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INTRODUCTION


Whether it’s a sports organization, an industrial enterprise, or a life sciences company, it’s the people involved that differentiate a high-performing team from just another group organized around a common purpose. What makes these high-performing teams reach objectives that others only hope to achieve? What makes them tick? How can you not only find and attract A-player individuals but also bring out the best of each person’s talents while engaging them to work optimally as part of a team? And how do you accomplish that in a high-pressure environment that demands attention to detail, conformance with exacting standards, and adherence to often immutable and always challenging timelines?


These are among the questions I have considered over the years as the president and CEO of Clinilabs. I founded the company in 2000, believing there was a need for a specialty contract research organization (CRO) dedicated to improving how central nervous system (CNS) drugs and devices are developed. Today, Clinilabs is a thriving organization, having conducted hundreds of CNS clinical trials and played a pivotal role in the approval of more than twenty new therapies across thirteen CNS indications. In 2024, we completed a transaction with InTandem Capital Partners, one of the premier private equity firms in healthcare and life sciences. The involvement of the InTandem team is accelerating our growth and taking us to heights we’d never imagined. To many, the evolution of Clinilabs into a thriving CRO that is having a positive impact on life sciences seems like an overnight success story. However, the journey here was a long and difficult course. It took time, grit, and determination for our organization to hone the vision, mission, goals, strategies, and tactics that have led us to where we are today. Like so many businesses that survive beyond their first few years, we endured a steep learning curve and encountered many small achievements and a few major setbacks along the way.


At one point in the journey, a low point following the Great Recession of 2008, the company almost went bankrupt. It took reconfiguring my approach to the business of drug and device development to turn it around. Most importantly, I had to realize something I was not taught in my doctoral degree program—that clinical trial protocols merely provide the foundation for success. It is the people who run those protocols, and their use of optimal processes and technology systems, that make all the difference in whether those protocols are successful. The experience of hitting bottom back then forced me to reconsider how hiring and management can bring together great players and how combining best practices and the application of technology accelerators can form what every enterprise wants to have: an A-team that truly differentiates itself from competitors. Tapping into the immense power of an A-team is what allowed me—and Clinilabs—to succeed. It may do the same for you.
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My wife, Kristin, and I met in Grand Central Station—a true experience that could have been scripted for a romance novel. I was rushing to catch the 10:07 p.m. Metro-North train to Connecticut. As I shot through the station’s main door, not looking where I was going, I bumped into another late-night sprinter, Kristin, sending her portfolio of papers flying. I helped her gather her things, abruptly apologized, and explained that I was running late. At that moment, we discovered we were both trying to catch the same train. I asked if she knew what track it was on—she said, “track twenty-three, follow me!” and before I knew it, she was off and running again. Every good team needs a good leader and, in that moment—though I’d just met her—Kristin took the lead. Like a wide receiver running down the field, I raced after her as she dodged her way through the crowd of the busy station.


Despite the mad dash, we missed the train, which was pulling out just as we arrived on the track. As we waited for the next one, we pooled our cash to share a beer at Michael Jordan’s Steak House in Grand Central. One year later, I was proposing to Kristin where it all began, on the same train platform where we had first introduced ourselves to each other. Passing commuters stared, wondering why some guy was getting down on one knee and proposing to a beautiful young lady on a dirty train platform during the height of rush hour. I didn’t care; I knew I had found a teammate for life—one I wanted by my side for all things. I didn’t suspect then that I’d one day be asking her to divorce me, all because of my business.


It was the spring of 2014. Kristin and I had taken our two children on vacation to San Juan, Puerto Rico, over spring break. With warm Caribbean waters, sandy beaches, easy access to old San Juan, and a variety of amazing excursions, it was an idyllic family holiday. At least, it looked like one. While doing my best to enjoy the days with my loved ones, I was spending my nights sleepless, stressed about the state of the company—a feeling many entrepreneurs and managers know all too well.


After an adventurous day spent taking a zip-line tour of the El Yunque rainforest, I found myself tossing and turning until three in the morning. Every time I closed my eyes, I could think of nothing but work back in New York City and the very real financial challenges that Clinilabs was facing. The Great Recession between 2007 and 2009 had all but devastated the business, and we’d spent five painful years afterward attempting to restore operations and profitability, without success. Time was running out, as my cashflow forecast indicated we had about two months of reserves before the company would implode. If it went out of business, as I feared it would, there was a very real possibility that Kristin and I would lose our life savings, home, and any hope of financial stability for our future. I was mentally and physically exhausted, and I had not yet told Kristin how bad the situation was.


Too restless to sleep, I went down to the hotel lobby to work—action in the face of anxiety. That’s where Kristin found me an hour later, when she woke up to an empty bed and came down to the lobby to look for me. There I was, sitting on a sofa in the corner of the lobby with my laptop, tears trailing down my cheeks. She knew the company was in trouble, but she didn’t know the full extent of the situation. It was time to come clean. She sat beside me on the sofa, our knees touching, and said, “Tell me what’s going on.”


I pulled myself together to deliver the bad news. “Honey, I don’t think Clinilabs is going to make it. I’ve taken every cost-cutting measure that I reasonably can, and even with that, we have less than two months of available cash. I’m going to begin defaulting with suppliers, and we’ll have to close the business. Unless something miraculous happens, we’re done.”


Then I took a deep breath and told her the worst part: Because I’d given a personal guarantee when I had signed the lease for the company’s midtown Manhattan office space, the demand to settle the remaining balance would undoubtedly bankrupt us. I concluded with the only solution I could see after so many nights of no sleep and endless worry: “This is happening because of the choices I made. It should not affect you and the kids. I want you to divorce me and take our house and assets. It is the only way to protect you from devastation. You need to get as far away from me as you can.”
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Kristin and I are still happily married. She decided to trust in our team and stick by me as I untangled the situation at Clinilabs, which I did. Today, Clinilabs is a highly profitable business, far exceeding any expectations I ever had of it. Our partnership with InTandem has led to incredible growth and value creation for Clinilabs’ shareholders, its customers, and the patients we ultimately serve. Just as my marriage thrived because Kristin and I approached it as a team, Clinilabs thrived, and continues to do so, because of the power of a team. How did we at Clinilabs work together to turn a nearly bankrupt company into one of the most successful small-to-midsize CROs in the industry? This book shares the answers.


“Why Not Me?” The Impetus to Start a CRO


Clinilabs was established in February of 2000. At that time, I was an associate professor in the Department of Psychiatry at the Columbia University College of Physicians and Surgeons (now the Columbia University Vagelos College of Physicians and Surgeons), and I was working full-time as the director of the Sleep Disorders Institute at St. Luke’s Roosevelt Hospital Center (now Mount Sinai, Morningside), a program that I established years earlier with funding from a generous donor.


Sleep medicine was the primary focus of my career at that time, as it had been for many years, and I was among a small number of PhDs who were board-certified in sleep medicine and licensed to practice. As a clinician, scientist, and teacher, I became involved in clinical research related to the treatment of insomnia and other sleep disorders.


One of my early clinical trial opportunities came when Sanofi selected me as an investigator for an upcoming trial. Sanofi is one of the largest pharmaceutical companies in the world, and it has an impressive history of innovation in pharmaceutical science that dates back over a hundred years. One of the drugs it marketed at the time, zolpidem (Ambien), was soon to lose its patent protection, so the company was planning to test an extended-release formulation of the medication in a sample of patients with insomnia disorder as a way of prolonging the life cycle of the product. Needless to say, I was thrilled when I received word that I had been selected as an investigator for the upcoming trial.


As part of the process, I had to obtain approvals from the St. Luke’s Roosevelt Hospital administration and its institutional review board (IRB). IRBs are committees established to protect the rights and welfare of people in clinical trials. Approval from the IRB at my institution was essential before I could begin working on a human drug trial. The problem was that my institution’s IRB was decidedly anti-pharma. They revered researchers who conducted studies supported by the National Institutes of Health but looked with disdain upon clinical trials sponsored by pharmaceutical companies. One IRB board member told me that he would do everything in his power to keep me and the institution out of this “dirty business.” Unsurprisingly, the IRB turned my initial application down. Finally, after months of appeals, I was cleared to work on the study. The next day, I received a letter from Sanofi, thanking me for my interest and informing me that they’d fully enrolled the study. They would not be adding any more investigators. There was no longer a need for my services.


My experience with the zolpidem clinical trial was a sentinel event. From then on, I knew that conducting clinical trials in my academic medical center environment would always be challenging. While I was able to conduct a few clinical trials after the failed Sanofi attempt, it remained a struggle to get through the hospital bureaucracy and IRB. My frustration was so great, I began considering other career paths.


As I was looking for other opportunities, something happened that sparked the idea for Clinilabs. I was starting a new trial for a novel investigational drug to treat insomnia when a clinical research associate (CRA) from a CRO that had been hired by the pharmaceutical company sponsor met with me for a site initiation visit (SIV). These visits are the industry standard and represent the kickoff of activity at an investigator site involved in a clinical trial. Following a site visit, the investigator usually receives the green light to begin recruiting patients into the trial.


Now, at this particular SIV, the CRA reviewing the protocol with me had very little experience in clinical research. Moreover, the limited experience they did have was not in the field of CNS drugs, let alone sleep medicine. At that time, this was quite common in the industry; today, people conducting SIVs are usually far more experienced. As the CRA reviewed the clinical study protocol with my team and me, they had difficulty presenting the rationale for the research and struggled to pronounce unfamiliar technical terms. It was painful to watch—and a waste of time.


That was when I realized that an experienced clinical scientist could positively impact the management of clinical trials. Not just designing the studies and testing patients in a trial but actually overseeing the administrative aspects of a study. Somebody really should do this kind of work, I thought to myself. And then it hit me: Why not me?! I couldn’t shake the thought.


Already dissatisfied with my current job, I decided to have a heart-to-heart with Kristin: “Honey, I want to leave the hospital behind and start my own CRO. It is too much of a struggle for me to do the research that I think is important in the environment I’m in, and now that I have some experience, I see that many CROs are simply going through the motions of managing clinical trials without a good understanding of the scientific process. I think I can start an organization that can do better.” I was excited, dazzled by my idea, and convinced that my number one teammate in life would feel the same as me. As many husbands will tell you, sometimes our timing can be poor, but mine was impeccable. Surely, she’d be overjoyed by the news, right?


The reaction was not quite what I’d expected. Kristin stared at me for a few moments without saying a word. When she finally spoke, she said, “So, let me understand this. You are quitting your job at the hospital, leaving behind everything you have built there, and you want to start a new company with the little money we’ve saved—probably without earning an income in the first months, if not years?” She’d summed it up nicely. And then she added, “I’m six months pregnant with our first child. Why would you think this is the time to make such a huge career change?” Now I was the silent one. Any wise husband knows, sometimes, silence is the only appropriate response.


Kristin was not the only person to question my epiphanous career plan. One of my earliest mentors is a researcher named Tom Roth—a veritable legend in the field of sleep medicine. He’s the founder of the Sleep Disorders and Research Center at Henry Ford Hospital (HFH) in Detroit, where I was raised, and professor emeritus in the Department of Psychiatry at Wayne State University. When I was a teenager, Tom hired me to work at his sleep center at HFH. As I ended up pursuing a career in sleep medicine, I kept in close touch with him, and so scheduled a meeting with him over early morning coffee at his office to talk things over. When I told Tom my plans for Clinilabs, he warned me, “It’s going to be a really, really tough road.” He pointed to the enormous, phone book–size copy of Principles and Practices of Sleep Medicine sitting on his desk—the classic textbook on sleep medicine that he coedited—and said, “You see this book? You have studied and worked for years to know everything that’s in that book. You might know everything about sleep medicine. But the book on clinical trials is a whole different book. It’s just as big. And there are people out there who know it, inside and out. You will have an incredibly steep learning curve.” He was right. Nonetheless, his words only served to throw down the gauntlet. I was undeterred.


Still, I had to win over my most important teammate: Kristin. In any team, the most important building block is a shared vision. Kristin is a team player and, although she may have doubted my vision at first, when I talked it through with her in more detail, she could see it too. And she could back it. That’s not to say the conversation was settled right away. It took months of discussion. Eventually, she grew to support the idea, shifting from reluctantly supportive to wholly encouraging.


So, Clinilabs was incorporated in February 2000. Two months later, our son, Chase, was born. Our daughter, Tyleigh, was born thirteen months after that, the growth of our family team paralleling the expansion of the company and the team I was building there.


Learning What It Takes to Translate Innovation into Results


The timing of Clinilabs’ founding couldn’t have been better. Around the time we opened our doors, clinical trials in the field of sleep medicine were exploding. Companies such as Merck, Pfizer, Takeda, and Sanofi were developing new therapeutics for insomnia, and a multitude of biotechnology companies such as Sepracor (now Sumitomo Pharma America, Inc.), Neurocrine Biosciences, Neurogen, and many others were doing the same.


We were flooded with new business opportunities from day one. It was an entrepreneur’s dream—and also a bit of a nightmare. While I prided myself on my abilities as a scientist, I had no formal training in business, and I couldn’t tell you the difference between a P&L and a balance sheet. I knew nothing about business accounting, financial planning and analysis, reporting, sales, marketing, human resources, or virtually anything else related to running a business. And, as Tom had predicted, I also did not fully understand the management, regulatory, quality, and compliance aspects of clinical drug development.


There was an enormous amount of on-the-job learning that had to be done. It was exhausting, but I savored every minute of it. I would take the early morning feeding with Chase at four o’clock, and once I got him settled in the crib, I would head to the office to start my workday early. I devoured industry publications and soaked up business books to supplement my limited knowledge beyond my scientific training. I felt a kind of electric excitement each day.


All the while, new contracts continued to pour in. It seemed as though a new opportunity presented itself every time the phone rang. So many good things were happening. I was doing the scientific work I wanted to do; I was learning how to run a drug development business; and, by sheer luck, it seemed, I was doing it all successfully. The company was profitable, and I personally made more money in my first year at Clinilabs than I had earned over the past ten years as a university hospital employee. But that success was due largely to timing—and, as is almost always the case, the good times didn’t last.


When the Great Recession seized the nation’s economy in 2008, our luck ran out. I spent the years from 2008 onward trying to restore profitability to the business, to no avail. By the time of our 2014 vacation, the company was on the verge of bankruptcy. Then I had that fateful conversation with Kristin in the hotel lobby in Puerto Rico—and she reminded me of my initial vision for the company, pulling me back from the brink of quitting and giving me the motivation I needed to try one last rescue effort.


“There is no way that a business problem will break this relationship,” was how she opened her reminder. “We’re committed to each other, so no matter what life might throw at us, and whatever is happening now, we’ll overcome it together. When the going gets tough, the tough get going, and dammit, Zammit, you are going to be the toughest one out there today!” It sounds a bit cliché, but Kristin’s grandfather, Ralph Erickson, was a storied high school coach who used a string of slogans to motivate his teams. She grew up infused by pep talks like these—just one of the many reasons she makes such a good teammate.


After that admonishment, I returned from our Puerto Rico trip inspired to do things differently, to make drastic changes. I could no longer count on good luck or good timing. I had to lead more intentionally and manage my team more effectively. And that started with building the right team—the best team. Difficult decisions had to be made, including terminating people whom the company simply could not afford. We also implemented pay cuts, which meant losing people as well, since some then electively found opportunities elsewhere, understandably.


Terminating employees and instituting pay cuts was not something I welcomed having to do. But I knew that the company ship was in danger of capsizing if I did not. Kristin and I have a boat, which we’ve named Dauntless. We sometimes joke that it’s named after me because I’m a risk-taker—while I would say that I’m intrepid and never back down from a challenge, others might consider that the old adage “fools rush in where wise men dare not go” applies. Anyone who has ever encountered rough waters on a boat knows that when the seas get too treacherous, sometimes drastic measures need to be taken. I took drastic measures to save Clinilabs from the pounding waves that threatened to shatter it completely. And it worked. We avoided bankruptcy, at least for the immediate future.


But just because the company had weathered the storm financially, it didn’t mean that all was well and that it was calm waters and sunny skies. I now had a smaller workforce that was less motivated than before. There were doubts and questions within the company about me and my leadership, and employees’ commitment was flagging. If people are worried they’re about to lose their jobs because the company is going to go under, they’re obviously concerned and reluctant to commit. Customers were cautious as well, finding it difficult to entrust a clinical trial to an organization that wasn’t at the top of its game.


In this kind of environment, all kinds of problems arise, from performance problems to quality issues and struggling customer relations. As a leader, I had to be more vigilant than ever to make sure everything was running well. The lessons I learned inform the chapters to come, touching on everything from building culture to solidifying processes and systems. These are lessons learned from Real Life 101.


BUILDING PEOPLE AND CULTURE


It took me time to realize that our success at Clinilabs was a collective success—a team effort. As we grew, the company became less dependent on my personal abilities to perform certain tasks or functions as a scientist and highly dependent on my ability to lead, inspire, and manage the teams of people who actually were on the front lines. I also realized that the great team I had on board during our start-up phase was not necessarily the team that could carry the business further. I learned the hard way that exceptional drug development teams must be curated, and leadership must have a clear sense of who should and should not be on the team.


FINE-TUNING MANAGEMENT


Leaders, whether they occupy a position as a senior manager, middle manager, or team leader, have an incredible impact on team performance. They are often the primary reason that teams fail or succeed, and they are always at the core of exceptional team performance. Leaders set goals, engage in exemplary behavior, offer guidance, delegate efficiently, hold people accountable, and use resources wisely. They also share the spotlight when things are going well and take the heat when things are not. True leaders value, embolden, and protect their teams, refining their teams’ functioning over time. That is the kind of leader I had to become.


SOLIDIFYING PROCESSES AND SYSTEMS


In the field of clinical drug and device development, this relates to a systematic approach to conducting clinical trials. The foundation of this approach is found in the clinical trial protocol. Each protocol is written in a standardized way, identifying the rationale for the research, hypotheses, primary objectives, secondary objectives, the definition of the patient population under study (inclusion and exclusion criteria), sample size, methodology (often summarized in a schedule of events table), statistical analysis plan, and key outcomes. The drug or device that will be tested is carefully described in the protocol and in a separate document known as the “investigator brochure.” Every aspect of the clinical trial, and the clinical development program as a whole, is spelled out in great detail.


While the clinical trial protocol lays the foundation for the process, it is not the process itself. I should repeat that for emphasis: It is not the process itself. For example, a protocol may specify that the investigator will obtain a subject’s written informed consent before performing any study-related activity, but it won’t specify how the informed consent should be obtained. Will the study be explained to the subject orally? Will the subject be given a written informed consent form, and if so, how much time is allowed to read the document? Can the subject ask questions after reading the consent form? Can the subject take the form home? Will accommodations be made for people who may have a language barrier?


All these issues and more are addressed by processes that are detailed beyond the protocol in standard operating procedures (SOPs) or work instructions that are unique to an organization. Establishing processes is what refines a team’s performance and output and is critical to satisfying the team’s deliverables. A team of A-players can be taken to new heights when they meet ironclad SOPs. One without the other won’t result in peak performance.


Processes can be supercharged by technology systems that enable people to do their best work. They allow for greater speed, efficiency, and accuracy. As someone who began working in clinical trials at a time when case report forms were written by hand, I know all too well the difference modern electronic technologies can make—and while we can look forward to where they take us in the future, these technologies and the processes they enhance are still secondary to people.


Combining People, Processes, and Systems Yields Great Results


While this book focuses on the life sciences—the industry I know—I believe that the concepts presented can be applied to just about any business enterprise. In the end, people, processes, and systems must work together seamlessly for greatness to be possible. The key components of each of these three core elements are summarized in this figure. In the chapters to come, we’ll discuss each of these pieces.
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