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PRAISE FOR 
VOICES OF ONCOLOGY


“Voices of Oncology offers a uniquely realistic and common-sense approach to understanding oncology drug development. By bringing together cross-functional perspectives, this initiative aims to accelerate the discovery of cures and solutions for cancer. The collaborative nature of this project ensures that diverse viewpoints are integrated, providing a comprehensive understanding of the complexities involved in oncology drug development.”

—Murtuza Bharmal, BPharm, MS, PhD,

Head of Oncology Outcomes Research at AstraZeneca

“This book breaks boundaries by boldly bringing people together to generate new insights and novel approaches for partnership that will impact drug development in an intentional way. Ensuring that the patient voice is integrated into every facet of the oncology care continuum is essential to ensuring meaningful innovation as well as value and access. The authors do just that, making this a must read for anyone involved in the drug development process.”

—Jennifer Bires,

MSW and Executive Director of Inova Peterson Life with Cancer

“Voices of Oncology represents a great leap forward in shedding light and, even more importantly, providing a template for meaningful institutional transformation of community building within the networks of stakeholders in the advancement of cancer care, research, and ultimately achieving a cure. Strategies for empathetic communication, meaningful diversity, inclusion of patient experiences and input, community building, and addressing the advantages and inequities ushered in by precision medication (and digital medicine) are addressed in depth. Voices of Oncology offers strategies and insight in a vastly readable and actionable format. Drs. Kirk Shepard and Ramin Farhood are to be applauded for the provocative conversations this book will spark.”

—Annabelle Gurwitch,

New York Times Bestselling Author, living with stage 4 lung cancer

“Drs. Shepard and Farhood give us a much-needed book that discusses an array of topics relevant to oncology drug development. In the fast-evolving environment of oncology care, the topics discussed can apply to a start-up of six people or an organization employing thousands. Bring a pencil and notepad when you open this book. You will want to make sure you don’t miss anything!”

—Reshma Rangwala, MD, PhD,

Pharmaceutical Executive

“I am extremely impressed with Voices of Oncology. Drs. Kirk Shepard and Ramin Farhood give the reader critical insights with their interviews on bridging the gaps between pharmaceutical development and patient needs, as well as the important role of the Field Medical Liaison in educating healthcare providers and supporting prelaunch activities. Voices of Oncology offers key insights into patient advocacy and the responsibilities of field medical teams in oncology.”

—John Collins,

Cofounder of MedInsights Unleashed

Former VP and Global Brand Lead, Oncology Business Group at Eisai Inc.

“Dr. Elizabeth Franklin’s section in Voices of Oncology offers a uniquely realistic and compassionate approach to patient advocacy. As someone under fifty battling pancreatic cancer, her focus on ensuring patient voices are at the forefront resonates deeply. This book is a vital resource in navigating the complexities of cancer treatment.”

—Kyle Samuels,

Founder and CEO at Creative Talent Endeavors

“An excellent compilation of thoughts and ideas of real people engaged in the complex world of cancer drug development, this book provides great insights regarding different aspects of roles of medical affairs professionals in drug development. Easy and engaging read!”

—Sadhna Shankar,

Head of Oncology Clinical Development at Incyte Corporation

“In Voices of Oncology, Dr. Shepard and Dr. Farhood show that advocacy works in two directions: from the industry toward the patients, with good and reliable information, and from the patients toward the industry, with the right needs of patients.

“As the book asserts, industry must understand patients better. What do they really need? My example is often this: start working on the pain in pancreatic cancer instead of a new medicine. The pain is immediately decreasing the quality of life, where medicines fail for decades in prolonging patients’ lives. Patients want a good quality of life and then live till their eighty seventh birthday. Industry can learn from that and work on the right medicines. This book shows that this path has been chosen and needs perfection. I strongly endorse and recommend this book.”

—Peter Kapitein,

Patient Advocate at Inspire2Live
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This book is dedicated to the inspired partners in oncology drug development working tirelessly every day to discover cures for patients living with cancer.

The authors also offer their heartfelt gratitude to Garth Sundem and Anna Walz for their enduring support in shaping this work.


 

FOREWORD

Through the twentieth century, cancer was a conversation that took place largely between a doctor and a patient. The doctor would recommend a course of surgery, radiation, and/or chemotherapy, and the patient would be treated by specialists in these areas, each in turn and largely independently. Success was measured in months and years. Today, cancer treatment requires a coordinated team, including physicians of multiple specialties, scientists such as pathologists and immunologists, patient navigators, wellness support staff, and even mental health professionals. On the side of the patient, families and caregivers are becoming involved in the process of collaborative decision-making that takes into account not only a patient’s quantity of life but also their quality of life, their beliefs, and their goals.

Our understanding of cancers as a family of diseases has evolved and improved outcomes considerably. For example, the healthcare system’s involvement with cancer used to start at the time of diagnosis. Now we understand that cancer prevention has saved more lives than treatment and requires an entirely new class of doctors and researchers with training in epidemiology and skills in communicating behavioral and environmental risks in ways that change the actions and decisions of millions of people at risk. We’re also catching cancer earlier, at more treatable stages. Screening guidelines along with payers’ support and public awareness/adherence have shifted the paradigm in cancers such as colorectal, breast, and lung cancer. For example, a 2022 study in Lancet showed that colorectal cancers detected by screening were most often found at stages I–II, while those found by other means averaged stage III–IV.1 According to the American Cancer Society, that’s a difference in five-year survival from 13 percent, when the cancer is detected only after it has spread to distant areas of the body, to 91 percent, when the cancer is caught at a stage when it remains localized at its point of origin.2

The ways we discover and develop cancer drugs have changed too. In the 1970s and ’80s, the National Institutes of Health and National Cancer Institute, along with partners in the pharmaceutical industry, were focused on drugs that killed cancer cells, primarily by inhibiting their growth. Through the late 1900s and early 2000s, we developed drugs that killed dividing cells. Cancer cells divide more quickly than healthy cells, and chemotherapies sought to exploit this difference. Unfortunately, normal cells divide as well, and efforts for chemotherapies reached a peak—when we tried to increase the dose of these drugs, we largely failed because at a certain point, the normal cell toxicity became too high.

Newer approaches have focused on oral hormonal therapies, oral tyrosine kinase inhibitors for specific genetic alterations, and immunotherapies. For example, tamoxifen had been approved in the 1970s to treat estrogen-receptor positive (ER+) breast cancer. Some breast cancer cells require estrogen signaling to drive their growth in ways that healthy cells do not, and tamoxifen exploited this difference. This was a paradigm shift. With the development of technologies that allowed us to look at the genetics of specific tumors, researchers and pharmaceutical companies were able to ask, What other differences might there be between cancer cells and healthy cells that would allow us to preferentially kill cancer?

One of the early inroads targeted another signaling pathway. The ErbB signaling pathway was discovered in 1978, and in the late 1990s and early 2000s, we finally had the technologies to put it to use in treatment. I was honored to work with Roy Herbst and many, many others to develop gefitinib, which was approved in 2003 to treat EGFR+ non-small cell lung cancer—the first in a class of drugs known as tyrosine kinase inhibitors, which has grown to include drugs targeting abnormalities including ALK, ROS1, KRAS, and others. These drugs have saved or extended thousands of lives.

New immunotherapies have also improved outcomes for many types of cancers. The immune system is equipped to distinguish between cancer cells and normal cells, and to kill cancerous cells while developing the immunologic “memory” to continue to monitor and kill cancer cells.

Of course, the new science of attacking cancer requires new ways of testing these approaches. Historically, a pharmaceutical company would run clinical trials at academic centers with largely white, educated participants and then deliver Phase 3 safety and efficacy results to the FDA to support approval. Now the FDA, the European Medicines Agency (EMA), and organizations like the Oncologic Drugs Advisory Committee (ODAC) are involved much earlier in the process, in many cases providing input on the design of Phase 2 (and even in some cases, Phase 1) clinical trials. And pharmaceutical companies along with regulatory agencies are learning to involve patient communities in the development process as well, to ensure that clinical trials measure end points beyond safety and efficacy that speak to the real needs of patients in the real world.

In fact, our understanding of cancer subtypes has driven the growth of smaller, more-focused patient-support communities organized around these subtypes, for example, under the umbrella of lung cancer, the ROS1ders (“Ros-wonders”) and KRAS Kickers, to name a few. When a patient community exists for a rare cancer or a rare cancer subtype, pharmaceutical companies and regulatory agencies have the opportunity to ask what is important to these patients: Is it longevity, or is it being able to eat, sleep, and have enough energy to go to a Little League baseball game? If we can build these clinically meaningful end points into the design of clinical trials, we can help prescribers and patients make decisions informed by how they want to live and not just how much they want to live.

The ability to target rare cancers also makes it hard or impossible to enroll enough patients at any single center to run a clinical trial. No one wants to wait a decade for twelve patients with a rare genetic abnormality to walk in the door. Instead, pharmaceutical companies and translational researchers have learned to collaborate across clinical trial centers, with collaborative groups such as the SWOG Cancer Research Network, Eastern Cooperative Oncology Group (ECOG), Children’s Oncology Group (COG), and the NCI’s National Clinical Trials Network (NCTN), among others, enrolling rare disease patients in trials across many locations. Even if centers aren’t running the same trials, collaborations now exist to share data from trials, such as the Oncology Research Information Exchange Network (ORIEN), which helps researchers pool clinical, experimental, and observational evidence for use by data scientists seeking new understanding of emerging treatments. Clinical trial collaborations are expanding even further to include community centers beyond the big academic medical centers, and to clinical trial sites beyond those in the United States, Europe, and other developed countries where patients often struggle to receive standard-of-care treatment—and through clinical trial participation can gain access to treatments that may even improve the standard of care.

It’s not just academia handing off a discovery to pharma. It’s not just pharma presenting Phase 3 data to regulators for approval. And it’s not just a medical oncologist quarterbacking care to extend life. Today’s oncology drug development and use requires collaboration. It requires basic scientists in genetics, genomics, and immunology identifying new targets for development and biomarkers for use. It requires pharmaceutical companies working with academia, regulatory agencies, payers, and patients. It requires epidemiologists, health economists, and biostatisticians partnering with innovative companies developing new technologies to find meaning in big data. And it requires science communicators to bridge the gap between the science-based treatments coming from academia and industry to prescribers and patients who need them.

In oncology, we don’t just intrinsically “get” what everyone else does. There are simply too many roles. Too many different training backgrounds and areas of expertise. Too many types of organizations. Too much complexity in the ways we all interact. This book makes inroads toward this cross-discipline understanding. Even a cursory knowledge of how a pharma leader goes about drug development in comparison with a leader of an organization like the National Comprehensive Cancer Network (NCCN)—or how the realities of market access might shape the directions of academic research—can help us create more efficient collaborations across perspectives. Where do we naturally align? Where do we sometimes struggle to see eye to eye? How can we help each other do our jobs better? And how do these collaborations benefit patients?

I hope you will join me in exploring this new world of collaboration in oncology. We’re working toward better treatments. We see the promise of prevention and early detection. Now, learning to work together is truly a new, great frontier in the fight to make cancer a manageable disease.

Dr. Paul Bunn

Distinguished Professor, James Dudley Chair in Cancer Research, University of Colorado School of Medicine


 

INTRODUCTION

Increased Understanding = Increased Collaboration

Oncology drug development needs a home.

By that, we mean a space where a strong sense of community thrives—a place where individuals can voice their thoughts, collaborate, and continuously share insights and ideas. We envision a community energized by interactions across silos within the pharmaceutical industry, including other stakeholders in the research and healthcare ecosystems. We well know that better collaboration, and better work, within a research community is driven by the individuals on the team understanding each other’s roles and how they complement and strengthen one another to reach team goals.

Many of us in oncology have heard the fight against cancer described as a moonshot, an idea almost impossible to achieve. It was precisely insofar as this concept had a “home” that the Apollo 11 mission—the first manned shuttle to the moon—succeeded. The teams behind that mission understood the critical importance of coordination and collaboration to achieve what once seemed impossible. In oncology, we, too, are aiming for the moon.

However, the daily demands of our work often cause us to lose sight of this ambitious goal and disconnect from colleagues focused on different phases of drug development. Current incentivization strategies often encourage work that remains confined to specific areas of expertise. For instance, the Phase 1 team may be rewarded for advancing a compound through the go/no-go stage gate into Phase 2 trials, without full consideration of how their early efforts impact the drug’s potential for success. Similarly, the R&D division may be incentivized to obtain regulatory approval for a promising compound while deprioritizing research that could improve patient access. Compartmentalized silos and their corresponding incentives narrow our focus, causing us to lose sight of the broader goal: successfully treating, and when possible, curing various cancers for the benefit of patients and their families.

Uniting for Oncology Breakthroughs

To keep our moonshot in focus, we must go beyond a basic understanding of each other’s roles in the drug development process. This requires both broad and deep knowledge of how our individual responsibilities align with those of others, as well as an openness to explore new ways of interacting. Moreover, we need to recognize and appreciate the innovation landscape beyond the traditional boundaries of industry and academia, tapping into forward-thinking solutions from companies with specialized expertise. Rather than seeing drug development as a relay race—where each department hands off the baton—we should envision it as a choral performance, where many unique voices come together to create something greater than the sum of its parts. Innovation in oncology requires teamwork.

As scientific progress accelerates—driven by technologies like wide-scale genetic and genomic sequencing, cell-based therapies, and advancements in immunology—so, too, does the development of therapies derived from these innovations. However, science is not the only force reshaping oncology drug development. Cultural and societal shifts, such as the focus on artificial intelligence (AI); diversity, equity, and inclusion (DEI); the focus on patient centricity and inclusion in drug development; and the growing importance of external partnering are also driving industry adaptation to better serve patients. In other words, success is not just about what we achieve individually within our departments or even within a single organization; the real triumph is in a truly collective effort toward the ultimate goal: eradicating cancer.

The alternative, according to contributing author Daniel Switzer, Vice President, Marketing, at Daiichi Sankyo, can be chaos. “The interdependency and trust that these teams must have in each other is central to their success,” he says. “It must be collaborative and coordinated. If it’s not, you end up with misinformation, too many messages, confusion, and a tremendous waste of time. It’s not about who gets the credit. It’s about how we, as an organization, are showing up for our clients.”

The Pillars of Collaboration and Innovation

Switzer’s words reflect both the purpose and the structure of this book. Each chapter is based on interviews with one, or in some cases, two leading experts representing distinct roles within pharmaceutical oncology or its external partners. These renowned authorities describe how their primary responsibilities contribute to cancer treatment development, sharing the challenges they encounter and their experiences working with partners from other areas of drug development to overcome obstacles. Other chapters highlight leaders from beyond the industry, such as academic researchers, societies, patients, patient advocates, and innovation partners (IPs). The fact that these partners are external to the pharmaceutical company does not diminish their importance or essential input into developing better cancer therapies. Academic researchers, patients, and patient advocacy teams should be an early and prominent voice in all our decisions and innovation. IPs, also known as vendors, solution providers, agencies, or consulting firms, are also driving industry adaptation to better serve patients and play a strategic and collaborative role in focused innovation and driving solutions that propel healthcare and biotechnology forward.

Our goals are twofold: to provide insights for those curious about areas of oncology drug development beyond their own roles and expertise, and to foster conversations around ideas, tools, goals, priorities, and—most importantly—cross-functional collaboration.
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A Holistic Approach to Collaboration and Innovation


To enable comparisons among the different perspectives collected in this volume, we asked contributing authors to share their insights and stories based on four standardized pillars: Leadership and Strategy, Evidence and Insight Generation, Evidence and Insight Communication, and Partnerships. Readers can explore any chapter independently to gain a deeper understanding of a specific function, or they can follow thematic paths across chapters. For instance, one might follow the Leadership sections across various chapters to grasp the nuances of leadership and strategy across different functions. Chapters are ordered alphabetically by role or perspective. All roles are essential for drug development, and there is no hierarchy of importance or chapter order based on when they contribute to the phases of the drug development process.
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Although the pillars are presented as distinct sections within each chapter, they are dynamic and interconnected. Just as the functions in oncology drug development interact and overlap, so do the topics covered by these pillars. For example, a discussion of strategy in the Leadership pillar may influence research activities described in the Evidence and Insights Generation pillar, which could then lead to strategic reassessment of the path forward. Similarly, Partnerships can shape Communication processes and even affect strategic decisions regarding development. Additionally, these pillars are reinforced by Enablers, which cut across all functional areas, providing the foundation of talent, technology, operations, and compliance that companies need to function and innovate. Every aspect of the drug development process relies on the interaction of these pillars and the support of enablers, with each pillar continuously influencing the others.

From Silos to Synergy

As editors of this book, we have each undergone a significant evolution in our careers—from individual contributors in the pharmaceutical industry focused on excelling in our specific roles to leaders with a broader perspective that spans both industry and societal need. Our experiences reflect the growing need for collaboration and innovation in oncology, especially insofar as the field has witnessed unprecedented advancements in recent years.

Kirk Shepard, MD, has been a prominent leader in the pharmaceutical industry for over three decades. He is board certified in hematology and oncology and trained at the University of Chicago Medical Center. He currently serves as Chief Medical Officer (CMO) at PDS Biotechnology. His extensive career includes leadership roles such as Senior Vice President, CMO, and Head of Global Medical Affairs Oncology at Eisai and Senior Vice President, Head of Global Medical Affairs at Shire. These positions have provided him with deep insights into every facet of drug development, from early-stage research to global commercialization.

Shepard’s career began in clinical oncology and hematology at the Cleveland Clinic. In a few years, given the opportunity to continue seeing patients at a university center and still participating in clinical research, he accepted a position in a pharmaceutical company. He started his pharmaceutical career in Clinical Development and Medical Affairs. Observing how much he enjoyed working with partners in other disciplines, company leadership wanted him to have a more diverse experience. First, they transferred him to a more commercial role. He thought he’d only stay for six months on that team, but he ended up staying for over three years. He gained confidence in his new role, and by the time he fully appreciated the commercial perspective, leadership moved him along to roles including strategy, R&D, and Medical Science Liaison (MSL) leadership, all new areas for him.

These diverse experiences across commercial and R&D functions gave Shepard a rare and valuable perspective on how different areas of drug development operate in silos. As he transitioned to senior leadership roles, he focused on breaking down these barriers to ensure cross-functional communication and foster collaboration.

Ramin Farhood, PharmD, MBA, has had a distinguished career in Medical Affairs, spanning nearly twenty-five years. As Global Head of Medical Affairs, he worked in every phase of drug development through commercialization, gaining a wealth of experience in strategy and execution. Farhood currently serves as Senior Vice President at SSI Strategy, where he advises numerous clients on optimizing their Medical Affairs strategies to ensure effective cross-functional alignment, collaboration, and strategic foresight.

Farhood has held senior leadership roles, including Vice President, Head of Global Medical Affairs at Novartis, AveXis, and Vice President of External Scientific Affairs at Shire and Baxter. Farhood still recalls the challenges he faced as a leader in Medical Affairs. While his teams consistently achieved tactical success, he became acutely aware of the limitations of operating in silos. There wasn’t a clear path to explore innovations across the broader organization or to prepare his team for what was coming five or ten years down the line. He had to take the initiative to seek out new knowledge and find ways to connect the dots on his own. As a result, his leadership style is characterized by a relentless drive to break down organizational silos and foster alignment and collaboration between different teams to deliver better outcomes for patients.

In 2012, Farhood cofounded the Immunoglobulin National Society (IgNS), an organization dedicated to advancing immunoglobulin therapy and improving patient care standards. Since its inception, IgNS has grown into a highly regarded professional community for nurses and pharmacists, offering specialized certifications and hosting an annual and regional educational conference that brings together experts from diverse disciplines.

Together, Shepard and Farhood were two of the cofounders of the Medical Affairs Professional Society (MAPS), which has grown into a global organization that supports collaboration and knowledge-sharing among Medical Affairs professionals. Their extensive experience in fostering connections within the industry highlighted the need for greater collaboration and transparency, specifically in oncology drug development. This insight helped inspire the creation of this book. In tandem with the book, the editors also launched the Oncology Voice Network (OVN)—an online community that unites professionals and partners from across the oncology landscape to share their insights and experiences.

Looking across the landscape of pharmaceutical oncology, we—Drs. Kirk Shepard and Ramin Farhood—recognize that companies face many of the same challenges. When organizations attempt to solve these issues in isolation, they often end up duplicating efforts and investing time and resources “reinventing the wheel.” By creating solutions collectively and sharing those results, we can free up resources to focus on accelerating drug development and improving patient outcomes. The same principle applies within companies: understanding our partners’ strategic priorities and collaborating closely allows us to identify opportunities for alignment and more effectively achieve shared goals. This mindset extends beyond the industry to the broader healthcare ecosystem, where partnerships among hospitals, academic medical centers, payers, regulatory agencies, and others are generating synergies that reduce cancer deaths through prevention, detection, and treatment.

Amplifying Expertise

Voices of Oncology was made possible through the efforts of thirty-three expert authors, pioneers, and visionaries from diverse backgrounds and with pivotal roles in oncology. These individuals brought their unique perspectives and invaluable insights to this project.

We are profoundly grateful for their willingness to share their experiences, challenges, and visions for the future. Their voices emphasize the importance of breaking down silos and creating a shared understanding between and across disciplines. By amplifying their voices, we aim to inspire a new way of thinking—one that prioritizes collaboration, knowledge-sharing, and collective effort. Their collective wisdom highlights a critical message: true progress in oncology drug development requires synergy across boundaries.

Voices of Oncology offers a call to action for all of us in the oncology community. As you read, we hope the stories of our contributors will inspire you to seek out new partnerships, share your knowledge, and innovate within the ongoing efforts to cure cancer.

We sincerely thank each expert for their invaluable contributions and dedication to the mission of advancing oncology. Their voices will continue to resonate throughout the industry, helping us all move closer to the ultimate goal of curing cancer.

Kirk V. Shepard, MD

Ramin Farhood, PharmD, MBA


 

VOICE OF ACADEMIC CLINICAL INVESTIGATION

Jedd Wolchok, MD

Director of the Meyer Cancer Center at Weill Cornell Medicine

Dr. Jedd Wolchok is a pioneer in immuno-oncology drug development for early- and late-stage cancer with a specific focus on melanoma. As a clinician-scientist, he investigates innovative immunotherapy strategies in laboratory models of melanoma and has served as principal investigator (PI) of multiple clinical trials. Immunotherapy has now emerged as a fourth pillar of standard cancer therapy, alongside surgery, radiation therapy, and chemotherapy. Jedd played a pivotal role in the clinical development of the US Food and Drug Administration’s approved immunotherapy ipilimumab for advanced melanoma and more recently designed and led a global Phase 3 trial of the first combination of immunotherapies, known as immune checkpoint blocking antibodies, aimed at reactivating the immune response to melanoma. After initial studies in melanoma, these approaches have resulted in therapeutic success in multiple cancer types.


Introduction to Academic Clinical Investigation


The academic clinical investigator is a professional usually with affiliation to a university medical center or cancer center involved in leading and running clinical trials or studies. The academic investigator assures that the investigation is conducted according to the signed investigator statement to successfully meet the research goals, while adhering to good clinical practice codes and protecting the rights and welfare of the study participants.
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The academic clinical investigator in the organization is external to the pharmaceutical company and can be requested to support drug development by many pharma functions, most commonly for Research and Development (R&D), Clinical Development (CD), Medical Affairs (MA)—including the Field Medical team (FMT) and Commercial.

The academic clinical investigator frequently partners with our patients and their families, our most important partners, to gather insights and hear directly from them what they think is right or wrong about how the drug is being developed. Patient advocacy groups are also important partners whose voices must be heard. After patients, it’s the scientific colleagues who are coming up with discoveries that serve as the engine for new clinical trials. Then, our partners in the industry who, either through investigator-initiated mechanisms or company-sponsored clinical trials, allow us to act on these scientific discoveries to transform bench research into new medicines.

Pillar I: Leadership and Strategy

OVN: What are your roles as an academic physician in the drug development process?

My experience as an academic clinical investigator in collaboration with pharma has been most meaningful when I have a seat at the leadership and strategy table along with my industry colleagues to formulate the questions, design the trials, review the eligibility criteria, and then importantly, take care of the patients and help to draw conclusions around the data.

An academic physician’s experiences should be balanced between industry-sponsored clinical trials that provide our patients potential access to new drugs that they might not otherwise have access to and investigator-initiated trials (IITs), which are extremely important for our academic growth. Asking data-rich questions with translational end points enables us to build on the science that’s taking place in our laboratories.

I’m significantly involved with the National Cancer Institute (NCI) Cooperative Groups. As chair of the melanoma committee for ECOG-ACRIN (ECOG and the American College of Radiology Imaging Network), I see the NCI Cooperative Groups as another extremely important venue, especially for early-stage investigators to establish their careers and be introduced to more seasoned investigators. There are some trials being done by cooperative groups that would never be done by an industry sponsor. In that sense, they offer an opportunity to ask large-scale questions that are distinct from those that are being asked by our industry colleagues.

OVN: What perspective and insights does the academic physician add to drug development that medical directors and medical oncologists who are in pharma cannot?

We take care of patients day in and day out. Many of us are also engaged in laboratory and translational research that serves as a foundation of many of the clinical trials that pharma is conducting. Investigators with a long career in academia can have longitudinal experience with trials, patients, and therapeutic areas. Unfortunately, people change positions so frequently within industry that they often don’t have the same experience.

Now that many of the people representing clinical trials on the pharma side have primary training as PharmDs, the academic clinical investigator also has an increasingly important role representing the MD perspective. The different trainings we bring from the academic and pharma side—or the PharmD and MD or PhD or RN side—are often complementary and contribute to making a clinical trial successful.


OVN: Are you brought into the drug development process as early as you think you should be?


Not always. My most rewarding experience is when I’m brought in before Phase 1 studies, when a company has said, “We have a new asset. This is where we’re thinking of pointing it. These are the preclinical data that we’ve generated that support the program. What do you think? Would you like to partner with us?” Usually someone will come to me with a query like that when they know that my own area of preclinical research interests overlaps with their plans. As a clinical investigator in academia, I may have specific expertise in the therapeutic area of interest and/or a treatment mechanism of action, and I will continue in this area across the years that a treatment may take to get from preclinical to Phase 3 studies.

OVN: As you move into Phase 2 and Phase 3 studies, how does your leadership role change, and how can pharma help you fulfill that role?

That varies. I had the great privilege of leading several of the registration studies in immuno-oncology (IO) mainly with Bristol Myers Squibb (BMS) around the combination of ipilimumab and nivolumab in melanoma. I designed and led the Phase 3 CheckMate 067 trial. Prior to that, I had very close relationships with the medical team at BMS in the IO field. Those connections allowed me and a handful of my colleagues to immediately share our ground-level views with the people who were advocating for the trial within the company.

We were all feeding information to the Clinical Development lead about how people were responding, but not on the usual expected schedule—not in a way that would allow for a progression-free survival (PFS) end point. There were some difficult decisions to be made around end point switching for a pivotal Phase 3 trial, which is a nightmare scenario, except when you’re switching, as we were, from a surrogate end point, such as PFS, to the gold standard of overall survival (OS). In this scenario, the headwinds coming from a regulatory agency such as the FDA are likely to be lower, but the financial headwinds are considerably higher, because you’re talking about keeping trials open for much longer to reach OS rather than PFS.

That experience was as close as I’ve seen to an ideal collaboration where I truly had unfettered access to the people who were leading the study program. Oncologists who were recently treating patients, who understood the patient viewpoint, and could then advocate with pharma senior leadership enabled the company to make almost split-second decisions about the program. This experience provided me with a window early in my career as a clinical investigator into how the process should work.

Unfortunately, it doesn’t always work like that, but this was one example of when it did work well.

Pillar II: Evidence and Insight Generation

OVN: What processes are you involved with, either in the pharma company or with your teams, as far as the data gap analysis?

It varies. I may receive an email from a company asking me if I’m interested in coauthoring work related to question X around a dataset, because some of the patients I treated were involved or because a company is aware of my work in the therapeutic area or treatment modality. Then, I assess if it’s something I’m interested in, if it really is in my field, and if it is a true data gap. Other times, I may reach out to the company and ask questions about data gaps to help determine future studies.


OVN: Do you think there’s a good path for you and your teams who are working directly with the clinicians, the families, and the patients to get insights back to the pharma company? Is that a process that you’re involved in?


I’ve made myself involved in it. For example, the clinical trial CheckMate 067, which is a nearly thousand-patient study that began in 2013, continues to be followed today and is an opportunity for insights from the clinicians and patients. If I’m talking with patients about that therapy and they have questions I can’t answer, I may reach back to the company with that question, which may spur the company to look at the large dataset in a new way or even suggest future studies.

OVN: What are the main challenges when running a clinical trial, and how do you address them?

The concept of diversity, equity, and inclusion (DEI) is extremely important. It looks at issues of access: where do people get their care, and do they have access to cutting-edge clinical trials at sites where they obtain their care? One of my areas of focus, as cancer center director, is to assure that all the campuses of Weill Cornell and NewYork-Presbyterian are united, as much as possible, in terms of being able to offer high-quality clinical trials and ensuring that the offerings to patients match what the clinical demographics look like.

Trust in clinical trials is another important concept—trust between patients, families, and the clinical trial community. There have been abuses in the past that have led to a lack of trust, but I believe that if you are a physician with integrity who communicates well and who spends adequate time explaining trials to people, you can absolutely establish trust.

That necessary time needed to explain and answer questions and assure that people are comfortable is one of the primary reasons why it is difficult to enroll patients in clinical trials. It takes time, and it should take time. When a clinician’s professional life is measured per RVU (relative value unit), they can rightly feel that they don’t have enough time to dive into offering clinical trials to every patient they see. We need to think hard about that.

Another area I think is challenging—and also where I think we can make changes in the near term—is eligibility criteria. This has been spoken about on and off for at least ten years. Eligibility criteria really need to be reviewed by boots-on-the-ground academic investigators before they get published in a protocol. Often there are things in the protocol eligibility criteria that make absolutely no sense. And when you ask why they are in there, the response is often, “It’s on our template.” Well, then change your bloody template! Sometimes the blame gets shifted to the FDA. Maybe it’s something like, Hemoglobin of 9 with no transfusions in the last twelve years—or a requirement for triplicate EKGs (electrocardiography). Academic investigators can help provide clinical context for these eligibility criteria—if a drug doesn’t affect cardiac function or a potential effect on hemoglobin is outweighed by a drug’s potential benefit against a patient’s cancer, we can help evolve the eligibility criteria accordingly.

I could give so many examples of restrictive eligibility criteria, but I’m most distressed by the people who have the misfortune of having multiple cancers and are told they can’t be in the clinical trial for an immunotherapy drug because they don’t have a normal lymphocyte count. That’s just outdated thinking. Most cancer patients don’t have normal lymphocyte counts because of their prior treatments. It’s a perfectly normal consequence of their disease and treatment, but I’ve had people who have been barred from clinical trials because of this nonsense.

I have nothing but respect for the industry’s need to run a trial designed to produce a strong effect signal while minimizing adverse events, but we need to be sure we’re not excluding patients from these trials for the wrong reasons. As a person who is on the ground with patients, I find it heartbreaking to tell someone they are ineligible for a clinical trial for a reason I disagree with.

OVN: There have been studies showing that patients on clinical trials have better outcomes than patients treated only with standard of care. Do patients know that the quality of care and the degree of involvement from the medical team will probably be much greater than the care they would receive outside the trial?

We do stress that because these are untested medicines, the intensity of care is increased. It’s a leap of faith for some of these patients to be sure. Here’s one story:

Ten or twelve years ago, I took care of a patient in a Phase 1 clinical trial who was very skeptical about joining the study, balking at being, in her words, “Bristol Myers Squibb’s own personal lab rat.” At the end of the two-year trial, she shared with me that she was going to miss all the people, attention, and love the team had shown her along the way—that she would miss us and wasn’t sure how she was going to get along without all of us. It was very reassuring to see that we had built that level of trust and care with her. Participation in the clinical trial cured her, and she has since extolled the virtues of clinical research in a book.

OVN: How has the pandemic impacted you and your organization running clinical trials?

It’s had a negative impact. Most academic centers underwent a very serious injury to their clinical research enterprise during the pandemic. Not just because patient volumes were down and there was less study accrual, but also because there was a great resignation of clinical research professionals—many organizations lost up to half of their clinical research professionals. Those professionals went to work for pharma and contract research organizations (CROs) that offered greater salaries and remote work. Those are powerful incentives that academic clinical research can’t compete with.

Even though we sometimes get reimbursed on a per-patient basis, in general, ITTs for NCI cooperative group trials don’t scratch the surface of what it costs. We need to take a long, hard look at the way in which data are collected, the density of the data that are collected, and the personnel time and effort required, because these are the largest contributors to what we must do in terms of cost and infrastructure. There’s so much redundancy in the collection of data for clinical trials: lab tests come out of one system, are then hand transcribed to a case report form, and finally, they’re put into a company’s medical record system. There must be a better way.


Pillar III: Evidence and Insight Communication


OVN: How about communication of the data from studies?

I’ve become a bit outspoken about ending trials too early in the face of disappointing early results—like when a Phase 1 trial doesn’t show tumor regression. I’ve seen numerous trials, not just individual clinical trials, but entire therapeutic development programs—entire classes of agents across companies—shelved on the backs of one result from one company that is studying one agent. There is so much eagerness to cut losses that we rush to end a trial and don’t get the chance to learn whether a drug is hitting its target, or if it’s hitting that target but is simply not impactful enough to cause tumors to stop growing. Even in a trial that at face value appears unsuccessful, pharmacodynamic end points are so critically important. Maybe we could rationally and mechanistically pair a drug with another agent to look for additivity or synergy. That second step is rarely done. And when it is done, it’s done, in my opinion, in a manner that’s way too empiric. Rather than simply scrapping a drug based on data from an early trial, let’s learn something from it—let’s put together a combination based upon the true mechanism. Most of the time, those decisions get made in a split second without input from academicians.

Pillar IV: Partnerships

OVN: Who are your most important partners in the drug development process, both internally and externally?

Our most important partners are our patients and their families. Full stop. The insights we gather from patients are from our direct interaction with them. I think more professionals should speak directly with patients. With the appropriate guardrails of interaction in place, why shouldn’t a professional in the pharmaceutical industry be able to hear directly from a patient about what they think is right or wrong, or are indifferent about, when it comes to the way drugs are developed? I’m involved with several of the melanoma patient advocacy groups as well as ones that are more focused on immuno-oncology. And I think that they are super important and that their voices must be heard.
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After patients, it’s my scientific colleagues here who are coming up with discoveries that serve as the engine for new clinical trials. Then our partners in the industry who, either through investigator-initiated mechanisms or company-sponsored clinical trials, allow us to act on these scientific discoveries in the form of new medicines.


OVN: Are there partnerships you think could be improved, and how?


I’ve had the privilege of being involved in several academic-industry collaborations that have started in pharma. The best ones are ones that last, meet regularly, and importantly, give the academic investigators a seat at the table before the protocol drops. Those are the most valuable opportunities to interact with pharma and talk about the questions and experiments and how the best possible clinical trials can be done. These opportunities need to happen more often.

Enablers

OVN: What is the motivation for individuals to choose a career as an academic clinical investigator?

There’s no doubt that it makes you feel as if answering the research question is partially under your control. If you believe in the pathway, if you formed a hypothesis along the way, and you know that intervention A, B, or C will have a role in treating cancer X, then this is a way for you to complete that career arc. Your decisions are directly impacting patient care for perhaps thousands of patients in the future. The other feature is that for academic clinicians, the currency that’s needed for promotion really comes from leading clinical trials, which allow you to have podium time and to sit in the coveted first or last author positions on the manuscripts that emanate from clinical research. These are the elements that appointment and promotion committees look for in terms of career advancement.


Further Reading
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Christi Shaw, MBA

Former Chief Executive Officer of Kite, a Gilead Company
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Christi Shaw is a life sciences leader and advocate for patients who has more than thirty-five years of pharmaceutical industry experience across a broad range of therapeutic areas. Christi formerly served as Chief Executive Officer of Kite, a Gilead Company, where she led a global team dedicated exclusively to the research, commercialization, and manufacturing of cell therapy. Under Christi’s leadership, Kite became the global leader in potentially curative cell therapy with multiple approved blood cancer indications in over twenty countries and went from treating a few hundred patients to thousands of patients worldwide. Prior to Kite, Christi held senior executive positions at Lilly, Novartis, and Johnson & Johnson.

Christi’s leadership skills have led her to receive the Healthcare Businesswomen’s Association’s Woman of the Year Award (2023) and be recognized on the Forbes 50 Over 50 list (2022). In 2016, while being a caregiver to her older sister, Christi and her younger sister cofounded the More Moments More Memories Foundation, an organization providing grants to help people access oncology clinical trials for potentially lifesaving treatment.

Christi currently serves on the boards of directors of Avantor, Beam Therapeutics, and ReAlta Life Sciences and is an advisor to Ginkgo Bioworks, Cellares, and the Iowa State Ivy College of Business.

Introduction to the Chief Executive Officer (CEO)

The chief executive officer (CEO) is the highest-ranking employee of a pharmaceutical company. Although the role can vary, it usually involves setting strategy for the company and directing the execution of the strategy, leading the executives through major decisions and actions for the company to improve patient care and outcomes, with advice from the board of directors. The CEO creates the company culture, purpose, priorities, and alignment to successfully deliver on the main goals of the business.
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The CEO in the organization is not only the highest-ranking employee but sometimes also serves as the president and/or on the board of directors. Reporting to the CEO are the executive company leaders of Research, Clinical Development, and Medical (Chief Medical Officer or CMO); Head of Finance (Chief Financial Officer or CFO); Head of Commercial—Marketing, Sales, Access (Chief Commercial Officer or CCO); Head of Technical Operations; Head of HR/Talent; Head of Legal and Compliance; and others depending on the company’s needs and priorities.

The CEO frequently partners with many internal and external stakeholders depending on the phase of development. In a start-up company, the most important internal partners to make the chain of innovation run smoothly are the Head of Corporate Development (strategy and external innovation) and the Product team (Research, Clinical Development, Medical Affairs). In midsize to larger companies, Commercial becomes a more critical internal partner that enables strategy to reach the most patients at a value that’s acceptable to payers but also gives value back to the company to invest in more R&D innovation. The role of most areas is clear: Research discovers, Clinical Development brings the product to market, and Commercial makes sure that the product gets to patients and that there’s volume and, therefore, sales and revenue. The main job of Medical Affairs is to educate the external healthcare community. Another important external stakeholder is investors, and the CEO’s role is to ensure that they understand how the innovation and services are impacting patients and, therefore, growth. The CEO engages with other external stakeholders by helping clinicians and researchers stay abreast of the rapid progression of technology and science in oncology so that they can treat and potentially cure more cancers and other diseases as fast as possible. It is equally important for the CEO to spend time with patient advocacy groups to ensure patient awareness, asking questions such as the following: What data do patients need? What data do physicians need to make the best decisions for their patients?


Pillar I: Leadership and Strategy


OVN: What is the specific role of a CEO for a company in oncology?

The role of the CEO is to set the vision and strategic direction, bring cross-functional teams together, and assure everyone is in alignment with that direction. Based on individual functions and roles, everyone within the organization determines how they ladder up or relate to the broader mission of the company to make sure all are rowing in the same direction, as fast as possible, to cure patients.

OVN: What are the elements of a successful oncology company strategy?

Compelling strategic objectives start with the mission of the company. What is the unmet need? What problem are we trying to solve? Once that’s clear, we harness the input from all stakeholders including patients, healthcare professionals, governmental regulatory bodies, payers, and/or investors.

If we say, “Our mission is to cure cancer,” that raises questions about the top three to five things that need to be done to accomplish that mission. Following questions may include: What is the goal in that aspiration? How many patients can we cure? How do we reach patients as fast as we can? On the R&D side: How do we advance the science to assure we can cure more patients in the future? On the Medical Affairs side: How are we part of what needs to be studied? After it’s studied and the product is approved: How do we continue to study it in the real world so that information can flow back into the R&D pipeline like a well-oiled machine—so we can advance quickly to help even more patients?

OVN: How do you establish and retain a successful culture for your company?

Given the speed of science and the steep competition, instead of developing a five- to ten-year strategy that must stay the course at all costs, we need a culture that’s focused on the cure for cancer and the ability to move fast. We must also be adaptable and humble: we don’t know everything, and our path toward that mission may change.

OVN: When we talk about launching an individual oncology product, what are the elements or foundations for that launch?

Those differ depending on the size of the company. A small start-up oncology company won’t have the luxury of large-scale commercial input. Mid- to large-size companies that have all functions really need to start five years before launch; even before they decide what markets to enter, they’re looking at all opportunities to bring to bear scientific innovation and get their product to patients.

A lot of people think if you build it, they will come. But one of the reasons I went to Kite is that there existed a potential cure for cancer, but patients weren’t getting it. We had data showing that almost half of patients who were given three to six months to live and who received the product were alive at five years, yet only one out of ten eligible patients were provided that product.

Many people think the Commercial arm is the dark side of the business, but I see it as the part that—along with Medical Affairs—gets innovation to the patients. Commercial and Medical Affairs have their distinct roles upon approval to bring a product to patients—to educate the healthcare community on the benefits and risks, and to ensure the product is reimbursed and available. If you rely only on Research and Development, you could spend a lot of money and never actually reach a patient.

OVN: What are the key challenges of launching a product in oncology? How does oncology differ from other therapeutic areas?

Oncology is about the urgency of the need. If you have a chronic disease like osteoporosis, the amount of money, investment, and time needed to bring a product to treat it to market is greater because doctors are trained to first do no harm. Insofar as a chronic disease is typically not life-threatening, the regulatory authorities have time to ensure that a new product is as safe as possible before they approve it for use. In oncology, conditional approvals are given much earlier, because speed can be a matter of life and death, and patients are often willing to accept a higher likelihood and degree of adverse events.

The first time I entered oncology, I saw an approval come from a Phase 2a clinical trial in twenty-eight children for benign brain tumors. But when that happens, you’re not just approved and done. Rather, because your product was made available so quickly, you do a lot of the studies afterward. That’s when clinical trials and collecting real-world evidence (RWE) come into play—when the company, led by Medical Affairs and regulatory authorities, commits to studying the product long term.


OVN: Do you start the Target Product Profile (TPP) process early on?


Yes, we start in the early phases. Top considerations include speed to market, expanding over time to help a broader or narrower group of patients, the likelihood of approval, and reimbursement. All those different voices come together to make sure the TPP will live and breathe for many years, because the standard of care may change, and that may evolve the way you design your study. A bit of the TPP process is prediction: When you get to the market in two, three, or four years, what will the market look like? You want your studies to still be relevant to physicians who may want to prescribe the product for patients.

OVN: As CEO, did you have to step in to negotiate or supersede all the people with different mindsets and priorities?

Focusing on the cure has been a personal mission for me, especially given that my mother and my sister both passed away from cancer and that I bring with me the lens of a caregiver. Here’s just one example: A briefing book went to the FDA for a third-line treatment of mantle cell lymphoma, which described the Clinical Development study and the results. The proposed briefing book did not include cross-functional input. I looked at it and said that we needed to include the rationale for earlier line treatment, because these are such rare diseases and so tough to treat that if we submit for an indication that’s third-line plus, second-line patients won’t get access and insurance won’t pay for it in that setting. Those patients would die before reaching third-line treatment where our drug could show benefit.

There was some argument, and people were pulling me aside after meetings to explain, “Christi, let me help you understand the design of our study.” I said, “I understand the design of our study, but we need to make sure that the regulatory authorities understand how difficult this disease is and that we can commit to a postapproval study for patient access to second-line treatment.”

There was a lot of consternation, a lot of disagreement for fear of being told no by the regulatory authority. But the way I saw it, even if the submission had less than 10 percent chance of being approved for second-line treatment, that chance was worth trying to ensure that more patients could have access at a time when it could truly be useful. I wanted to see what we could do. We succeeded in getting second-line plus approval and saved so many more lives, and the product continues to be studied postapproval. The same thing happened for follicular lymphoma. The regulatory authorities saw the unmet need, saw the urgency, and saw the commitment to follow through on studying the safety and efficacy postapproval. That was a successful partnership.

Pillar II: Evidence and Insight Generation

OVN: Our ability to collect insights, assess them, and even look at them by AI is becoming more sophisticated. What’s the CEO’s role as far as data and insights generation and making sure that culture is developed to bring insights from the outside in?

Here’s something we really evolved at Kite: We used to have the 120-page slide decks that gave you all the information you could possibly need but shared no real insight. The teams were not happy with me when I asked them to switch to a one-to-two-page memo. It takes much longer to consolidate everything into one to two pages of easily understandable and digestible insights that clearly identify the problem we’re trying to solve, the options available, our recommendations, and how we set it up. That was a slow process.

I believe that better decision-making and follow-through are driven by enforcing shared consciousness at the highest level in a clear, concise manner, and I try to help my teams understand their role in that process.

OVN: It sounds like everyone has responsibilities for insights and for interpreting how they affect decisions and strategy. Are the Medical Science Liaisons (MSLs) in the field the ones who bring in the greatest yield, or is it everybody?

MSLs play a key role in insight generation. The insights they gather just talking to customers help consolidate the biggest questions those customers are asking. The last two companies I’ve been at, we’ve been able to consolidate everything that the MSLs have heard, even in a single week. That, coupled with Commercial, Research, Advisory Boards, and others, have given us signals very early on about the insights we need to act on and what we should be preparing for.

Consolidated feedback from insights sets us up to determine what we can agree on and which insights match with our strategy objectives and the goals we’re trying to accomplish.


OVN: How do you get people’s input on internal data? Do you have a data gap analysis annually or periodically that people can give input into?


Absolutely. There are many different areas of that. One is real-world evidence. When you study a product in a clinical trial setting, the physicians typically come from academic centers where they do this all the time. Then, you move to institutions where they’re not used to clinical trials, but they’re treating real-world patients every day. How is the usage of your product and the impact on patients in the real world different than it was when you studied it in a clinical trial setting? We want to see that. Regulators want to see that.

Then, too, we gather insights from the Patient Access team—answers to questions like: Are the commercial insurers paying for this? Is Medicare paying for this? What’s causing countries in Europe to approve or not approve a therapy? What data do they need to make them feel more comfortable and the therapy more cost effective? We found in cell therapy, if it’s not used for eligible patients within two years, it’s double the cost of what it would be if it was paid for the first time and the therapy succeeded.

OVN: Have you had conflicts in your executive team between or among different teams? For example, R&D wants to get things done on time, and then other people are saying, “No, we won’t be able to sell the drug if we don’t have this data.”

One of our great tensions arises around getting the drug out to patients on time. An example is minimizing safety events. In oncology, we’re really driving to efficacy in curing cancer. But at the same time as we look at our investments, we continue to study how we improve the safety of the product. Some will argue that the product is already approved, and we shouldn’t spend the money on improving its safety when we might be able to generate a new product that cures more cancers. Others argue that we can’t get the product to all patients unless the safety is better characterized and they have access to that information. In these cases, it is the role of the CEO to help think strategically about how we manage resources to make the biggest difference for the most patients.

Pillar III: Evidence and Insight Communication

OVN: What is your role as far as keeping people aligned on data and insight communication? What are the processes or the culture that you must establish?

When I was in big pharma, our communication process was a well-oiled machine. Coming into a start-up and then moving to a midsize biotech company taught me that we need to do more than just regurgitate the data the way we see it. There’s work to be done making sure data goes back to the cross-functional Product teams and that those teams tell us what the top three to five key messages are.

For people to consistently understand which are the most important data in a trial, we must all be aligned and ensure the integrity of what we’re saying. Otherwise, we risk confusing physicians, patients, prescribers, regulatory authorities, insurers, and payers.

OVN: Do your core scientific statements come from a Scientific Communication Platform (SCP)?

The narrative is typically driven by the Product teams, but the input comes in from multiple sources, including from clinical trials or from RWE. The insights come from different functions but putting them in context at the enterprise level is key.

Getting people to understand why cross-functional input is critical was a challenge. Initially, the Clinical Development team asked, “Why do we have to check with these other people? We ran the clinical trial,” and Commercial said, “We can’t sell the product unless it has certain features.” The goal is to understand each other’s points of view.

The cross-functional piece is where that patient impact happens; how will all the key stakeholders impact the best possible outcome for the patient? From the formation of a SCP, we make sure that all stakeholders have the tools and materials needed to effectively communicate the message to different audiences.

OVN: How has the recent digital transformation affected how you handle data?
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