we would have to fight fiercely to make changes that mattered. I decided to keep him on.

 



 



I QUICKLY learned that the time required to develop sound public policy and to map strategy competed with the all-consuming nature of emergencies. And any notion that I might have had about leisurely charting an agenda for the agency quickly evaporated.

It was almost midnight on Saturday, March 2, 1991, and I was watching Saturday Night Live, when the telephone rang. I had been formally sworn in as commissioner only one week earlier. My family was still living in New York, and I was commuting home from Washington on weekends.

Jeff was on the line. He had just received a report from the FDA’s district office in Seattle that Sudafed capsules laced with cyanide appeared to be circulating in the Pacific Northwest. A woman named Kathleen Daneker had died after taking one, and another woman had narrowly escaped death. I turned off the television.

The agency receives some three hundred reports of tampering every year,  and though many are never confirmed, none can be ignored. In those situations, decisions that may involve life and death have to be made swiftly and without complete information. I had faced pressure as a pediatrician working in an emergency room and again when I was running the hospital in the Bronx. But this was different. In a tampering incident, the number of lives at risk is unclear. How many deadly capsules were out there? One hundred? One thousand? And where were they? Also different was my role in the unfolding drama. I was accustomed to dealing with emergencies on a handson basis. Now I was thousands of miles away.

Still, as Jeff started running through the facts, I felt calm. For the moment I was unfazed by the thought that I had never handled a tampering incident before. I interrupted Jeff to suggest a conference call so that I could speak directly to the frontline field people myself. Within minutes we had everyone who had so far been involved in the case, plus the top people at FDA headquarters, on the phone. (To be accurate, not quite everyone was there. When the conference operator awakened one veteran staffer and told him the commissioner was on the line, he assumed it was a crank call and hung up.)

“What do we know?” I asked.

Jim Davis, the chief investigator in the Seattle office, laid out the chronology. The story began a month earlier in Tumwater, a suburb of Olympia, at the southern end of Puget Sound, about fifty miles from Seattle. On the night of February 2, the town’s fire department responded to a 911 call from Joseph Meling. His twenty-eight-year-old wife, Jennifer, was having seizures.

When the medics arrived they found her comatose. By the time she got to the hospital in Olympia, she was near death. Her stomach was pumped in the emergency room, but her blood sugar and lactic acid were so high and her blood pressure so low that the doctors thought she had gone into diabetic shock. They gave her insulin to lower the blood sugar, bicarbonates to counter the deadly level of acid in her blood, and a drug to boost her blood pressure.

By midnight she was still in a coma. The desperate doctors continued the treatment, using so much bicarbonate that they virtually exhausted the hospital’s supply. But it worked. Over the next twenty-four hours, Jennifer Meling staged a dramatic neurological recovery.

Shortly before she had gone to bed, she had taken three different products: an iron tablet, an over-the-counter supplement, and a twelve-hour Sudafed capsule. A hospital blood test showed 6.14 milligrams of cyanide per liter in her blood—triple the amount that is normally lethal. She was lucky to be alive.

An FDA investigator had already gone to Tumwater to secure copies of Jennifer Meling’s medical records and the statement she had made to a detective after her recovery. Meling had told the police that she had taken a Sudafed capsule from a box that her husband, Joseph, had purchased the week before. The interview also revealed a troubled marriage, including a 911 call to police three days before Christmas, 1990, and a huge increase in Jennifer Meling’s life insurance policy.

The Meling case raised the eyebrows of the investigators—it had the scent of attempted homicide. A 1983 federal law had made tampering easier to prosecute; it was passed in part because no charges had been brought against a suspect in the Tylenol poisoning case, though that incident had resulted in the deaths of seven people. The statute defined tampering as the malicious adulteration of a consumer product that is already in commercial channels. If Meling had put cyanide into his wife’s Sudafed, it was a matter for the Tumwater police. But if he had put cyanide-laced capsules back onto store shelves, it was a federal offense and a matter for the FDA and the FBI.

Davis said Burroughs Wellcome, the manufacturer of Sudafed, had reported the case to the FDA on February 15. Although I said nothing, I was dismayed that others at the agency had known about this for two weeks, and I was only learning about it now.

Jeff’s call to me came only after cyanide had been implicated in the death of another Washington woman. Kathleen Daneker collapsed in her bathroom in Tacoma, twenty-five miles northeast of Tumwater, shortly after taking Sudafed for a sinus condition. For two days she lingered in a coma and on life support in St. Joseph’s Hospital, and then she died. When laboratory results showed 6.49 milligrams of cyanide per liter of blood in her body, the medical examiner immediately alerted the FDA’s Seattle office. Seattle investigators had not yet determined how, or even if, the two cyanide poisonings were related. I began pushing Jim Davis and the other participants on the conference call about possible connections between the two cases. Was there one culprit or two? Was there any relationship between Meling and Daneker? What was the risk that other cyanide-containing Sudafed capsules were on the market? Or in home medicine cabinets? No one had clear answers.

Davis told me about conversations his office had already had with Burroughs Wellcome. Each retail box contained one to four blister packs and was sealed on both ends with tape bearing the company’s logo. Ten red-and-clear capsules sealed with a blue band were individually wrapped in a blister pack.  After the first incident, Burroughs Wellcome had analyzed the leftover Sudafed capsules from the batch Jennifer Meling had taken and pulled eightyfour boxes from the store where her medication had been purchased. Nothing unusual had been found.

Dick Swanson, who headed the agency’s emergency operations section in Washington, D.C., was listening quietly on the line. “Dr. Doom,” as he was known, had earned his nickname from years of handling product tampering and other health emergencies, from botulism in Bon Vivant, a canned soup, to the salmonella that had been used to poison salad bars in a small Oregon town, where cult members hoped to sicken enough voters to sway a local election. Swanson’s other moniker, “Darth Vader,” referred to his vaguely sinister persona, which was reflected in his preference for a dark office—usu—ally a desk lamp was all that illuminated the room. Along with piles of books, Dick’s office was strewn with product samples from previous investigations: a giant jawbreaker, malt liquor, cold medicine, a lollipop. On his desk in the center of the room was an antiquated phone that was just functional enough to accommodate conference calls. Swanson had served six commissioners. He generally worked directly with the FDA’s field people, and I sensed that I had upset him by doing so myself, but I could do nothing about that now.

From his West Coast office, Jim Davis continued relaying the story. The first break in the case had come only that morning, he said. In the FDA’s Seattle laboratory, Ruth Johnson had been assigned to examine the Sudafed blister pack from which Kathleen Daneker had taken a capsule. Ruth was a perfectionist who had been with the agency for more than twenty-five years. She pulled on white cotton gloves and looked at the four empty blisters under the microscope. There was no residual material. Using a scalpel to cut open the intact blisters, she removed the remaining capsules. Still nothing unusual. The blue plastic band sealing together the two halves of each capsule was intact. She slit open each capsule and transferred some of the contents into test tubes, dissolving them in water and adding a few drops of sulfuric acid. If cyanide were present, the acid would release a cyanide gas. It did not.

Giving up on the bench tests, Ruth checked out the packaging—and noticed a discrepancy. The number for the box was 8U2849 and for the blister pack, 8U2846. One number was different. It meant the capsules from one box had been put into another, a classic sign of tampering. Upon learning what Ruth had found, a colleague dashed down the hallway to look at a copy of the Tumwater police report on Jennifer Meling. The box of Sudafed capsules she  had used bore the number 002847; the blister pack was 8U2846. Jennifer Meling and Kathleen Daneker had used blister packs taken from the same box.

 



 



IT WAS 12:30 A.M., March 3, on the East Coast, three hours earlier in the Pacific Northwest. Jeff Nesbit, who had been working with the public affairs people in the Seattle office, said we had fifteen minutes to decide whether to issue a statement for the 10 P.M. West Coast news broadcasts.

We needed to make a move. Our first decision was relatively easy—I suggested issuing a warning for the Seattle region in which we would release the product codes in question and urge the public to look carefully at any Sudafed they had at home. Everyone agreed, and Jeff signed off to call the local news stations.

The next decision was tougher. In a mobile society, a local tampering could quickly have national reach. Dick Swanson pointed out that someone could easily buy Sudafed in the Seattle area, pack it in a suitcase, and travel anywhere. And yet we had not found even one Sudafed capsule that showed any evidence of tampering. Should there be a product recall? If so, should it be national or regional? A measured response was vital. While erring on the side of caution often seemed prudent, public panic could jeopardize the agency’s credibility, with potentially calamitous consequences for the future. We reviewed everything that had been learned and talked to everyone we could.

As we were agonizing over our next move, there was a sudden commotion over the speakerphone. An FDA investigator had just burst into the Seattle conference room-turned-command center. I glanced at the wall clock in my study. It was 2:40 A.M. in New York.

The announcement was clipped and brief: “There’s been a third incident.” In Lacey, Washington, a woman named Sabra McWhorter had been watching the Channel 4 news in Seattle and heard our warning. She immediately called the television station and told them that two weeks earlier her husband, Stanley, had died after taking a Sudafed capsule.

A Vietnam veteran, McWhorter, forty-four, had been a healthy and successful commercial real estate broker. After two weeks of uncomfortable sinus problems, he bought a package of Sudafed. His wife stood nearby as he took a capsule. Almost immediately he said, “I’m going to quit taking these ... I don’t feel good. I’m getting lightheaded. I think I’m going to faint.”

Those were his last words. He collapsed into his wife’s arms, his eyes wide open, his right leg jerking. Paramedics rushed him to the hospital where he was put on life support; he died the next day.

Channel 4 called the FBI. The FBI called the county coroner. The coroner called the FDA.

The code on the McWhorter blister pack of Sudafed was 8U2846. Suddenly, I felt ill. I knew there was no need for further debate. I asked for the telephone number of Philip Tracy, the CEO of Burroughs Wellcome, woke him at four in the morning, and told him what had to be done. Within a few hours, we had issued a nationwide recall.

 



 



 



OVER the next few days, we found three packages of Sudafed capsules laced with cyanide. One was still on the drugstore shelves in Tacoma. The other two, purchased at different stores in the region, were already in home medicine cabinets. One tampered package had been opened but in a lifesaving twist of fate, the consumer had begun taking the capsules from the other end.

A week later, Swanson notified me of another cyanide-poisoning death linked to Sudafed. But chemical fingerprinting showed that the poison was from a different batch and we determined that it was a copycat crime of sorts—a suicide masquerading as a tampering. The dead man wanted his family to collect on his life insurance policy.

Almost eighteen months passed before the FBI completed its investigation and Joseph Meling was indicted on twenty criminal charges. He had traveled up and down Interstate 5 putting adulterated Sudafed on store shelves in an attempt to murder his wife and then mask the killing as an anonymous product tampering.

The Sudafed incident was my welcome to the agency The morning after the national recall, a reporter asked me why we had not moved sooner. I began to understand just what I was facing.
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WHEN I told Secretary Sullivan before my appointment as commissioner that I wanted to enforce the law, my words sounded so obvious as to seem banal, even to me. But the FDA had not been known for its enforcement muscle, and that was something I was determined to change.

Within weeks of my arrival in Washington I made my first major public speech about the need to restore the FDA’s credibility. As I stood at the podium of the annual meeting of the Food and Drug Law Institute, I looked across an area the size of a football field filled with food and drug lawyers and lobbyists. They all earned their livelihoods from their dealings with the FDA. I suspected that most of them were indifferent to my academic credentials and were uncertain that I had enough experience, political finesse, and judgment for the job.

I already knew something about this permanent Washington coterie of lawyers and lobbyists. Many were FDA alumni who had switched sides and were now representing the food and drug companies they used to regulate. Years earlier when I worked on the Hill, I had glimpsed the close relationships between regulated industries and congressional representatives. At that time the industries were demanding that the nation’s food safety standards be relaxed, and their lobbyists readily gained access to key legislators, a lot more readily than when the FDA had been paying their salaries.

In my speech I emphasized that law enforcement—the frontline, fieldbased work so crucial to product safety—had been short-changed in recent years. In essence, we had a lot of scientists and lawyers on staff but not enough cops. “The FDA is the regulator, and you should know that I have no problem stating that fact,” I said firmly, though I knew that deregulation was  in vogue. “The FDA must stand for, it must embody, strong and judicious enforcement.... Let me remind all of you neither to underestimate the vigor of this agency nor the strength of its resolve.”

The intensity of my delivery, more than the words themselves, led one prominent lobbyist to call this my “kick-ass speech.” But not everyone was impressed. Malcolm Gladwell of the Washington Post said to Jeff Nesbit, who was a friend of his, “Wake me up when he does something.”

 



 



 



WASHINGTON insiders tend to keep watch on newcomers, looking for hints that can help them understand what a person is really like. Pressed for time, I began jogging through the streets at all hours of the night. When word of my unconventional exercise habits reached the Department, a few people wondered whether I was a bit over the edge.

Hoping to do some of my learning outside the media microscope, and innocent enough to believe that was possible, I told Nesbit that I thought it would be best if the FDA could stay out of the press for my first six months as commissioner. I wanted to make some structural changes and streamline the bureaucracy, but I was not exactly shaking up the place. My focus was on finding the resources and staff to reinvigorate the battered agency and to improve both its efficiency and its morale.

Shortly after I became commissioner, I was summoned to John Dingell’s office. The Michigan congressman, a legendary character with a verbal style like that of a prosecutor, was at once a harsh critic of the FDA and a staunch defender of its mission. After he had gotten wind of the generic drugs scandal, he had unleashed a lacerating investigation, holding more than a dozen hearings, blitzing officials with demands for documents and records, and creating a siege mentality at FDA headquarters. Dingell fired off so many astringent letters to the FDA that they became known as “Dingellgrams”—and any failure to satisfy him was likely to end in a personal roasting.

Congressman Dingell was leaning back in his chair when I arrived, yet he seemed to fill the room. He launched into a stern lecture about the deficiencies of the agency, an inventory of failings that he wanted me to address. Dingell had friendly sources throughout the FDA and was dangerously well-informed about its shortcomings. In the past he had known about problems at the agency long before the commissioner. If I was to avoid becoming the target of his wrath, I was going to have to find ways to change that.

I knew before I took the job that the FDA was the favored whipping boy of politicians and antiregulatory ideologues, of companies under its jurisdiction, and of often-dissatisfied consumer groups. It had been like that for decades, largely because the agency had influence over such a huge portion of the American economy and its decisions affected so many powerful interests. ‘A slow-moving target that bleeds profusely when hit,“ one former commissioner said of the FDA. No one could ever be fully prepared to run it.

Dingell was less concerned about the special interests outside the agency than about the bureaucracy within it. He viewed some of my predecessors as figureheads and knew that I could easily become captive to forces inside my own agency. Like others, Dingell understood that I had an opportunity to master the job and a chance of being destroyed by it. I realized little of this at the time, but I knew that I had one thing going in my favor. Usually, taking bold steps is the best way for the head of a federal agency to get into trouble. In my case, the FDA was under such aggressive attack for not responding appropriately to its problems that bold action would likely be tolerated, perhaps even welcomed.

One morning I visited the FDA’s Center for Foods, and its enforcement arm, the Office of Compliance. Although a health claim on food was considered the equivalent of a drug claim, the FDA’s efforts at enforcement had dwindled to almost nothing. After a decade of virtually no restraint from the agency, a free-for-all had developed as marketers looked for ways to gain advantage on competitive supermarket shelves. Outlandish health claims had become commonplace. One example was the unchecked use of the word “heart,” as in “heart-lite,” “heart choice,” and “heart-healthy.”

The FDA staff had set out a slew of branded food products for me to see. They were especially bothered by the unbridled use of the word “fresh” and they showed me two particularly flagrant claims, one involving tomato sauce for pasta, the other, orange juice.

Ragu sauce, produced by the multinational giant Unilever, bore the label “Fresh Italian.” But like most mass producers, the company cut shipping costs by boiling fresh tomatoes until they were reduced to solids; this paste was then shipped to regional plants, where water was added to reconstitute the sauce.

The orange juice issue involved Procter & Gamble’s Citrus Hill brand. The phrase “Fresh Choice” was three times the size of the brand name on the label and the description read: “Pure squeezed 100% orange juice.” In smaller  type were the words “from concentrate.” On the paper cartons, the Citrus Hill blurb claimed, “We pick our oranges at the peak of ripeness. Then we hurry to squeeze them before they lose their freshness.” Tropicana, a Seagram’s brand, had complained that Citrus Hill was a blend of juices from Brazil and Florida that were reduced to concentrate through evaporation. Months later, water was added back, along with orange oil, orange pulp, and something described as “orange essence,” in an attempt to restore flavor.

The law required that if a label was determined to be false or misleading, the FDA should seize the product and prohibit its sale. But to the frustration of our enforcement agents, the agency had not seized a food product on these grounds in years. The industry had come to believe that we never would.

The Ragu controversy went public in March 1991, when I was called to testify before the House Subcommittee on Health and the Environment, chaired by the California Democrat Henry Waxman. Knowing that Congressman Alex McMillan, a subcommittee member, had once run a retail food chain in his home state of North Carolina, the FDA’s Center for Foods had passed copies of the “Fresh Italian” Ragu labels to his staff. McMillan picked up on it. When the floor opened for questions, he held up the labels and asked me about the use of the word “fresh.”

I used his questions to telegraph my intentions. “I think the product is misbranded,” I said. “We believe our experts will conclude that the evidence—and we are analyzing it—will support that determination. If that is in fact the case, and the use of the word ‘fresh’ remains on the label, the Food and Drug Administration will seize the product.”

Unilever made a meaningless concession, adding a panel on the Ragu label saying “means fresh taste.” Rather than wait until we could conduct new consumer surveys to determine whether the Ragu label remained misleading, we decided to move against Citrus Hill. The first step was to warn Procter & Gamble that we were ready to take action. The company’s response was to argue, in essence, that everybody did it. No one, they insisted, sold juice that was squeezed directly from the fruit, then sealed into containers.

A young FDA lawyer named Denise Zavagno was put in charge of the Citrus Hill case. Denise understood that I wanted to clean up the anarchy in food labeling, and she recognized that the agency’s credibility was at stake. In early negotiations, Procter & Gamble did not take us seriously, so we took the first step towards seizure, sending FDA representatives to a Minneapolis  warehouse to collect product samples. The next day we received a call from company lawyers. Suddenly they were ready to negotiate. Over the next forty-eight hours, as conference call followed upon conference call, agreement seemed to be in sight.

Our warning letter to Procter & Gamble set April 24 as the deadline for compliance. By chance, I was scheduled to speak before a group of food industry lawyers that day in Palm Beach Gardens, Florida, and I hoped to be able to announce a settlement. At 9 P.M. on the twenty-third, the phone rang at the FDA. Procter & Gamble refused to sign the agreement.

Denise called Margaret Porter, the agency’s chief counsel, to tell her that negotiations had failed. Margaret relayed the news to me in Florida.

“What do you want to do, David?” she asked.

Had I been more attuned to the consequences of seizing a mislabeled product after years of quiescence, I might have paused. Perhaps I should have asked myself whether I had come to Washington to confiscate cartons of orange juice. I ought at least to have considered whether I would be accused of taking on an “easy” target. But I had not been on the job long enough to think about such questions. It was not my intention to make a symbolic gesture. This was simply part of the FDA’s job, or so I thought.

I answered Margaret’s question with one of my own. “What did we tell them we would do?”

“We said we would seize the product.”

“Well, go seize it.”

I put down the phone and pulled out the text of my speech to the food industry lawyers. I needed to make some revisions.

 



 



THERE was a brief delay the following morning when the U.S. marshals, who had to accompany the local FDA staff to the site of the seizure, were sent instead to chase an escaped convict. They soon returned, having caught their man, and headed to the Super Valu warehouse, where they quickly encircled 24,000 half-gallon cartons of Citrus Hill with yellow tape. That, technically, was a seizure.

In Florida, about the same time, I began my speech. The food industry lawyers were dressed for golf.

I opened with comments about the agency’s poor record in policing food and about the food industry’s apparent belief that the only good FDA was a  weak one. I reminded my audience that I had taught food law and written about it.

They did not seem impressed. I had not yet mastered the art of reading an audience, but I was reasonably sure this one was listening with only half an ear. I persevered, moving towards a discussion of enforcement. “Protecting consumers against fraud requires first of all a willingness to enforce the law, a characteristic that has not been sufficiently apparent in recent years,” I said. This was still not enough to break their leisurely mood.

I added that I was convinced that the generic drugs scandal had happened because people thought they could get away with it. “If people perceive that their government is not protecting them against cheaters, they will not be confident that the same government is protecting them against unsafe or unwholesome food.”

Not much reaction. I was coming to the end of my typed draft.

“If the label claims that a product is low-calorie, we will see that it is low-calorie. If the container states that it contains juice, we will make certain that juice is what it contains.”

I looked hard at them and said, “This is not the idle talk of a new commissioner. We have taken a firm position on the use of the term ‘fresh’ on the food label.”

I paused before reading a new paragraph, written in longhand: “Today, the U.S. Attorney’s office in Minneapolis is filing on the FDA’s behalf a seizure action against Procter & Gamble’s Citrus Hill Fresh Choice orange juice product, made from concentrate. The use of the term ‘fresh’ on their product is false and misleading and confusing for consumers. Today’s action will send a clear message that the FDA will not tolerate such violations of the law. If you entertain any doubts about the steadfastness of the FDA where enforcement is concerned, please be disabused of this notion.”

I finally had their attention. Suddenly, my words about the agency’s enforcement powers, and our willingness to use them, took on new meaning. They decided their golf games could wait.

Within hours, the importance of media attention was made clear to me. Jeff Nesbit only learned about the seizure the night before it happened, but he immediately recognized it as an opportunity to publicize the agency’s new activist role and to push me into the limelight.

Jeff had told me he planned to videotape my Florida speech, but I had given little thought to the implications. I certainly did not realize he was  going to put a video news release of me announcing the seizure on satellite. That night the story was on national television, and the next morning it received major newspaper coverage. Some of the reports trivialized the seizure, calling it the United States versus 24,000 cartons of orange juice. But a few journalists realized that we had taken on a pillar of the food industry and were sending a strong signal that a new era in enforcement had dawned.

The agency’s switchboard began to light up. Charities were asking for the 24,000 cartons of orange juice, which were quickly donated to a local food bank in Minneapolis.

Denise Zavagno received a call from her mother. “I read in the paper about you and the orange juice,” she said. “You haven’t got anything better to do with your time?”

My son Ben, who at the time had a passion for professional wrestling, created a poster of me in the wrestling ring facing down a carton of Citrus Hill.

Finally, the CEO of Procter & Gamble’s beverage division called me directly and said the company had not thought we were serious. He admitted having made a mistake by walking away from the table. The company quickly relabeled its orange juice and the rest of the industry heard the message.

There was no need for further seizures. Unilever took “means fresh taste” off its Ragu tomato sauce, renamed it “Fino Italian,” and agreed to amend the ingredient list to be clear that the sauce was made from tomato concentrate. Within a few months, twenty other firms had removed “fresh” from their processed-food labels.

Mark Green, New York City’s commissioner of consumer affairs, praised the seizure. “The new FDA has done more about deceptive food claims in a week than it did in the past decade,” he said. ‘After years of the Federal government regarding consumers as a four-letter word, it’s wonderful to see the FDA metamorphosis from a lapdog into a watchdog.“

The critics were not so delighted. The Washington Times ridiculed the action. “It’s nice to know the FDA has found something to do besides stop AIDS patients and otherwise incurably ill people from trying drugs that the agency just isn’t sure are effective.”

My superiors at the Department of Health and Human Services were also less than enthusiastic, mostly because they had been caught off guard. Connie Horner, the deputy secretary, called me and spoke gently. She asked that next time I let the Department know in advance what was happening.

In truth, it had never occurred to me to go up the chain of command and  inform the Department. I believed I was acting appropriately in my capacity as commissioner. But for Horner, the risks of appointing an unknown to the FDA had been demonstrated. When she interviewed me for the job months earlier, Horner said, “David, once you’re Senate-confirmed, we lose all control.” Now, I am sure she saw that she had been right.

Back at FDA headquarters, someone strung up a banner that read, “The watchdog is back and it has teeth.” I was sending a wake-up call, an assertion of independence that the Washington establishment could not—and did not—ignore.
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JEFF NESBIT kept watching me, wondering whether I had the will to do whatever it took to protect the public health. Slowly I began to earn his confidence, and after Citrus Hill he decided to broach an idea with which he had been wrestling for some time.

Jeff leaned his lanky frame against the doorjamb in my office, waiting for a meeting to end. Then, as the others were filing out, he came across the room. From the look on his face, I thought he had some ordinary business to discuss. Instead, he said, “David, I want you to take on tobacco.”

Jeffs attitude was that if something could be done, and should be done, there was no excuse for not trying to do it. He was not one to wait until the moment was right; rather, he worked to create that moment. He did not ask me if I wanted to take on tobacco. He told me I should.

I had already discovered Jeff’s knack for identifying broad and timely issues, but this one seemed off the mark. We were barely beginning to dig out from under the avalanche of external interference and internal corruption that had threatened to bury the agency. The orange juice seizure had been a guerrilla action—it was dramatic and effective, but lasting change could only come from a major commitment of resources. What we needed was to craft a long-term food-labeling policy, and that’s what was on my mind.

Beyond that, I was still handling the basics. The agency needed expanded enforcement powers and more efficient management, and staff morale was only beginning to improve. I was also trying to build an Office of Criminal Investigations to fill the huge gap in the agency’s capabilities that Sudafed had revealed. Relying on the FBI had taken too long; I wanted to be able to run our investigations quickly to meet the needs not only of law enforcement,  but of public safety. I had just announced a plan to create a team of one hundred criminal investigators to do that.

Tobacco? I was not ready to grapple with it. I thought Jeff was crazy.

 



 



THE last time I had thought about tobacco regulation was in a Columbia Law School classroom. My co-teacher, Hal Edgar, loved teaching and loved the law. Nothing pleased him more than to demonstrate to students the untenable nature of their opinions. My approach was to focus on how decisions get made and how people can push a process to a conclusion. We were good foils for each other.

In May 1977, Action on Smoking and Health (ASH), a public interest group based at George Washington University, had submitted a petition to the FDA asking that the agency assert jurisdiction over cigarettes as a drug. Donald Kennedy, who was commissioner at the time, denied the petition, and ASH filed suit in U.S. District Court against the FDA.

Don Kennedy had his hands full in those days dealing with a proposed ban on saccharin, the artificial sweetener that had been shown to cause cancer in mice. At a congressional hearing, one senator asked Kennedy how he could propose to ban saccharin when he had done nothing to ban a much more dangerous product: cigarettes. Kennedy’s response was short and pointed. “Senator, I’ll be glad to go to work on the cigarette ban as soon as you give me the legislative authority to do so.”

This assumption that the FDA did not have jurisdiction delighted the tobacco industry. Anyone familiar with the ways of Washington doubted that Congress, so beholden to the industry, would ever consider anti-tobacco legislation.

With that history in mind, I posed a question to my class of second- and third-year law students. “The question,” I said, “is, why doesn’t the FDA regulate cigarettes?” I wanted them to imagine themselves in the role of commissioner of the Food and Drug Administration and to consider whether they should regulate cigarettes as drugs.

To answer, the class had to understand the statutory definition of a drug. I directed them to the relevant section of the law, which defined drugs in part as “articles (other than food) intended to affect the structure or any function of the body.” I emphasized the two components of the definition: a substance not only had to affect the structure or function of the body, but the  manufacturer had to intend that it do so. One of my students immediately understood the implications, and asked whether two manufacturers could make exactly the same product, one a drug, the other not. “The answer to that is yes,” Hal Edgar said promptly. He expanded his point. “Suppose you’re putting out sugar in a pill, and you are labeling this sugar ‘Miller’s Super Sugar will cure cancer.’ Anyone doubt that Super Sugar is a drug?”

No one did. The health claim made it a drug. But the same sugar, marketed simply as “Bill Miller’s Cane Sugar,” was different. Nobody thought that was a drug.

That standard also applied to tobacco. In ASH v. Harris, the Court of Appeals upheld the FDA’s decision not to regulate cigarettes as drugs because no evidence had been presented to demonstrate intent.

The discussion shifted to the political realities. “Is the reason cigarettes aren’t regulated because of the tobacco lobby?” one student asked.

I thought not. “Don Kennedy and all these commissioners, they don’t really care about the influence of the tobacco lobby. Congress may care...” I said.

Hal was indignant. “Don Kennedy doesn’t care about the influence of the tobacco lobby? Does Don Kennedy have a budget?”

Everyone paused, but I continued to argue that the power of the industry had diminished over the past decade, and that in any case, Kennedy’s job was to carry out the statute.

Returning to the ASH case, I asked, “Would you have brought this lawsuit?”

Hal said yes. Even predicting the likelihood of a defeat, he thought there was value in putting pressure on the FDA and forcing people to think about the issue. He added that ASH did not have to be the final word.

“I do not read this case as holding the commissioner can’t change his mind if he wants to,” Hal said. “Who knows what would happen if he did change his mind?”

 



 



 



 



IN subsequent years, the agency had deviated little from Kennedy’s position. Premier, a supposedly smokeless cigarette under development by R. J. Reynolds in the late 1980s, during Frank Young’s tenure as commissioner, offered one opportunity for the FDA to take action. Premier was unlike any cigarette ever seen before. It contained only a small amount of tobacco, and that seemed to have been added to diminish the chances that it would be regulated. The high-tech product had a carbon tip that, when lit, heated up tiny  aluminum balls impregnated with nicotine that were called “flavor beads.” Cut open, Premier looked like the shell casing of a bullet, and when it burned, it emitted an aerosol-type spray. Premier produced virtually no smoke and no tar at all. It delivered nicotine without burning tobacco. RJR wanted to market the product as an alternative to standard cigarette brands.

RJR knew it had to manage its government relations carefully in order to put Premier on the market “free of government interference or regulation,” as a company memo said, and it developed an aggressive strategy for doing just that. Among the company’s explicit objectives: “insure that FDA initially declines to assert jurisdiction ... neutralize key members of the Administration and Members of Congress so that there is not an overwhelming sentiment to force FDA jurisdiction.”

Whether Premier was a healthier product was not germane to the question of whether the FDA should regulate it. The question centered instead on intended use and its similarity to existing cigarettes. To FDA compliance officers—referred to as “puritans” by one RJR official—Premier looked like a novel nicotine-delivery system, but Commissioner Young seemed unable to make up his mind about taking action. Months went by, until finally he sent a letter to the chairman of R. J. Reynolds that was a model of ambiguity: “Whereas it is possible that we will decide the product does not come under our jurisdiction, it is also possible that we will decide that the product is subject to FDA regulation.”

By the time Young sent his mixed message, Premier was beginning to run into problems of a different sort. Senior executives at RJR who lit up the “delivery device” were appalled by its foul taste, which they described with locker-room epithets. Despite its $68 million investment, RJR halted tests on Premier in February 1989. The product never went on the market, and the FDA never had to make a decision. But the image of those nicotine-coated balls stayed in the minds of some at the agency.

 



 



 



ALTHOUGH I did nothing to encourage him, Jeff Nesbit did not give up hope that I might eventually confront the question of tobacco regulation. Jeff was a master of the corridor confrontation, buttonholing people and making his pitch to a captive audience. He raised the issue whenever he could, with anyone who would listen. Most people he spoke with thought him naïve. The tobacco industry is too big and too powerful, he was told. Going after it is a  fool’s errand, political suicide. Nesbit heard the same message over and over: the industry and its friends would come after us.

One afternoon in the spring of 1991, Jeff got into a heated argument with Gerry Meyer, one of the agency’s old-timers. It began when Jeff caught Gerry in the hallway and asked his oft-repeated question. “Why doesn’t the FDA regulate cigarettes? It doesn’t make any sense.”

Jeff continued insistently. “This consumer product kills more Americans than you can possibly imagine, and you won’t touch it. Why?”

“That’s a crazy idea,” snapped Gerry. “It’s a crock.”

Gerry and Jeff made a striking contrast. Jeff looked perpetually youthful, with the physique of a long-jumper, which he had been. His reputation as a careless dresser was second only to mine. Gerry was older, the professional who had seen everything and was implacable in his views. Despite his commitment to public health, he did not consider this an appropriate FDA issue. The agency risked losing the support of congressmen from tobacco-growing states, Gerry said, and might be putting its budget on the line. That could jeopardize its ability to do anything at all. Gerry knew that sort of thing had happened before. Once, after regulators pursued a beet processor who was grinding down larger, tougher beets to sell as the more tender small ones, the New York congressman in whose district the beet manufacturer operated slashed the agency appropriations, forcing extensive layoffs. Though the incident had occurred many years earlier, long-time staff had taken it to heart. Gerry was concerned that hostility from the Hill could again put us in serious jeopardy. “It’s a no-brainer,” he concluded.

Jeff was not convinced. I kept ducking his hints that I consider the case for tobacco regulation, and he kept ignoring my lukewarm response. Finally, to quiet him down, I agreed to schedule a briefing.

I wondered why Jeff kept pushing, but I did not ask. He did not tell me then that his father, a lifelong smoker who had often tried unsuccessfully to quit, was dying of cancer. His brother, ten years his junior, had also become an addicted smoker. Each day, before coming to the agency and again after work, Jeff visited his father at the hospital to say good-bye.

 



 



 



A “GOLDENROD,” so-called because it was printed on a yellowish-orange paper, was generally circulated before a briefing of the kind that Jeff requested. A goldenrod set out the agenda and typically included some background  to bring meeting participants up to speed on the issue of the day. According to the goldenrod, the formal purpose of the meeting was to discuss our position “on the regulation of cigarettes as drugs.” Summaries of several citizen petitions, a tool used by individuals or groups outside government to persuade government agencies to act, were attached.

Two petitions, filed in 1988, asked the agency to regulate Premier as a drug. Another claimed that by advertising low-tar cigarettes as safer than brands with normal levels of tar, manufacturers were selling a product that warranted FDA regulation. There had been no response by the agency. Still another petition, filed within months of my arrival at the agency, asked that Next, a new Philip Morris product being marketed as a “denicotinized” cigarette, be classified as a drug.

More than a dozen FDA scientists, lawyers, and administrators were invited to the briefing. I considered it a good opportunity to learn something about the personalities and philosophies of people who were still relatively unknown to me.

At 3 P.M. on May 2, 1991, everyone filed into a conference room on the fourteenth floor. The building faced north, excluding direct sun; the only natural light came from windows on the narrow, far wall. Previous commissioners had sat at one end of the long table in a chair with a higher back than the others; the remaining chairs had been allocated in a descending order of rank. I abandoned the “throne,” choosing instead to sit halfway down one side of the table in a low-back chair. I could see that the absence of hierarchy was unsettling for the junior people, who did not know where to sit.

Portraits of my fourteen predecessors hung on the wall. As I looked at the starched collar of Harvey Wiley, who had threatened the interests of industry for the sake of the public health, I remembered reading a comment of his that I found appealing. “I began my public career without any idea of being quarrelsome and belligerent,” Wiley had declared. “But from my entry into public life I became a belligerent in, I think, the best sense of the term. I fought with all my power for what I considered to be right.”

Then there was Walter Campbell, whose tenure from 1921 until 1944 was marked by a crackdown on quack medicines and lax food standards. There had been ten more commissioners between Campbell’s departure and Frank Young’s appointment in 1984, a succession accelerated by the agency’s heightened visibility and political vulnerability. Many of the later faces gazing down on the conference room had dealt with the pressures of increasingly  sophisticated industry lobbying and the intrusive political agendas of the White House and Capitol Hill. None had seriously challenged the hands-off policy on tobacco.

 



 



 



I ASKED Jeff to begin. He made a passionate case that smoking was such an overwhelming public health crisis that we could no longer ignore it. He used the grounds on which he felt the strongest, his sense of the current political climate, arguing that the White House was not likely to stand in our way if we explored the possibility of regulating tobacco. He believed that George Bush was likely to be more sympathetic than Ronald Reagan, who earlier in his career had appeared in advertisements for Chesterfields. Equally important, he thought that Secretary Louis Sullivan would back us. I thought Jeff was probably right about Sullivan; I was less sure about Bush.

Knowing that he was facing battle-weary veterans of wars on Capitol Hill, Jeff was careful to emphasize his belief that the power of the tobacco lobby was no longer secure. Though large segments of Congress had once been beholden to the tobacco industry, he thought that its hard-core influence had shrunk to five or six states. He also pointed out that even that influence had not been tested for many years because the legislative challenges to tobacco had been so few.

When Jeff concluded his presentation, I said nothing, although I knew that the dangers of smoking, however real, did not by themselves provide a basis for regulating cigarettes. I went around the table to ask for comments.

It was quickly evident that Gerry Meyer led the opposition forces. In a tangible sense, Gerry represented the agency’s institutional memory. I was the seventh commissioner under whom he had worked. As he acquired seniority at the FDA, he had made it part of his job to protect the commissioner. Over the years, he had hired many of the senior staff and had worked hard to see that his perspective and opinions were given due weight when policy decisions were made.

On tobacco, Gerry’s arguments had nothing to do with whether or not smoking was lethal. Unlike most of us in that conference room, he had seen that in clinical detail during a ten-year stint with the National Cancer Institute. In 1962, he helped to set up a medical school in Ghana. Because the West African program was short of staff, Gerry assisted with autopsies. He never  forgot the sight of lungs black and gummy with tar of people who had been heavy smokers.

Yet he was convinced that the FDA was not equipped to deal with tobacco as a public health issue. Gerry’s main thrust was a more decorous reprise of what he had said to Jeff in their hallway argument: investigating tobacco would burn up too many resources and invite reprisal from the Hill or the White House through budget cuts. He was also dubious about where Secretary Sullivan might stand. “Will he be there if you get into trouble?” he asked rhetorically. Gerry suggested that the whole issue be diverted to the Drug Enforcement Agency, which could consider regulating tobacco as a “controlled substance,” like heroin or cocaine. I thought this a flier that nobody could take too seriously, but Gerry was in earnest.

Gerry’s colleague, Dan Michels, was equally determined to leave tobacco alone, partly out of fear of reviving the kinds of pressures the generic drugs scandal had engendered. As the head of drug compliance, Dan had been embroiled with the Hill twelve hours a day, six days a week, for months on end, responding to exhaustive calls for documents, facing hostile interrogations, and seeing the honor of the entire agency tarnished by the outrageous actions of a few. They had been the toughest of his thirty years with the FDA. Standing over six feet, two inches and heavyset with a graying beard, Dan looked every bit a stern compliance officer. But the prospect of another bloodying on the Hill was too much for him to contemplate. He saw tobacco as “the big muddy,” a swamp from which the FDA would not be able to extricate itself.

Dan Michels and Gerry Meyer sat together on one side of a divided agency. Catherine Lorraine, an attorney in the general counsel’s office, sat on the other.

Catherine grew up in Richmond, Virginia, a city noted not only for its aromas of honeysuckle and magnolia but also for being a major center of the American tobacco industry. Her father was proud of his family’s Virginia roots, and when Catherine was a child he made a point of taking her to places where his ancestors had lived or worked. To visit the railroad station where a great-grandfather had earned his living, they would drive past the tobacco warehouse district. Catherine always remembered the rich, sweet smell of curing leaves in the squat, brick buildings.

As a student in the 1960s, Catherine studied art history at Yale and worked  as a paralegal at a New Haven law firm that defended black radical groups. Her venture out of the South to an Ivy League school in that politically charged era helped define her professional goals and her style. She held strong views but they were couched in a soft-spoken manner. When she graduated from law school at the University of Virginia, becoming the first woman in her family to pursue a professional career, she looked toward public service. Her first job was at the Department of Education, and in 1986 she signed on at the FDA.

Those were conservative times, and Catherine was frustrated when the FDA passed up opportunities to be more aggressive. By the time Jeff Nesbit called for his briefing, she was convinced that the tobacco lobby was as powerful as any single interest in the country, and she viewed it as ruthless. Catherine had been dismayed to learn that several of her predecessors in the FDA’s general counsel’s office had been seduced by its largesse, opting to work for the industry after tenures at the FDA. Ultimately, she was bothered most by the defection of Richard Merrill, who had been dean of the University of Virginia Law School and who helped to imbue her with an enthusiasm for the FDA.

Catherine wanted an opportunity to speak out, but Dan Michels and Gerry Meyer had made it seem foolhardy to take on tobacco. She glanced at me for some reaction, but I offered none. I was determined to remain neutral.

With only a few moments to compose her thoughts, Catherine sought some way to pack all of her feelings into a few words, without sounding too emotional. Her words lingered long in my memory. “This is the most important thing we can do,” she said crisply. “If we take it up, I’m willing to spend the rest of my career working on it.”

At this, Dan Michels rolled his eyes and muttered, “Oh geez, Catherine, come on!”

We moved on. After Catherine’s quiet but passionate statement of support, it was the turn of her boss, Margaret Porter, the agency’s chief counsel, to speak. Margaret had reviewed the petitions carefully and had seen an association that was only on the fringes of my awareness—the link between my commitment to stronger enforcement on public health issues and the challenge of tobacco. Without much elaboration, Margaret said that if I decided to tackle the issue she was ready to make the resources of her office available. I heard her words as elegant code for “taking this up is not such a dumb idea.”

My gaze fell next on Kevin Budich, who had tried to push the agency forward  on Premier. After ten years as a field inspector, where his job of monitoring product safety included visiting farms to ensure that pesticide levels fell within legal limits, making unannounced visits to drug-manufacturing plants, and assessing flaws in hospital equipment, Kevin had earned a reputation as a compliance hawk. He had also been involved in a number of nicotine-related issues over the years, but now he felt as if he were walking a tightrope. Knowing that his supervisors did not want any part of tobacco, he was noncommittal to the point of being evasive. I looked at him oddly for a moment, not quite understanding where he stood.

Nothing else that was said changed my sense of the divisions in the room. I revealed little of my own thinking as the briefing came to a close. “Look, there are a lot of other things that I need to take on first,” I said. “But I’ll get around to this.”

With that message, I seemed to have satisfied the first law of neutrality, sending both sides away with a sense of victory. Leaving the room, Dan Michels said to himself, “We ain’t going to do it.”

Kevin Budich went back to his office and told his colleagues, “Something is going to happen here.”

Others thought the fact that I had held the meeting at all was a sign of interest, and they may have been right, although I certainly was not focused on the subject. For one thing, I did not think the agency was ready. Although we were beginning to recover from the generic drug scandal, we had not yet earned a reputation for accomplishment, and many at the agency still felt highly vulnerable to attack. This wait-and-see attitude was reassuring to the tobacco industry, which had asked its contacts on the Hill how the agency was going to handle the citizen petitions. “Don’t worry about a lot happening on this for the foreseeable future,” one congressional staffer predicted.

A few months later, at a meeting of the National Cancer Advisory Board, I stammered uncomfortably when asked by a board member about the FDA’s willingness to do something about tobacco. Then I said the decision was out of our hands. Our jurisdiction is vast, I said, but “there are a few things in life that probably aren’t foods, drugs, medical devices, or cosmetics, things that fall between the cracks. A cigarette is one.”

I said that day that once we classified cigarettes as drugs, we would be required to ban them altogether. “There is no alternative,” I stated. Perhaps I was just looking for an easy out when I added that Congress sets the mandate for the agency and Congress would therefore have to give us new power to  act. At that moment, despite my longstanding interest in cancer research and the time I had spent becoming an expert on the comparatively minor carcinogenic risks in food, I shrugged off the question.

Had I thought about it, I would have realized that my answer did not get to the heart of the laws that defined a drug—to the question of intent. But of course, no one had ever tried to determine the nature of the industry’s intentions.
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I WAS not being disingenuous when I told my staff that I had lots to do before I could grapple with tobacco. We were on the alert for product tamperings, and there were many. One sloppy extortion attempt revolved around a threat to inject AIDS-contaminated blood into meat; in another, baby food was the target. Then, an angry political group threatened to poison tea imported from Sri Lanka.

The challenges surrounding access to safe and effective drugs were always center stage for the agency. When New York City’s health commissioner told me that a manufacturer had stopped producing a crucial drug to treat tuberculosis, leading to a dangerous shortage, we had to convince other companies to take over production. When we discovered that an ingredient in one diet drug swelled inside the body after use, leading to intestinal obstruction, we quickly decided to pull it from the market.

We also had to act when our inspectors found that some discount brands of canned tuna were subject to unusually high rates of decomposition and when state health departments complained that condoms manufactured in Thailand had high breakage rates. We had to decide what to do about reports that cholera-contaminated water was being brought to U.S. shores aboard South American ships and how to safeguard the blood supply when patients started dying from bacterial infections after transfusions.

And we were constantly accountable to Capitol Hill. A manufacturer complained that we were stonewalling approval of his product, a component of snake venom to treat AIDS, and his senator called me to demand an explanation. The staff of a congressman who prided himself on his aggressive  defense of consumer rights developed the irritating habit of faxing complaints about agency activities to us late on Friday afternoons. Invariably, we would get a telephone call from the press asking for comment at almost the same moment that we first learned of the issue.

The need for answers often preceded the availability of data. Should we allow military troops to use therapies of uncertain safety and effectiveness in the hopes of protecting them against the risk of biological warfare? Were the minute quantities of lead detected in wine enough to create risk for human beings? How alarming was a single study suggesting a link between hair dye and non-Hodgkin’s lymphoma? Had the safety of breast implants been demonstrated? Often, I had to base my decisions on sketchy science, with the media invariably nipping at the agency’s heels. If we took no action in response to even a whisper of risk, we would be attacked. And if we did take action, we would often be asked why we had not done so earlier.

 



 



 



 



BUT I did not want my time to be spent exclusively on short-term emergencies. I soon realized that I had to move issues myself, or I would always be responding to events I could not control. I began keeping a mental list of my priorities, both large and small, so that I could push for action on them.

I had come to the FDA with one issue about which I cared deeply. As a physician who had worked in the Bronx during the 1980s, I understood what the AIDS epidemic was about, and I wanted to make it one of my top priorities. It was hard for those untouched by the brutal infectious disease to appreciate the level of desperation in affected communities. A few drugs were available to treat the opportunistic infections associated with AIDS, but there was nothing besides AZT to keep the virus itself in check.

Well-organized activists emerged to fight the bureaucracies they saw as impediments to effective treatment. They never followed a game plan. Instead, they just kept identifying obstacles to their goals and finding ways to storm past those obstacles. Two years before my arrival at the agency, demonstrators had targeted the FDA and surrounded the Parklawn building, carrying placards that read “R.I.P. Killed by the FDA” and “FDA red tape killed me.” They hanged Frank Young in effigy.

The activists were demanding the right to try any new drug, regardless of how little was known about it. Ellen Cooper, a young and inspiring physician  who headed the agency’s antiviral division, insisted on first having scientifically rigorous data to demonstrate that drugs worked. The law required that but it led to her being branded an inflexible guardian of FDA tradition. Although her dedication was never in doubt—she had worked almost around the clock to analyze the data on AZT, allowing the drug to be approved in record time—she became the lightning rod for a community’s fury.

The worst moment came when she was publicly called a murderer. That flourish came from Larry Kramer, a New York City playwright and the founder of ACT-UP, the confrontational grassroots organization behind most of the visible protest activities of that era. The remark, though inappropriate and unfair, was vintage Kramer. It was in the tradition of “A Call to Riot,” an April 1990 piece he wrote for Outweek. In that article he declared, “We are being royally fucked over, screwed to death. ... [I]ntentionally allowed to die is no longer hyperbole, exaggeration, opinion—it is fact. The systems this government has in operation simply could not move any more slowly.” The sentiments did not win him a lot of allies among my colleagues.

Such language had begun to diminish by the time I came to the agency. The ranks of the activists had been depleted by illness and death. I saw how exhausted the survivors had become—yet how determined they were to keep on fighting. I did not think it was right to leave them alone in their battles. I also thought there were sound public health reasons for addressing their concerns. For their part, the activists had become more sophisticated about how the drug development and approval process worked, and they were ready to work with the agency. The moment was ripe, it seemed to me, to look again at the rules that controlled access to treatment.

Ellen Cooper was too exhausted to stay and be part of the process. Within weeks of my arrival, she submitted her resignation, a victim of frustration and burnout. I asked her to reconsider, but she had made her decision. Dramatizing the seesawing alliances that characterized the environment, Larry Kramer wrote an angry three-page letter about Cooper’s resignation, sending copies to dozens of public health officials, activists, and journalists. This time, he offered a lament for Cooper. “We shall miss her terribly,” he wrote. He also told a New York Times reporter, “She’s been like Joan of Arc.”

I began to widen the agency’s contacts with the AIDS community. At first, I did a lot of listening. Over time, I came to respect Kramer, who was gentler and more thoughtful in private, and we became friends. I also developed a collegial relationship with Martin Delaney from San Francisco. Delaney was in  his fifties, older than many of the activists who dominated ACT-UP. He came to prominence as the founder of Project Inform, which taught people with AIDS how to smuggle unapproved drugs into the country from Mexican pharmacies. But he was also comfortable in a traditional business milieu, where he had worked for many years. While ACT-UP was at the barricades, bringing media attention and public sympathy to its cause, Delaney was concentrating on making the connections that gave him influence inside the system.

I let Delaney, Kramer, and other activists know that I was interested in strategies to put drugs into the hands of people with AIDS before the usual raft of studies had been completed. Even before my confirmation, I had begun thinking about a “conditional approval” process. The challenge was to identify an earlier-than-ideal point along the drug approval path when an urgently needed drug might reasonably be made available to patients. I did not want to wait until we knew beyond any doubt that the drug was ready for marketing. Instead, I wanted to make certain drugs available when there was some evidence that they could possibly slow, moderate, or relieve the advancement of disease in patients whose need was urgent. At the same time, I wanted a strategy that would allow the traditional battery of tests to continue so that the safety and efficacy of the compound could ultimately be documented.

Robert Temple, the FDA’s most senior drug reviewer, had spent most of his professional life at the agency, and he knew more about the evaluation of drugs than anyone else there. He was dedicated to the FDA’s mission, and though he did not embrace change lightly, he could be persuaded by powerful ideas. Shortly after I arrived, I asked him to develop a strategy to accelerate drug approvals, knowing that if he could design something with which he felt comfortable, I would be able to sell it to others and feel confident that our approval standards emerged intact.

I was convinced that we had to take risks. As a consumer protection agency, the FDA had historically focused almost single-mindedly on keeping unsafe or ineffective drugs off the market. Speeding access to urgently needed products was not nearly so deeply ingrained in our culture. The assumption was that good science was possible only through a painstaking analysis of a mountain of empirical data, regardless of how long the process took. Many drug reviewers had become accustomed to working at an academic tempo, largely devoid of deadline pressure. “Do you want it fast or do you want it right?” was a common refrain.

Temple proposed allowing significant new drugs to be approved on the basis of a two-stage evaluation. Usually the FDA required that a drug demonstrate clinical benefit, such as reducing the risk of heart attacks or extending life. But that takes time, and meanwhile, other evidence of a drug’s effect—for example, the ability to lower cholesterol—often becomes apparent. Bob’s idea was to approve a drug on the basis of an earlier “surrogate,” while requiring that it continue to be closely monitored. If results did not live up to expectations, the drug could be pulled from the market.

Temple was filled with reservations about his own concept, haunted by failures from the past, particularly the cardiac arrhythmia suppression trial. In CAST, two drugs had worked as intended, suppressing the abnormal rhythms that increase the risk of sudden death in patients who had already had heart attacks. But the study showed, unexpectedly, that the people who had taken the drugs were two and a half times more likely to die than patients who had not. A symptom had been dealt with at the cost of exacerbating the disease. CAST was a stark warning to proceed cautiously with the use of surrogates.

 



 



 



I SOON had an opportunity to test the conditional approval idea on a new AIDS antiviral drug called ddI. Our scientific experts told us that drugs that increased CD-4 cell counts, a critical barometer of immune strength, could reliably be expected to extend the lives of people with AIDS. That gave us a surrogate marker. We called the manufacturer, Bristol-Myers, which had already completed an early-stage clinical trial of ddI but had not yet analyzed the results, and asked for their data. Asking a pharmaceutical company to bring undigested data to the FDA so that our reviewers could conduct their own analyses was an almost unheard-of cultural change. Instead of saying, “Prove the merits of your drug,” we were saying, “How can we get this drug through the system if it works?” It was also a significant risk. Our job as a gatekeeper was to be an objective evaluator of data, not an advocate of an unproven therapy.

The FDA’s Antiviral Drugs Advisory Committee met in mid-July 1991 to consider ddI. Bristol-Myers’s approval application was based on four studies that enrolled a total of only 170 subjects, not remotely balanced to represent a true picture of the AIDS population. The studies provided no comparative data on the baseline health of the different patient groups, the nature of the  clinical care they received, or the impact of differences in study design. Furthermore, even if these early clinical trials had been better designed, they would have been expected only to establish some degree of drug safety, not to determine the drug’s effectiveness. Had the company relied on the same level of data to ask us to approve a new painkiller or an anti-inflammatory medication, it would have been told to go back and finish its homework.

Although FDA reviewers added marginally to the case for declaring ddI safe and effective by describing their independent analyses of the Bristol-Myers data, the committee was alarmed. “These studies do not push the frontier of knowledge,” said Alvin Novick of Yale University. “These totally undermine our confidence in how to do clinical trials.”

It was a long, tense day. The meeting room was stuffy, the air conditioning inefficient, and everyone was frustrated. Advisory Committee members were pained by the inconclusive evidence. The activists felt that the human need for ddI was being sacrificed on the altar of exacting data. A representative from Bristol-Myers wondered out loud whether AIDS drug development was worth the trouble. When the meeting adjourned at 9 P.M., more than twelve hours after it began, everyone thought the ddI application was in trouble. At dinner late that night, committee members were somber. They wanted the drug to work, but desire was not enough. The evidence did not seem to be there.

But the agency had done something else unprecedented. On the second day of the meeting, FDA reviewers presented an interim analysis of a different study, one that Bristol-Myers had not even looked at. This study met all of the FDA’s traditional design standards, with a single exception: it was a year away from completion. Nonetheless, the FDA review showed a consistent, if tiny, increase in CD-4 cell counts among patients using ddI.

As the advisory committee debated the evidence, I sensed that several members were undecided. I tried to convey the message that in this case, the greatest risk could be refusing to take a risk. In the end, an average bump of ten CD-4 cells among patients taking ddI was enough. The science, while far from conclusive, pointed in the right direction. By a vote of five to two, with one abstention and one member disqualified from voting because of his own ddI research, the committee recommended that the drug be approved. We finally had a model for accelerating the approval of drugs for serious and life-threatening diseases. Over the next nine months, more definitive trials were  completed that confirmed the safety and effectiveness of ddI. And over the next few years, the same process was used for a dozen AIDS drugs, as well as for treatments for breast cancer, heart disease, stroke, diabetes, rheumatoid arthritis, and respiratory distress syndrome.

After that experience, my sense of what I needed to do as commissioner began to change. I saw that I could do more than merely bounce from crisis to crisis.
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AFTER the seizure of Citrus Hill orange juice, I called a meeting with the senior people from the Center for Foods and asked, “What’s next?” We decided to focus on the industrywide practice of proclaiming that vegetable oil had “no cholesterol.” This, of course, was an absurd claim. As one newspaper editorial noted, vegetable oils have never contained cholesterol, which is found only in animal products, and the label wording was as relevant as saying “contains no nuclear waste.” Yet to a health-conscious shopper, “no cholesterol” looked like good news. The labels met the legal definition of misleading, and we warned the manufacturers to change them. Within weeks they all agreed.

We now started taking enforcement action at a pace that Washington had not seen from the FDA in years. With our will to enforce the law no longer in doubt, the agency was treated seriously as a policeman in the marketplace, and our skirmishes became big news. Headlines and magazine cover stories trumpeted the new climate at the FDA. “Regulatory Chief Stirs Up Business,” announced the Wall Street Journal. Newsweek’s cover read “Feeding Frenzy,” and Business Week declared, “FDA Is Swinging a Sufficiently Large Two by Four.” The Washington Post called me “Eliot Knessler,” a play on the name of the Prohibition Era gangbuster. I could have done without the nickname, but if it was taken as a sign of the agency’s renewed credibility, I was not going to object.

I knew that our aggressive stance was good for agency morale, but it took longer to discover that it was also something the public very much wanted. Consumers needed to know that the FDA would stand up for them, and that gave us a certain amount of independence. My relationships with the  Department of Health and Human Services were more delicate. The Bush administration believed in deregulation, and we were a regulatory agency. I had to remain accountable to my bosses, yet I was determined to enforce the law. I also had to consider questions to which there were no simple answers. How did the philosophy of deregulation apply to health and safety? Whose job was it to decide? And what did the President think? I had certain day-today responsibilities, but the chain of command between me and the President was lengthy. To date, President Bush and I had been together just once in the White House, for a photo opportunity when the accelerated drug review regulations were announced.

My early days in Washington were far from an unbroken string of victories. Tensions with the Department began to rise, and they were not always about policy. Michael Calhoun, Secretary Sullivan’s chief of staff, was especially upset about all of the media coverage I was generating. When The New York Times Magazine ran a cover story on me, there was apoplexy on the executive floor of the Department. My political naïveté might have been showing, but I did not fully understand why my increasingly high profile was perceived as an act of disloyalty to Sullivan.

Having the media focused tightly on me and the agency had other perils as well. For one thing, I was a novice when the networks came calling, and I had not yet learned to think tactically about the role of the news media. Initially, the ability to formulate a crisp sound bite, or any sound bite at all, eluded me.

My worst moment came on Good Morning, America in May 1991. I was not sophisticated enough to prepare in advance, thinking neither about the questions I was likely to be asked nor about the message I wanted to deliver. Worse, I had no idea what to expect from an interview conducted via satellite. I was installed in a dark cubicle, facing a remotely controlled camera. The anchor, Charlie Gibson, was nowhere in sight, and I heard nothing until the lead-in to the segment. And then, suddenly, a voice began asking me questions through my earpiece. The interrogation felt Kafkaesque. Without any clues from body language, I did not know when to stop talking, so I rambled on, unable to complete a coherent sentence. I gestured with my hands as if they were disembodied objects. Gibson must have been astonished that the head of a federal agency could be so inarticulate. When it was over, I vowed I would never appear on television again.

Sharan Kuperman of the FDA’s press office told me adamantly that I had to  put myself in the hands of a media coach. I refused. She insisted, explaining that the agency had a contractual arrangement and that no additional costs would be incurred. I could not believe the government paid for this sort of thing. Eventually she wore me down, but I approached the whole exercise with a measure of hostility. When I was offered a sandwich on my first visit, I took out my wallet to pay for it. I did not want anyone doing me any favors. To me, there was something slick about being trained to talk to the press—which meant learning to deflect difficult questions and to stay on message—and I did not want to be slick. My perhaps innocent view was that if I had something substantive to say, I did not need to learn how to say it. I did not yet understand how the media could help advance an issue and create a safety net for me.

 



 



 



NOT only do the FDA’s decisions have huge public health implications, but they also affect people with powerful interests and the resources to protect those interests. My first taste of what happens when a government official gets in the way of an industry with clout was when I had to testify before Henry Waxman’s Subcommittee on Health and the Environment about the need for additional FDA enforcement powers.

The FDA desperately needed basic enforcement tools, including greater access to manufacturing, ingredient, and quality control records, more extensive powers to recall a product and issue subpoenas, and the ability to embargo suspect foods. The absence of those tools reflected an artifact of history: the agency had been empowered when regulatory agencies were few, and even in the flush of the reforming zeal of the New Deal, federal enforcement authority was less favored than action by the states. Congress was considering legislation intended to correct that and to give the FDA the clear-cut federal powers that newer agencies, such as the Environmental Protection Agency, took for granted. In the course of the debate, I learned a lesson about power, which took the form of what I came to call the incredible shrinking testimony.

Under an Executive Order issued by President Reagan, I was required to secure approval from the Office of Management and Budget for my opening statement in support of the enforcement bill. In recent years, OMB had developed a culture that fit comfortably within the Reagan and Bush administrations. To many of the OMB staff, there was no such thing as a good regulation. When OMB’s cuts and revisions to my testimony were returned to me, I saw that they had utterly transformed my message.

Talking of our need to embargo products that were in violation of the law I had written, “FDA’s current authorities in this area are very limited.” The OMB version, written by an unknown hand, was “appropriately limited,” completely changing the meaning.

On the agency’s limited power to investigate, my draft read, “What may be surprising is that, except for prescription drugs and restricted medical devices... FDA inspectors lack the authority to examine records that may be crucial to an investigation....” The OMB censor removed the opening phrase so that it read, “For prescription drugs and restricted medical devices ... FDA investigators have the authority to examine records....” Strictly true, of course, but not my point.

I had no way of knowing the extent to which the food, pharmaceutical, and medical device industries had mustered their forces to oppose the enforcement bill, but I knew that someone had more influence at the highest levels of government than I did. I also knew that I could never go in front of the Waxman committee and utter the testimony as OMB had rewritten it. OMB could prevent me from saying certain things, but I was not going to let it put words in my mouth.
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