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Dedicated to my children, Ami, Noa, Aiden, and Leila. May you realize your capacity to take on challenges not only in the lives of the people close to you but in the world around us, and bring healing in the process.


 

“The best way out is always through.”

Robert Frost

“Do not despair of our present difficulties but believe always in the promise and greatness of America, because nothing is inevitable here. Americans never quit. We never surrender. We never hide from history. We make history.”

John S. McCain


 

Opioid Overdose Deaths: Visualizing a Nation in Pain(1)
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In 2000, 11,000 people died from opioid overdoses in the US, attributed to overprescribing of and abuse of OxyContin.
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In 2005, 15,000 people died from opioid overdoses in the US as “hot zones” emerged across the country.
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In 2010, 20,000 people died from opioid overdoses in the US as heroin filled the void after a crackdown on overprescribing.
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In 2015, 33,000 people died from opioid overdoses in the US as illegal sources of fentanyl drove an accelerating death toll.

_________________________

(1) The data depicted in these images is based on the Centers for Disease Control and Prevention’s (CDC) National Center for Health Statistics (NCHS) publications “Drug Poisoning Death Rates by County” for the respective years. Current and more detailed information, including CDC’s Data Visualization Gallery, is available at https://www.cdc.gov/nchs/data-visualization/drug-poisoning-mortality/index.htm.


 

Foreword

When Harry first approached me about contributing to The United States of Opioids: A Prescription for Liberating a Nation in Pain, I was ambivalent. I had never openly spoken in public about my own addiction to opioids and painkillers. I wasn’t sure that I was ready to share on such a personal topic.

Then, in August 2018, I decided that it was time. I was on The Today Show to promote my latest album, Where No One Stands Alone, a tribute to my father. Jenna Bush Hager asked me a direct question in the interview about addiction. The timing was no accident. I decided to share. It wasn’t easy to talk about such a painful topic, but it was too important not to speak out.

“I’m not perfect,” I said. “My father wasn’t perfect, no one’s perfect. It’s what you do with it after you learn and then you try to help others with it.”

The realization that led me to share my experience publicly on this topic and to contribute this foreword was this desire to help other people. As I write this, I think of my four children, who gave me the purpose to heal, and the countless parents who have lost children to opioids and other drugs. Across America and the world, people are dying in mind-boggling numbers because of opioid and other drug overdoses. Many more people are suffering silently, addicted to opioids and other substances. I am writing this in the hope that I can play a small part in focusing attention on this terrible crisis.

I experienced firsthand how hard it is to cut through all of the bad information out there to get help. We all need to educate ourselves and the people around us on the dangers of opioids and other drugs, and understand what we can do to keep ourselves and the people we love safe. In writing The United States of Opioids, Harry has provided not just a must-read account of the story of the opioid crisis, but essential tools that all of us can use to prevent more harm and intervene in the lives of everyone around us who needs help.

Whether you are a person struggling with opioids yourself, or a parent worried about your children or friends and family, the first challenge is getting access to good information. The opioid crisis is not happening to other people. It is not only a problem for doctors and addiction treatment professionals. Harry has taken lessons learned working inside our health system and distilled them into practical tools to drive positive change.

A separate challenge is the issue of shame. We live in a culture of shame that keeps us afraid of being honest about what we are dealing with. We are embarrassed to be vulnerable. We are so afraid of being stigmatized, of being judged, that we do not talk about what’s really going on. We allow shame to prevent us from reaching out for help.

This is a unique challenge for people living with fame. I have seen it up close with too many people I have loved. I have experienced it myself. It is hard to understand what exactly is going wrong. How much of this crisis is about people in pain? Drug companies? Doctors now knowing what they are doing? I have seen too many times the tragic consequences of drugs taking people from us too soon. What I know is that, at one and the same time, the danger is avoidable, and yet none of us is immune from it. Acknowledging that we are all at risk is a not a measure of weakness, but of honesty.

You may read this and wonder how, after losing people close to me, I also fell prey to opioids. I was recovering after the birth of my daughters, Vivienne and Finley, when a doctor prescribed me opioids for pain. What makes opioids so dangerous is their addictiveness. It only took a short-term prescription of opioids in the hospital for me to feel the need to keep taking them.

It was a difficult path to overcome this dependence, and to put my life back together. Even in recent years, I have seen too many people I loved struggle with addiction and die tragically from this epidemic.

It is time for us to say goodbye to shame about addiction. We have to stop blaming and judging ourselves and the people around us.

We need to do what we can, to use our resources and creativity to overcome this problem. That starts with sharing our stories. It is time that we do so and that we dedicate ourselves to doing what we can to prevent more people from dying, and to support the people around us who are living with addiction.

Where do we go from here? Harry has written a powerful book that is a starting point. The United States of Opioids is a call to action with tangible steps that we can all take. Harry delivers insights into the challenges facing our health system—doctors, hospitals, and addiction treatment providers—and also offers steps that we can all take as parents and with everyone else in our lives. This message is essential and timely. I hope that you will join in the work of taking on the opioid crisis.

I am grateful to be alive today, and to have four beautiful children who have given me a sense of purpose that has carried me through dark times. If you are reading this, I hope you are able to join me in feeling that same sense of gratitude and purpose in your life. If you are not, I hope you will use The United States of Opioids to find the strength and the help that you need, and to get to a place of strength and support.

Lisa Marie Presley


 

Introduction

THIS IS PERSONAL.

In 2009, the drug overdose story of the year was Michael Jackson. He had taken a lethal mix of opioids, benzodiazepines (highly addictive anti-anxiety medications and sedatives that are a frequent complicating factor in many overdoses), and the anesthetic propofol, injected to force sleep. The doctor in charge when Jackson died, Conrad Murray, was arrested and charged criminally. As a healthcare lawyer who has worked with many doctors involved in opioid issues, I found myself taking calls from several other doctors who had also treated Jackson and were worried they’d be investigated next. The first doctor to reach me was beside himself. He told me he’d prescribed painkillers to Jackson under false names to protect his famous patient’s privacy.

These calls fit a pattern: doctors were second-guessing whether they had given the celebrity too much leeway and applied relaxed standards in prescribing. Critical documentation to justify the prescription was missing. My job was to help the doctor understand what questions to expect from the medical board, and to strategize about how to take accountability and respond when the medical board and the Drug Enforcement Administration (DEA) investigated.

I tried to reassure this doctor that it wouldn’t be the end of the world; no matter what mistakes he had made, there was still a chance to express remorse, demonstrate self-awareness, and establish that he took compliance seriously. I told the doctor that I’d been down this path many times, and that he needed to take a deep breath and not panic. After nearly an hour on the phone, he seemed calmer and made an appointment to come into the office the next afternoon.

He didn’t show up for our appointment. I had a feeling something was wrong. Sure enough, I got the news a few days later: he had been found dead after having taken a lethal dose of opioids, ending his own life.

Even now, nearly a decade later, I think about this doctor frequently. It wasn’t even a story that made the newspaper. This doctor was just one more faceless victim of the massive crisis we all now face.

Closer to home, I have watched three good friends, whose kids are just a few years older than mine, struggle with addiction and recovery, relapses and setbacks, and the continual challenge to stay clean. The most painful stories, of course, are of kids—and adults—who aren’t coming back. I think of Mark, a twenty-year-old whose parents got him into treatment. He took off a few weeks later, leaving the treatment program to use again. After spending days looking for him, his parents finally found him living on the street, and persuaded him to try again to get clean. He seemed ready. The last thing he decided to do before resuming treatment was to use up the last of his stash. It would turn out to be the last thing he ever did: he overdosed and died en route to the hospital.

There is no single pattern to the lives ended or disrupted by this crisis. The risks cut across socioeconomics, age, race, ethnicity, and geography. The victims of this crisis are as likely as not to have been raised in loving, stable homes. Sometimes, their stories begin with something medical—a surgery or a condition involving pain leading to medication. Sometimes, they expand the circle of addiction by sharing these highly addictive medications with friends and relatives. Sometimes, their stories are as simple as someone feeling lonely and isolated and self-medicating away the anxiety.

These stories have come together not only in an incomprehensible and steadily climbing overdose death toll—the face of the crisis—but also in countless numbers of people struggling without solutions for their pain and without options to treat addiction effectively. I write this book in the hope that, together, with a deeper understanding of the underlying challenge and the options ahead of us, we can stem the tide, save lives, and improve care for people struggling with pain and for people living with addiction.

Before we can solve the opioid crisis, we all need to understand it—not just policy wonks, doctors, and law enforcement, but also educators, employers, parents, and peers. We need to come to terms with the people and problems whose care we have ignored. We need to come to terms with the gaps in our treatment of addiction, which are a legacy of treating addiction as an issue separate and distinct from the rest of healthcare. Ultimately, we need to address and fix the culture of shame that prevents so many people from getting the help they need.

I also hope this book will help guide the many people suffering personally and watching uncertain what to do as loved ones, children, and friends struggle. I believe we all have a role to play in addressing this challenge.

THIS IS VERY, VERY FRUSTRATING.

I’ve learned a lot about the history of opioids, pain medicine, and addiction treatment over my twenty-five years as a healthcare lawyer. With lawsuits continuing to pile up against drug manufacturers and the story still unfolding, I didn’t set out to write the definitive opioid crisis history, but rather to try to do something about a problem that I fear is going to get much worse.

I’ve had a front-row seat as the opioid crisis has unfolded because my clients—mostly healthcare providers and life sciences companies—have brought me their hardest problems to solve. Drug treatment programs reeling from patient overdoses or being stonewalled by insurance companies ask for guidance on how to turn their operations around. Telehealth ventures and developers of new drugs and devices bring their cutting-edge technologies, seeking guidance on how to persuade state and federal regulators to bless their new approaches.

While I have learned so much from this vantage point, the specific legal problems I and other lawyers in my firm solve are mostly confidential. Clients who hire us to address big challenges don’t necessarily want us to publicize our successes, since most people didn’t know there were even problems that needed to be solved. Similarly, clients working on new technologies don’t want competitors to learn what they’re working on.

While working in secret is part of the responsibility of being a lawyer, the growth of the opioid crisis over the past two decades led me to the perspective that I had to find a way to do something to share critical information. More and more of my clients were affected, directly or indirectly, by opioids. I worked closely with doctors who fell prey to the addictive power of opioids themselves. I worked with pharmacies and other providers who were clueless about their responsibilities with regard to opioids. As an expert on healthcare regulatory issues, I was going crazy watching complicated legal problems get in the way of tackling this crisis. It was this frustration, as well as my keen professional and personal interest in the subject, that first inspired me to delve into the fascinating and deeply disturbing history behind this crisis. I write this book with a handful of personal stories (shared with permission) and many insights gleaned from seeing the distinct moving pieces in this unfolding story.

THIS IS FOR YOU—BECAUSE WE ARE ALL AFFECTED.

In this book, I will guide you through the opioid crisis, offering a detailed narrative followed by “takeaways” summing up key points. Ultimately, I take a final hard look at the big picture and end up, in spite of everything, with a clear-eyed message of hope—a prescription for liberating a nation in pain.

Chapter One begins with understanding how the crisis has unfolded over the past two decades in three “waves” of death by opioid in the United States, as total overdose deaths reach unfathomable numbers. It is important to understand how the current crisis combines legal and illegal sources of opioids, as well as how the response to the crisis on the ground has emerged slowly to address the crisis.

If, like many Americans, you’re uncertain what exactly an opioid is and how many varieties of opioids there are, Chapter Two has the answers you need. You’ll also find out why opioids are so addictive, and how they kill people.

The history of opioid use and abuse in the United States is convoluted and full of intrigue, reflecting the growing pains of the nation from its founding to present day, with a national crackdown in the early 1900s holding many lessons for today. Chapter Three explores this history of regulatory efforts that set the stage for the current crisis.

Large pharmaceutical companies have pushed hard to sell the opioids they manufacture, with a singular role played by Big Pharma villain Artie Sackler and his company, Purdue Pharma. Was the price they paid when found guilty of FDA violations fair? Chapter Four looks at this sorry history.

Doctors have been singled out for blame in overprescribing opioids, accused of fueling the crisis. Chapter Five assesses the various points of health system failure, as we have gone from designating pain as a “fifth vital sign” to making doctors and hospitals reluctant to treat patients in pain.

Though it’s easy to point fingers at Big Pharma and overprescribing doctors, there are other underlying causes fueling the drive to consume opioids, and I explore them in Chapter Six. Behavioral health issues run wide and deep in the United States, as does consumerism, a demand for instant gratification, and the allure and dangers of social media. Is the opioid crisis attributable to a breakdown in social and spiritual connections and a loss of hope?

With one in ten American adults addicted to opioids and other drugs, how is it that so little attention is paid to the lack of access to effective addiction treatment? Chapter Seven looks at the history of addiction treatment and the work ahead as treatment and recovery have begun to be integrated into US healthcare and as insurance has factored into the picture. We also explore the unique challenge of predatory practices by those seeking to profit on the availability of funding for addiction treatment.

It’s nearly impossible to avoid the subject of cannabis deregulation and psychedelics within the context of a book about drug use and abuse. Acknowledging the inevitable, I tackle the multipronged question of how they fit into the opioid picture in Chapter Eight.

What work is already underway to respond to the opioid crisis? Is it helping? In Chapter Nine I’ve organized these priorities into seven “pillars” of government and healthcare policy that, applied together, will reduce the death toll and other harm caused by the opioid crisis.

How can we truly liberate a nation in pain? As much as systemic reforms can reduce the harm caused by our descent into the United States of Opioids, I believe that our real hope for a solution will come in the form of more personal outreach in our families, workplaces, and communities as we take on, through social and spiritual connection, the underlying suffering that has driven the crisis. Chapter Ten offers information everyone needs to understand in order to take part personally in the work ahead. It also offers some concluding thoughts about how we can all contribute to finding a solution to the opioid crisis.

Since the first step in solving any problem—besides recognizing that the problem actually exists—is developing an understanding of the facts and complexities, I have included various resources at the end of this book with specific information that may be of interest to particular groups of readers, including a glossary of terms, a resource guide to find additional information and places to seek help, and graphics and data to visualize and quantify some of the key challenges.


 

CHAPTER 1



Initial Responses to a Staggering Opioid Crisis
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“Here’s why we’re so concerned. To be blunt, what you might buy and use, thinking it’s a good time, could cost you your life.”

T.J. Jordan, Assistant Director, Tennessee Bureau of Investigations1

 

The opioid crisis—the impact of legally prescribed and illegally obtained opioid-based painkillers—is a uniquely American health disaster that has exploded over the past two decades.(1) Put simply, the opioid crisis is American healthcare’s self-inflicted wound.

Before we get to the story of how or why the opioid crisis unfolded, it’s worth considering how opioid and other drug overdoses have been part of our consciousness for much longer than the past two decades.

OPIOID OVERDOSE AS AN AMERICAN STORY

While we commonly use 1999 as the start date of the opioid crisis based on the notable statistical uptick that began that year, most people can tick off celebrity overdoses that called attention to the problem long before then. Certain big ones stand out. My parents, in their seventies, remember Marilyn Monroe overdosing in Los Angeles at the age of thirty-six in 1962. For many baby boomers in their sixties, that moment was Elvis’s death at age forty-two in 1977, originally attributed by a medical examiner to a heart attack, but linked to opioids and other drugs. The celebrity overdose that marked my entry into this morbid topic came in 1982, when I was fourteen.

I remember watching the news alert that thirty-three-year-old John Belushi had overdosed on heroin and cocaine. And there have been many other tragic high-profile opioid deaths more recently: Heath Ledger, Chris Farley, Michael Jackson, Amy Winehouse, Prince, Tom Petty, Whitney Houston, and so many more.

So it’s not as if 1999, the year by which we mark the onset of the opioid crisis statistically, was a “clean” beginning. It is more accurate to think of that year as the time when the problem began to get much, much worse. The biggest unknown is how much worse things will get, and when, if ever, they will get better.

BREAKING THROUGH WORST-CASE PROJECTIONS—TOWARD A MILLION DEAD

As it unfolded in slow motion from the late 1990s, the opioid crisis worsened for well over a decade before its magnitude began to register with the national psyche. Even then, each year brought new evidence that the problem was much worse than we had previously thought.

How many people have died as a result of opioids since 1999? The Centers for Disease Control (CDC), reports that between 1999 and 2016, roughly 630,000 people died of drug overdoses.2 According to the CDC, roughly 350,000 of these deaths were opioid-related.3 More recently, CDC reported 72,000 drug deaths in 2017, of which roughly 49,000 were opioid-related, a jump from 42,000 opioid-related deaths in the previous year, 2016.4 This bring the total from 1999 through 2017 to over 700,000 deaths.

While the estimate used to be that slightly more than half of these deaths were opioid-related, the CDC now puts the estimate at closer to two-thirds of all drug deaths.5

Moreover, according to a recent study by the University of Pittsburgh,6 errors in reporting causes of death since 1999 have likely resulted in undercounting of opioid deaths by seventy thousand.7 This undercounting occurs because the mechanism of death in an opioid overdose is essentially the same as in a heart attack or stroke: oxygenated blood flow is cut off, by suppressed breathing with opioids and by an obstruction in a heart attack or stroke. The pathway may be different, but the end result—brain tissue death—looks the same, leading to the reporting undercounting.

Adding in these undercounted deaths, the total drug-related deaths may already be closing in on eight hundred thousand total drug deaths and close to half a million opioid deaths from 1999 to 2018. If the year-over-year rate of increases in the numbers remains consistent, the data puts us roughly seven years out from the number of one million Americans dead of opioid-related deaths over the quarter century from 2000 to 2025.(2)

This is a mind-numbing, staggering loss of life and potential. Consider the collective pain and trauma of the families, friends, and loved ones of this epidemic’s victims. If you haven’t lost someone to opioid addiction yourself, you almost certainly know others who have.

How did we get to this horrific point? Although we often talk about opioids as a singular crisis, a closer look reveals three distinct waves of opioid deaths. (See Graphics and Data for a visual of the three waves.) The first wave lasted roughly a decade, beginning in the late 1990s, as increasing volumes of physician-prescribed opioid painkillers led to a steady rise in the death rate. The death rate climbed from 1 death per 100,000 people in 1999 to 4 per 100,000 in 2010. In 2012 alone, American doctors wrote 259 million opioid prescriptions for pain, enough to provide every single person in the country over the age of eighteen with his or her own thirty-day supply of painkillers.8 American doctors were prescribing and pharmacies were dispensing enough opioids each year to keep our adult population on a schedule of one pill every four hours for an entire month!

As the government sprang into action, cracking down on physicians who were overprescribing opioids, the supply of these drugs became much scarcer, while demand remained as high as ever. People increasingly turned to the black market, sparking the second wave of deaths. In this second wave of the crisis beginning in 2010, the popularity of a crudely processed form of heroin known as “black tar” began to surge, beginning a continuing climb of roughly 20 percent year over year. Roughly 80 percent of new black tar heroin users were people who became addicted to prescription painkillers, were turned away by their doctors, and turned instead to heroin.9

Susan is a good example.(3) In her early twenties, she began to experience severe and persistent pain in different parts of her body. She visited doctor after doctor, including physical medicine doctors, pain specialists, and neurologists, in search of a solution. No one could offer a convincing diagnosis or tell her what to do about it. Several doctors who Susan saw prescribed different opioid medications to see what would work, enabling her to function, and she tried a few options. The pills didn’t change the repetitive cycle of pain, but they did allow her to sleep through the night.

The problem came when Susan’s doctor retired. All of a sudden, she needed a new doctor willing to prescribe opioids. The problem was that several doctors she was referred to seemed suspicious of her motives; she had unwittingly acquired the profile of a drug-seeking patient and could not find anyone willing to prescribe. The fact that she had gotten scripts from multiple doctors looking for answers to her pain had set off alarm bells with both new doctors and pharmacies. After a particularly excruciating stretch without medication, a “friend” suggested heroin as a last resort. At first Susan resisted, thinking the solution could not possibly be a street drug. Soon enough, though, she was using, and then addicted to, heroin. Over the past five years, Susan has cycled between heroin and Suboxone. She has tried to switch completely off of heroin but finds the weaker relief of Suboxone insufficient when the worst pains return. So far, Susan has been one of the lucky ones. Between the late 2000s and 2017, the death toll from heroin shot up eightfold, from roughly two thousand to almost sixteen thousand Americans—a number that is still rising.10

Sheila Scott was one of the thousands of parents to lose a child to heroin, her 23-year-old son Luke, beloved for his work as a production assistant on the television show, Goliath. Luke overdosed in 2016. I sat down with Sheila to talk about Luke and the book she wrote, lukelove. My boy, My grief, My journal: Losing a child to opioids. Sheila brought to my attention the organization GRASP (Grief Recovery After Substance Passing), with chapters across North America full of grieving parents and others who have lost loved ones to heroin and other opioids.

To reframe the heartbreak and grief, consider that with half a million people in America having died opioid-related deaths in the past twenty years, we already have millions of grieving parents, siblings, and other loved ones across America whose children, brothers, and sisters are dead. How many more will die before we find a way out of this crisis?

Heroin is almost benign in comparison to the fentanyl that began to show up around 2013. While heroin was the first drug to fill the void for people unable to get prescription opioids, drug traffickers found a cheaper and more potent product to sell in fentanyl.

Fentanyl marks the third wave of deaths in the opioid crisis. As a synthetic, manmade creation, fentanyl is roughly 35 times more powerful than heroin. While heroin has continued to play a role, fentanyl has become a much deadlier killer. In just three short years, from 2013 to 2016, the fentanyl death rate soared from 1 death per 100,000, to 6 per 100,000 people—an increase of almost 90 percent year-over-year.

It’s hard to express the enormity of the fentanyl problem. Cheap and easy to manufacture, as well as odorless, fentanyl entered the US market largely from Mexico, where it is made by cartels, and from China, where it is made in clandestine labs and sold online. Without any infrastructure deployed to detect and intercept it, fentanyl became a favorite of drug traffickers, who began counterfeiting or cutting more expensive illegal drugs with fentanyl to increase their profit margins. Drug dealers would sell fentanyl counterfeits to people trying to buy Percocet or OxyContin on the black market. Drug dealers would sell fentanyl-laced versions of cocaine and heroin to people on the street. Fentanyl’s potency, in turn, led to vastly more deaths.(4)

If fentanyl isn’t deadly enough, carfentanil—a medication designed to anesthetize elephants and other large land mammals—is now showing up at crime scenes and autopsies. Sold under the brand name Wildnil, carfentanil is one hundred times more powerful than fentanyl (and a thousand times more powerful than morphine).11 Some traffickers distribute carfentanil as loose grains, like salt, except much deadlier and absorbable through the skin.

PERSONAL EXPERIENCES

For me, the opioid crisis came into focus gradually over the course of responding both professionally and personally to one unfolding tragedy after another: overdose deaths; suicides; people cycling through wilderness therapy, therapeutic boarding schools, treatment programs, and sober living homes; and people living in unrelieved pain.

In thinking about how to help others understand this crisis, I could not stop thinking about Kate O’Neill’s obituary for her thirty-year-old sister, Madelyn Ellen Linsenmeir, who died of an overdose in October 2018. In writing this book, I interviewed parents and siblings who lost loved ones to opioids, but O’Neill managed to capture something essential in writing about her sister:12

Madelyn was a born performer and had a singing voice so beautiful it would stop people on the street. Whether she was onstage in a musical or around the kitchen table with her family, when she shared her voice, she shared her light….

When she was 16, she moved with her parents from Vermont to Florida to attend a performing arts high school. Soon after she tried OxyContin for the first time at a high school party, and so began a relationship with opiates that would dominate the rest of her life….

To some, Maddie was just a junkie—when they saw her addiction, they stopped seeing her. And what a loss for them. Because Maddie was hilarious, and warm, and fearless, and resilient.…In a system that seems to have hardened itself against addicts and is failing them every day, she befriended and delighted cops, social workers, public defenders and doctors, who advocated for and believed in her ’til the end. She was adored as a daughter, sister, niece, cousin, friend and mother, and being loved by Madelyn was a constantly astonishing gift.

During the past two years especially, her disease brought her to places of incredible darkness, and this darkness compounded on itself, as each unspeakable thing that happened to her and each horrible thing she did in the name of her disease exponentially increased her pain and shame. For twelve days this summer, she was home, and for most of that time she was sober. For those twelve wonderful days, full of swimming and Disney movies and family dinners, we believed as we always did that she would overcome her disease and make the life for herself we knew she deserved. We believed this until the moment she took her last breath. But her addiction stalked her and stole her once again. Though we would have paid any ransom to have her back, any price in the world, this disease would not let her go until she was gone….

Madelyn’s story is like far too many others’ stories whose addictions simply would not relent, despite interventions from family and repeated efforts to get sober. For someone who struggles with addiction, the lines between sobriety, drug use, and overdose—between life and death—are razor thin. The personal losses to parents, siblings, grandparents, children, friends, and communities from this crisis are staggering.

In writing this book, I heard so many heartbreaking personal stories of love and loss and shame and lives cut short. It’s important to hear these stories, and it’s critical to understand where the personal story meets the systemic call to action. Understanding how the US healthcare system, emergency responses, addiction treatment resources, pharmaceutical marketing, and regulations have responded to and shaped this crisis is essential to plotting the way through and beyond the opioid crisis.

FIRST RESPONSES

The national responses to the growing death toll began to spike in the late 1990s. The opioid crisis has generated many responses, but few solutions. As the casualties mounted and began to garner attention, a number of mechanisms and approaches slowly took shape to control the damage. These “first responses” not only tell the story of how the opioid crisis unfolded but continue to play a central role in how the opioid crisis is being addressed.

One “front line” group called upon to respond to the opioid crisis was hospital emergency room personnel. By 2009, roughly 1.2 million hospital ER visits had been reported for opioid (and other drug) overdoses, with OxyContin as the single leading culprit.13 The other front-line responders—paramedics, emergency medical technicians (EMTs), police officers, firefighters, and other rescuers—were called to the scene after a 911 call for emergency assistance. To encourage more 911 calls, California and other states passed laws providing that any drug offenses like intoxication or possession of opioids or other illegal drugs discovered through a 911 call would not be prosecuted. The idea was to ensure that the people would not be afraid to call first responders when an overdose occurred.

The biggest problem with opioids is that, in pursuit of pain management or the pleasurable feeling of euphoria (sometimes both), patients accidentally kill themselves. The reason for these deaths is that opioids suppress the respiratory system. The telltale signs of opioid overdose are an unconscious or sleepy person who is difficult to wake, with slow, shallow, weak breathing, and pupils that are much smaller than ordinary.
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The slowdown in breathing deprives the brain of oxygen, eventually causing brain death within just a few minutes. As a result, ER personnel and first responders dealing with opioid overdoses find themselves in highly problematic situations where every second counts in preventing brain damage or death after an overdose.(5) One solution has been the drug naloxone, a generic injectable better known as the “overdose drug” for its fast action in blocking the effects of opioids.

NALOXONE ON THE FRONT LINES OF THE CRISIS

Under the brand name Narcan, naloxone had been approved by the FDA in 1971. A naloxone injection administered before the death of brain tissue reversed the effect: just seconds later, the person who had overdosed would be wide awake and breathing. (In my interviews with first responders for this book, I heard stories about people coming out of overdoses angry at having been ripped out of opioid bliss and ready to fight. Other first responders dismissed these “war stories” and complained that the more common response when people wake up after naloxone is vomiting from the administration happening too quickly.)

While injectable naloxone continues to be widely used in hospitals, for first responders such as police officers and other law enforcement, an intranasal form of the drug became popular after FDA approval in 2015. Administering naloxone was a new role for police officers. In the past, they would call paramedics and wait for them to arrive—not administering any medication directly. The urgent need to respond quickly to opioid overdoses forced law enforcement into a healthcare role. Many states passed laws authorizing or requiring officers to carry naloxone for fast response.

Similarly, while in the past only some specialized first responders like paramedics and advanced EMTs were expected to utilize medications on the scene, the opioid crisis led some states to require more personnel, such as emergency medical responders (EMRs), to administer naloxone.

Families and Patients Enter the Naloxone Zone

In recent years, the push to expand access to naloxone has extended to patients and their families—in effect, creating a third front-line group of first responders. Many states have authorized standing orders to bypass prescription requirements and make it easier to distribute naloxone to patients taking opioids and their family and friends, subject to completion of training on opioid overdose prevention, recognition and response. The vast majority of states have gone further to permit the sale of naloxone over the counter (OTC) in pharmacies.

As naloxone has proliferated, the biggest issues have been cost and supply. Naloxone is an expensive and short-term solution. While pricing varies widely, naloxone often sells in the range of $75 per unit, with two to four units required to counteract many overdoses. Millions of dollars of state and federal funding flowed into making naloxone available as widely as possible, but far more is needed. Meanwhile, people spared from an overdose death by naloxone need access to addiction treatment, or they remain at risk of future overdoses calling for more naloxone.
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According to law enforcement personnel, the problem in many communities is that the drug works so well that many people with hardcore opioid addictions have come to treat it as a “safety net,” repeatedly overdosing, calling 911, and counting on getting Narcan from first responders to bring them back from the brink.14 This, in turn, has given rise to the question of how to prevent repeat overdosers from taking advantage of an expensive and limited resource to sustain continued opioid abuse.

ENDING THE SECONDARY STATUS OF ADDICTION TREATMENT

Another reaction to the opioid crisis has been the growing recognition that addiction treatment must be an integral part of our healthcare delivery system. In 1999, when the first wave of the opioid crisis began, the vast majority of American health insurance plans did not cover addiction treatment for substance use disorders (SUDs) or the subcategory of opioid use disorders (OUDs).

This was a historical legacy of our system differentiating between insurance coverage for medical conditions and behavioral health conditions. In other words, from its inception, health insurance covered doctor visits, medications, and surgery to treat “medical” conditions—such as heart disease, diabetes, and cancer. By contrast, for decades, mental health and behavioral conditions—such as addiction, autism, and depression—were categorized as a nonmedical “other” category, which to insurers justified their noncoverage. Addiction was treated as a moral issue, rather than a healthcare issue. Even where behavioral health coverage was available, it tended to be extremely limited and excluded addiction treatment.

At a national level, the first major legal shift came in 2008, when the federal government enacted the 2008 Mental Health Parity and Addiction Equity Act (MHPAEA). The law ordered an end to the double standards that had denied people access to addiction treatment and mental health resources. For the first time, the government had the power to go after insurance companies that discriminated against coverage for addiction treatment and mental health. It is no accident that parity became a more pressing issue in the wake of the opioid crisis. The crisis called attention to the lack of access to insurance coverage to treat addiction, and launched the slow process of forcing parity between coverage for medical care and for addiction and mental health.

The second shift came in 2010, when the Affordable Care Act (ACA) went further—mandating insurance companies to include coverage in all health plans to treat substance use disorders (SUDs). The law included SUDs in the definition of minimum essential health benefits that insurers were required to cover. This requirement kicked in as of 2012, with all health plans—commercial insurers, self-funded employer plans, and Medicaid—required to provide resources to screen people at risk, and direct them to appropriate resources, as well as ensure access to detoxification and ongoing treatment.

This, in turn, led to the expansion of access to addiction treatment resources in the Medicaid program, which funds healthcare for people living near or below national poverty level.(6) While the Affordable Care Act expansion of Medicaid was politically divisive, Congressional Republican efforts to roll back the Medicaid expansion in 2017 foundered on the popularity of the funding for opioid treatment. Even several of the Republican-led states that declined to participate in the broader ACA Medicaid expansion, such as Virginia, nonetheless took advantage of federal funds for the limited purpose of expanding Medicaid opioid treatment resources.

Beyond the extension of Medicaid to cover more people in response to the opioid crisis, the range of services expanded dramatically. In 1965, when Medicaid was first enacted, Congress limited financing for most residential addiction treatment. That law was partially repealed in the fall of 2018.

The opioid crisis and the growing need for resources to treat addiction called attention to impediments to providing care for the 12 percent of Medicaid beneficiaries over age eighteen with an SUD.(7) For the first time in fifty years, bipartisan support emerged for overcoming this funding prohibition and even repealing it. The Centers for Medicare and Medicaid Services (CMS) developed strategies to fund the states in expanding the continuum of addiction treatment services, including both overdose prevention and the provision of medication-assisted treatment (MAT) to address and treat opioid addiction as a chronic condition. The Medicaid funding focus extended to hard-hit rural areas and Native American tribal communities struggling with these issues.

GROWING FURY AND LAWSUITS AGAINST BIG PHARMA

A third reaction to the opioid crisis was the dawning realization that it was self-inflicted—caused in large part by the companies manufacturing and marketing opioids. Filing lawsuits is one thing Americans know how to do better than almost anyone else in the world. In a country known for being litigious, it should come as no surprise that one American response to the opioid crisis has been to sue.

The epicenter of the lawsuits? Cleveland, Ohio. Remember “If you build it, they will come?” In the movie Field of Dreams, Kevin Costner hears these words and builds a baseball field in the cornfields of Iowa. The movie ends with an unending line of cars coming through the darkness to his baseball diamond. In Cleveland, they are coming—cities, counties, states, Native American tribes, victims of the opioid crisis—not to a baseball field, but to a federal courthouse. They have filed lawsuits by the hundreds against the makers and distributors of prescription painkillers. These cases are all being consolidated before Judge Dan Polster.

In filing these cases, the plaintiffs are taking a page out of the playbook of the cases against Big Tobacco twenty years ago, when local and state governments sued tobacco companies for the damages incurred by the companies’ misrepresentation of the dangers of smoking, in the name of profits. Those cases settled for billions of dollars, which were used to combat nicotine addiction and treat patients for lung cancer and other tobacco-related ailments. This model of “multidistrict” litigation has been used in other nationwide complex cases, such as the cases by NFL players alleging the NFL misled them about the dangers of repeated concussions and chronic traumatic encephalopathy (CTE).

The Cleveland lawsuits allege that drug companies misled doctors and patients with lies about the harms and addictive nature of opioids. (In Chapter 4, we’ll take a closer look at this issue.) One of the main theories in the Cleveland lawsuits is that drug companies violated the Racketeer Influenced and Corrupt Organizations (RICO) Act, a law enacted in 1970 to take on organized crime. The law offers an effective way to allege a conspiracy for fraudulent conduct and bring together separate acts by different companies and individuals across the industry in a single case. This allows plaintiffs to show that these acts of misconduct did not occur in isolation, but rather were part of a larger scheme. The case also alleges violations of other federal laws, like the Controlled Substances Act (also enacted in 1970), outright fraud, and public nuisance.

Many people are closely watching the opioid litigation to see how much money is actually extracted from Big Pharma, and what other limits may be imposed on pharmaceutical companies.

CLAMPING DOWN ON PHYSICIAN OVERPRESCRIBING AND PRESCRIPTION DRUG MONITORING PROGRAMS (PDMPS)

Beyond the role of drug companies, the opioid crisis shined a light on the need to address the problems with physician prescribing. This has accelerated the fourth reaction to the crisis: acknowledging and acting on the need for real-time tracking of opioid prescribing, to identify both doctors who are overprescribing and patients who are gaming the system by obtaining multiple prescriptions from different doctors. PDMPs allow providers to analyze a particular patient’s past and present prescription drug use before they write prescriptions for opioids or other drugs with high rates of addiction.

In 1971, the DEA had built a national database to track the movement of controlled substances, but it did not track the flow from physicians to patients. The Automation of Reports and Consolidated Orders System (ARCOS) focused only on shipments of drugs from manufacturers to distributors, and then on to pharmacies and physicians. The ARCOS database did not seek to capture data about the physician—patient or pharmacy—patient encounter or flow of drugs. The DEA regulations only required that doctors and pharmacies keep these records onsite in the form of dispensation logs that could be audited upon request.

Whether this was an oversight or a function of the limits of technology when the system was built, it created a significant data gap. As the opioid crisis worsened, pressure grew to track the “last mile” of prescribing and dispensing practices to flag overprescribing.

To fill the gap, the states developed prescription drug monitoring programs (PDMPs), electronic databases that track controlled substance prescriptions. Because states have been forced to develop their PDMPs individually, there was no national system. This meant that each state maintained its own data and information systems, making it harder to share information about patients or doctors across multiple states. Another challenge was that PDMPs were largely left to the states to fund, without any central federal support.

California provides a revealing example of this dynamic. Although the state initially implemented its own PDMP database in 1996, the system, known as the Controlled Substance Utilization Review and Evaluation System (CURES), was badly underfunded for its first fifteen years in existence, and frequently didn’t work. In essence, the state had created a database and assigned responsibility to a state Bureau of Narcotics Enforcement, but provided little to no money for personnel or technology to make it functional.

Despite the early challenges faced by PDMPs, one perceptible response to the opioid crisis has been an expanded focus by states on establishing and improving their PDMPs. In 2013, California finally provided funding by charging doctors a $6 fee when they underwent relicensing. Still, checking the system before prescribing or dispensing remained optional. In 2016, California passed two key requirements to address this problem. First, to ensure that the database was current, one new law requires that pharmacies and physicians report controlled substance prescriptions “as soon as reasonably possible” but no later than seven days after prescribing or dispensing.15

Second, to make sure that doctors actually checked it, the law requires practitioners to review a patient’s controlled substance prescribing history no earlier than twenty-four hours or the previous business day before prescribing a controlled substance to the patient for the first time.(8)

Doctors are expected to be on the lookout for patients who are seeking drugs by going to multiple physicians for the same problems. On an ongoing basis, doctors are now required to check the records at least every four months, with failure to check mandating investigation by the medical board for potential imposition of discipline. Similar laws have passed or are under consideration in other states.

As we’ll explore in Chapter 9, we remain a disturbingly long way from a shared interstate database to track prescribing and dispensing patterns. For now, the immediate focus is on the less-ambitious goal of integrating PDMP data into health information technology (HIT) systems, so that doctors and health facilities can query PDMP databases within the native electronic health record (EHR) systems environment, bypassing the clunky process of needing to check PDMPs separately. For now, doctors continue to complain about the lack of integration between EHR and PDMP databases, which makes the review and verification process more burdensome.

PHYSICIAN OVERPRESCRIBING OVERRIDES PRIVACY CONCERNS

Beyond the pressure to expand the use of PDMPs to monitor physician prescribing of opioids and other controlled substances, a fifth reaction to the crisis has been a growing perception that things are so bad that it is time to roll back medical privacy concerns.
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I got a close look at this emerging trend when our firm represented Alvin Lewis, MD, a doctor whose case tested the bounds of patient privacy. The medical board searched the CURES PDMP database, found prescriptions that it regarded as excessive, and used that information to file disciplinary charges. One of my former partners appealed, arguing that the lack of a search warrant meant the PDMP search had inappropriately invaded patient privacy. The case went to the California Supreme Court, which disagreed with the appeal, finding that, while the search encroached on the privacy interest of the patient in prescription records, it was justified when balanced against the government’s interest in protecting the public from the unlawful use of dangerous prescription drugs and protecting patients from negligent physicians.16 In other words, the opioid crisis outweighed patient privacy.

The Lewis decision established that the government’s interest in detecting overprescribing trumped medical privacy. In 2015, the medical board and the California Department of Public Health launched an interagency review of death certificates for thousands of patients, cross-checking causes of death that were suggestive of possible overdoses (such as heart attacks) with medical records from doctors, hospitals, and coroners. The review was the broadest review of physician prescribing in state history, encompassing more than two thousand cases to date and leading to investigations of hundreds of physicians.

Pressure to roll back privacy has also come up in the physician-patient context to ensure that doctors have the data they need. In 2017, the US Senate voted to pass “Jessie’s Law,” a bill introduced after Jessie Grubb, a thirty-year-old woman living in Ann Arbor, Michigan, died as a result of an OxyContin overdose. Grubb’s surgeon had prescribed the opioid for acute, post-surgical pain, without any idea that she was in recovery from heroin addiction. After being reintroduced to opioids, Jessie ground up the pills to avoid the time-release and overdosed. Had her doctor known of her heroin addiction, he would not have prescribed OxyContin. But at the present time, two federal laws, the Health Insurance Portability and Accountability Act (HIPAA) and Title 42, Code of Federal Regulations (CFR), Part 2, prevented Grubb’s doctors from accessing records relating to Jessie’s substance abuse treatment history and made it difficult to talk to her family about it. (The latter regulations are specific to substance abuse treatment records, and require specific patient consent for any information sharing, reflecting the view that we need to keep substance abuse treatment secret so that people are not deterred from seeking treatment due to the stigma associated with it.)

While Jessie’s Law did not advance to a vote in the House of Representatives, its passage in the Senate signals that we may have hit a “high watermark” on privacy considerations. The bill’s focus on revising privacy rules to enable more information-sharing among care providers and families—overriding HIPAA and Title 42 CFR, Part 2—reflects a growing view that privacy protection has gone too far and conflicts with the pressing need to prevent more opioid-related tragedies by ensuring that doctors can see records of past treatment of SUDs and talk to families and other doctors who treated the SUD.
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