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A Complex Picture
for Pharma C-Suite
Ongoing balancing act provides perfect backdrop to
recognize, celebrate our latest Emerging Pharma Leaders

L

eading a company is not easy, but it can be rewarding. This month’s
issue of Pharmaceutical Executive offers examples and insights for both
sides of that coin.
Let’s first look at our columns for information behind the hard
decisions that come into the c-suite on a regular basis. In our Washington
Report, we focus on the end of HHS’ declaration of a public health emergency
that is in sight, and will likely mean significant shuffling of insured and underinsured people; impacts to insurance coverage around telehealth and in-home
care will be under the lens as well. Meanwhile, in Europe, the drug pricing
issue, much like in the US, continues its debates in the public and policy arena.
Looking over to the finance world, we are still experiencing a biotech market
correction that is causing many small and emerging biopharma leaders to evaluate their short-term options. Finally, in our new environmental, social, and
governance
column, authored
by Geralyn Ritter, head of external affairs
OF SUCCESS
MASTER(ESG)
THE SCIENCE
and ESG at Organon, leaders are urged to come to terms with their long-term
ESG strategies for the sustainability of their companies.
This is a lot to digest for the c-suite, and navigating the subsequent challenges that come from many directions is a balancing act for even the most
seasoned professionals.
Which brings me to the other side of that coin, the preparation and the
rewards of leading an organization. This month, as Elaine Quilici outlines in
her Editor’s letter, we celebrate 11 biopharma professionals who have been
selected to be recognized for their careers to date and ability to lead companies
in this complex, highly regulated industry. To them I say, “Congratulations!”
and may everyone reading reap the rewards, both tangible and intangible, of
mastering the science of success.
Mike Hennessy Jr.
President and CEO
of MJH Life Sciences®
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Never an Easy Task
ELAINE QUILICI
is Pharm Exec’s Editor-in-Chief.
She can be reached at
equilici@mjhlifesciences.com

Every January, we kick off the new year with our annual campaign
to unearth the rising stars of the biopharma world. Our Emerging
Pharma Leader (EPL) selection process begins with a call to action
for nominations. As our stack of applications grows, we’re also
securing our diverse group of judges for the year, composed of three
rotating members of the Pharmaceutical Executive Editorial Advisory
Board (EAB) and one former EPL.

T

his year, our judges included EAB members Indranil
Bagchi, senior vice president and head of global value
access at Novartis; Al Reicheg, CEO of Sea Change
Healthcare; and Adele Gulfo, chief business and commercial development officer at Sumitovant Biopharma. Former
EPL winner Carla Pearson, vice president and global commercial lead for Cabotegravir at ViiV Healthcare, also participated.
Over the years, we’ve noticed a slight shift in nominees.
Whereas in the past many were from large pharma companies
and had worked their way up the career ladder, a newer generation of nominees has emerged. This group consists of already
MASTER
executive-level titles but at smaller, newer biotechs where most
titles by default are of high rank. However, despite their executive titles, these nominees are still emerging in their careers, are
on a growth path, and are moving their company forward.
Our aim is to recognize biopharma individuals—whether
from large pharma or emerging biotechs—who are dedicated
to their work, know when to push boundaries, and know how to
think outside the box to achieve their goals. We look for wellrespected leaders who know how inspire their teams. We review
their accomplishments along their career paths and their progression of increasing responsibilities. Many themes we see along
the way include a focus on mentorship, inclusion, and vision. But

the descriptions of the winners always include that je ne sais quoi—
that undefinable quality that makes them stand out.
This year, we are proud to announce our EPL class of 2022
has 11 elite members. It includes people who participated in
developing COVID-19 drugs, and others who are dedicated to
the development of important mental health and oncology treatments. We have EPLs well-versed in global strategy and collaboration, while others focus on the financial side of growing a
business. Some are committed to fighting for patient diversity
and health equity, while others champion patient centricity and
access. Some are fueled by innovation and technology, and othTHE SCIENCE OF SUCCESS
ers are impacting the world of training with emotional intelligence, inspiration, and passion.
We are proud to have such a diverse mix of pharmaceutical
professionals and truly enjoy learning about each of their paths.
In fact, it’s one of my favorite issues of the year. I relish sitting
down and talking with these leaders, to learn what makes them
tick, what keeps them up at night, and what impactful initiatives
they are working on. These interviews are always equally enlightening and encouraging, often topped with a dose of humility
from the EPLs. But there is nothing to be shy about for these
winners—they have earned their spot in our eyes, and we’re
ready to watch them expand their horizons even further.

Pharmaceutical Executive’s 2022 Editorial Advisory Board is a distinguished group of thought leaders with expertise in various facets of
pharmaceutical research, business, strategy, and marketing. EAB members suggest feature subjects relevant to the industry, review article
manuscripts, participate in and help sponsor events, and answer questions from staff as they arise.
MURRAY L. AITKEN
Senior Vice President, IQVIA,
Executive Director, IQVIA Institute for
Human Data Science

ADELE GULFO
Chief Business and Commercial
Development Officer,
Sumitovant Biopharma

KENNETH GETZ
Director & Professor, Center for the
Study of Drug Development, Tufts
University

INDRANIL BAGCHI, PhD
Senior Vice President and Head,
Global Value Access, Novartis

NICOLE HEBBERT
Senior Vice President, Head of Patient
Services, UBC

CARRIE LIASKOS
Vice President, Market Engagement,
Syneos Health

JOHN FUREY
CEO, Imvax, Inc.

MICHELE HOLCOMB
Head, Strategy & Corporate
Development, Cardinal Health

CHANDRA RAMANATHAN
Executive-in-Residence,
MassGeneral Brigham

BOB JANSEN
Principal Partner, Zensights LLC

AL REICHEG
CEO, Sea Change Healthcare

JAMES J. GALEOTA, JR. (JAY)
CEO, Kallyope
STEVE GIRLING
President, IPSOS Healthcare North
America

BARBARA RYAN
Founder, Barbara Ryan Advisors
SANJIV SHARMA
Chief Commercial Officer, HLS
Therapeutics Inc.
TERESE WALDRON
Ret. Director, Executive MBA
Programs, St. Joseph’s University
PETER YOUNG
President, Young & Partners
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FDA, Industry Prepare
for Transition From
COVID-Driven EUAs
Changes likely with looming end to emergency use authorizations

A

s the COVID-19 pandemic shows signs of becoming less widespread and lethal, federal agencies and
medical product manufacturers are assessing the
potential impact on the development and distribution of drugs and diagnostics made available under FDA’s Emergency Use Authorization (EUA) policy. That program has allowed
FDA to approve medical countermeasures based on more limited
clinical and manufacturing data to facilitate earlier patient access
to treatments and preventives during the health emergency.
Although the Biden administration recently extended the current COVID public health emergency (PHE) declaration past its
mid-April expiration date, government agencies and the biomedical industry anticipate an end to emergency status in the MASTER
near
future. That prospect is prompting all parties to consider likely
changes in R&D processes as well as in coverage and reimbursement for pandemic therapies, vaccines, diagnostics, and other
medical products. FDA recently posted an information page on
the topic, aptly titled “What happens to EUAs when a public
health emergency ends?”
FDA’s process for approving drugs, vaccines, and diagnostics
under a health emergency is governed by section 564 of the Food,
Drug, and Cosmetic Act and differs from the rules affecting federal health coverage and reimbursement under the Public Health
Service Act. FDA initially gained EUA authority in 2004 to facilitate access to drugs, biologics, and diagnostics needed for emergency use, as in the case of an anthrax attack, the emergence of a
deadly virus such as Ebola or Zika, and other bioterrorism events.
EUAs related to those conditions have not been terminated and
remain in effect, largely for a number of in vitro diagnostics (IVDs).
Specific authority for FDA to approve EUAs related to SARSCoV-2 was issued by the secretary of Health and Human Services
(HHS) in February 2020 to facilitate the availability and use of
qualifying treatments lacking full market approval. This authority does not expire automatically as with other HHS emergency
policies; it has enabled FDA to speed critical anti-COVID vaccines to the nation, while also issuing hundreds of EUAs for IVDs,
ventilators, personal protective equipment, and other medical
devices—most recently for a breathalyzer COVID diagnostic test.

MAY 2022

JILL WECHSLER
is Pharmaceutical Executive’s
Washington Correspondent.
She can be reached at
jillwechsler7@gmail.com

EUAs have been more controversial for the handful of antivirals
and monoclonal antibodies seeking that status. FDA has revoked
emergency use for certain therapeutics later found less safe or effective than initially claimed, notably for hydroxychloroquine/chloroquine. More recently, the spread of the new Omicron BA.2 subvariant led to the revocation of the EUA for the mAb sotrovimab
(Xevudy) produced by GlaxoSmithKline and Vir Biotechnology,
based on its reduced effectiveness against the new strain. Similarly,
in January, FDA ended emergency use of Regeneron’s mAb
REGEN-COV as a preventive and treatment for COVID due to
lack of effectiveness against new variants. Regeneron, meanwhile,
applied for full FDA approval of the therapy for preventing and
SCIENCE
OF but
SUCCESS
THE
treating
COVID,
FDA recently extended its review of the application for three months (until July 13) to assess additional information to support a biologics license application (BLA).
These regulatory actions illustrate the importance of manufacturers anticipating and planning for the conduct of studies
needed for the eventual conversion of EUAs to full approvals.
That process will tax FDA resources, particularly for the vast
number of EUAs for medical devices; FDA recently proposed a
180-day period for manufacturers to either discontinue EUA
product distribution or seek permanent marketing authorization
for diagnostics and other products when conversion is required.
LIMITING COVERAGE
Although manufacturers may continue to produce and market
drugs and vaccines under EUAs, an end to the broader HHS public health emergency will alter emergency coverage and reimbursement for numerous medical services, testing, and treatments. This
will affect payment and access to therapies and vaccines through
Medicaid and Medicare and state and local health programs, and
alter important flexibilities that now apply to private insurance
and healthcare providers such as hospitals and clinics. Of particular importance will be the impact on the broader emergency
use of telehealth programs, increased coverage for in-home care,
the availability of free vaccinations and testing, and subsidies to
access therapies at lower cost, as outlined in an April issue brief
from the Kaiser Family Foundation.
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NICOLE FAUST, PhD
CEO, CEVEC Pharmaceuticals
Brand Insights - Thought Leadership
from Marketers | Paid Program
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Brand Insights - Pharma Manufacturing

Gene Therapy on the
Verge of Taking its
Next Evolutionary Step
The shift from (ultra) rare to prevalent diseases calls for new vector
manufacturing technologies

he following is an interview with Nicole Faust, PhD,
CEO of CEVEC Pharmaceuticals, a provider of highperformance cell technology for the manufacturing
of gene therapy vectors and vector vaccines.

ability, reproducibility, and efficiency, all needed for gene therapies at larger scales.
What kind of production technology is the industry looking for?
The future of scalable vector manufacturing is stable producer
cell lines. We saw this 20 years ago with monoclonal antibodies.
Nicole, with this year’s cell and gene conference season
Therefore, CEVEC has developed ELEVECTA®—the first and
in full swing, can you highlight a few key messages?
The cell and gene therapy sector is really gaining momentum.
only AAV manufacturing technology based on inducible stable
We see a lot of progress in clinical pipelines and many new
producer cell lines. With ELEVECTA®, all components for AAV
approvals. According to the latest report from the Alliance for
production are stably integrated into the genome of a suspension
All youOFneed
for manufacturing is the producer cell and
Regenerative Medicine, there are nine regulatory decisions
in
SCIENCE
SUCCESS
MASTER cell
THEline.
the standardized production process in stirred tank bioreactors.
gene therapy expected from the FDA alone within the next year,
No helper virus, no plasmids.
plus seven in Europe. And from our discussions with pharma, we
Another industry that has gained momentum during the
know that there is enormous clinical and preclinical activity in
pandemic is the vaccine industry. Does the manufacturthe sector.
ing of vector-based vaccines face the same challenges?
Speaking of gene therapy: You have been active in this
Generally speaking, yes. However, vaccines have to fulfill highindustry for quite a while now. How do you see it evolving
est safety standards. Especially for adenoviral vectors, the absence
and have you seen anything that marks a notable change?
Looking at vector types, there has been a clear shift towards
of replication-competent adenovirus is particularly important.
AAV for gene therapy applications. For in vivo gene therapy, AAV
CEVEC’s CAP® Ad platform has been specifically designed to
is now the predominant vector type. Critically, we also have seen
ensure safe adenoviral vector production.
a clear shift from rare and ultra-rare to prevalent diseases. This
Your company gets a lot of attention in the industry. Can
you name clients that are using your technologies, spemeans larger trials and higher patient numbers, posing new chalcifically in the viral vector space?
lenges for the manufacturing process. Gene therapy is really on
Our aim is to make our leading technologies widely available
the verge of taking its next evolutionary step.
What does that mean in terms of new needs, specifically
and to be a reliable and competent partner to the pharma indusin vector manufacturing?
try. This approach has been well received. Most of our clients
With higher amounts of vectors required, manufacturing proare US-based, such as Biogen, but Europe is catching up, as you
cesses need to become more robust, reliable, and, foremost, scalcan see from our collaborations with Roche and UCB.
able. Platform technologies are needed to enable this. That’s why
So, what is next? For you as a company and, in general,
we at CEVEC—as an enabling technology provider—are getting
for the industry?
a lot of attention right now.
Clearly, expanding capacity to meet the rising market demand
So, the classical standard for AAV, triple plasmid tranis a top priority. We are looking to team up with strong partners
sient transfection, does not do the job?
that complement our expertise and capabilities. The goal of partCorrect. Transient transfection of cells using plasmids works
nering is to further strengthen our leading market position and,
well in smaller volumes and academic settings. But it lacks scalwith that, to advance the gene therapy industry as a whole.
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Can Pharma Seize the
High Ground in Latest
Pricing Proposal Flurry?
The risky business of outmaneuvering Europe’s drug pricing authorities

I

s the drug industry in Europe plotting to tame three dragons
at once with its latest volley of policy proposals? Innovative
pharma companies in Europe have faced constant threats
for years in the shape of reference pricing, parallel trade,
and incoherent health technology assessment (HTA). Researchbased companies have long complained that their energies are
depleted and their incentives blunted by the way national governments impose conditions relating to price and reimbursement, and
by the adverse effects of their interplay at the European level. April
saw the European drug industry association release three closely
argued papers, each of which individually suggested some specific
new perspectives. Taken together, they represent what looks like
MASTER
a carefully calibrated assault on some perennial problems.
The most striking industry offer is a commitment by companies
to apply for pricing and reimbursement of all their innovative medicines in every EU country within two years of obtaining market
authorization. More than a gesture of goodwill, this is an explicit
response to growing pressure—backed by threats of legislation—to
require the same chances of treatment to patients in smaller markets like Cyprus, Malta, or Estonia as those in Germany or Italy.
Just as dramatic is an industry invitation to national and European authorities to get serious about jointly organizing a formal
scheme in which lower-income countries could pay less for innovative medicines than higher-income countries.
The third in this trio of positions aims to take much of the heat
out of the entire European debate about drug pricing by relativizing its significance in national health budgets. “Net pharmaceutical expenditure is an important but smaller part of the total healthcare costs,” it argues. In addition, the debate around
pharmaceutical prices has focused on single medicines in isolation,
without taking account of the savings to the total healthcare system
of the diseases that they aim to treat or prevent, it underlines.
The merit for the industry of this third element is easy to see.
In basing its calculations on net prices, not only do the numbers
for health system spending come out lower, but public awareness
is raised of the crucial distinction between net and list prices. The
figures also serve to help the demonstration that apparently expensive drugs are often in fact a bargain.

MAY 2022

REFLECTOR
is Pharmaceutical Executive’s
correspondent in Brussels

The motivation behind the other two initiatives is more complex. At first glance, it might hardly seem worth the extra administrative burden that companies will be committing themselves to
in placing their products even in smaller markets. But the commitment to launch is accompanied by a device—a public portal
—where companies will post the progress of each of their pricing
and reimbursement applications in each market. This, reckon
industry leaders, will expose where the real obstacles lie in panEuropean access: not greed for private profit, but the delays and
divergences in national decision-making that actively discourage
companies from seeking launch in some markets.
Similarly, the complex customized pricing system now being
THE SCIENCE OF SUCCESS
offered by industry—known as equity-based tiered pricing—also
comes with its own baggage of reservations. Industry will provide
lower prices for poorer countries on conditions—ones that would
include strict confidentiality over the prices agreed, stricter limits
on the reference pricing widely practiced at present by national
pricing authorities, and measures to prevent diversion—of goods
or information that would undermine the scheme.
Adding up the potential bonuses to industry from all this energetic activity suggests some solid and substantial gains. High-profile revelation of the lengthy and highly variable national processes
in HTA, painstakingly documented on a public portal by the victims themselves, may have an immediate effect in driving improvements at a national level—and will provide plenty of ammunition
for the industry to use in shaping the details of the new European
HTA scheme as that is finalized over the next two years.
If the new pricing scheme locks in confidentiality on individual pricing agreements, it could forestall much of the disadvantage drug firms will be subject to under the much-vaunted closer
collaboration between national pricing authorities.
There is no doubt that the debate on drug pricing is going to
get more intense in the coming years, because the rewrite now
underway of EU rules on pharmaceuticals will bring prices under
even closer scrutiny. The more information that the industry can
get into the public policy domain before new rules are set, the
better its chances of heading off the more extreme proposals to
weaken its influence that are now circulating in Europe.
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REBEKKAH CARNEY
Human Factors Investigator,
Healthcare Research and Analytics
(HRA), a company of the Agency
Network at MJH Life Sciences
Brand Insights - Thought Leadership
from Marketers | Paid Program
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Better Marketing by
Design: Humanizing
Drug Delivery Systems
Implementing human factors engineering early in launch cycle

ow can marketers be sure that their devices, such as
an insulin pen, will be safe, effective, and intuitive
in patients’ hands? The answer lies in human factors engineering (HFE). HFE combines mechanical
engineering with behavioral psychology to examine how systems
can be designed for safe and effective use with real—and fallible—human beings at the controls. Too often, HFE is often
treated as an afterthought, with user-based design considerations
siloed into engineering or regulatory requirements in the launch
cycle. However, product marketing teams enjoy significant
REMEMBER, IT’S ALL ABOUT THE PATIENT
advantages if HFE is integrated early in the timeline:
HFE and marketing strategies work and best coordinate when they
• Alignment of regulatory requirements and marketing goals
both focus on the needs of the user and their interaction with the
for faster launch
OF SUCCESS
MASTER therapy
THE SCIENCE
and device.
Both teams work in their respective comfort
• Product adoption & loyalty through better patient experience
zones, and benefit from the insights of their counterparts, particularly:
• Better compliance/consistent use by making treat• Supporting the end-user and their experience using your
ment user-friendly
drug-device combination
• Understanding context of use, both physical and cultural
HFE AND MARKET RESEARCH ALIGNMENT
• Making it easy to implement treatment correctly
Ironically, at the end of the launch cycle, marketing and HFE
Early collaboration between HFE and marketing teams cremay sometimes be in conflict, as independent investigation by
ates alignment between engineers, regulatory, marketing, and
marketing and engineering may point to different solutions. Also,
product management teams:
HFE may compete for market research funds. Both are essential,
• HFE observations of barriers to correct use can contribute
of course. The figure at bottom illustrates how coordination of
to discovery of unmet needs and new opportunities
findings between HFE research and market research can stream• Global HFE strategies can optimize design across markets and
line a product’s development costs and timing, as well as enhance
avoid market-centric mistakes, as well as provide an early indiadoption by patients and healthcare professionals.
cation of local adaptations
Fortunately, the coincidence of HFE and market research
• Concept/prototype research, including standardized HFE survey
stages fosters cross pollination. The figure at top shows how the
batteries, can deliver insights to both teams for the same dollars
first phases of development are great opportunities to share findThe importance of efficient collaborative product support
ings and build alignment to optimize the product and ensure a
doesn’t end with launch. Comparative HFE evaluation with comsmoother launch, as well as reduce resources wasted in duplicative
petitor products leads to competitive advantages and data support
cross-purpose efforts.
for formulary and tech evaluation committees and payers. Comparative HFE testing employing standard usability tests and benchmarks among competitive products is a powerful marketing tool.
Properly implemented, it informs formulary and tech evaluation
committees, and demonstrates value to payers. Most importantly,
the patient benefits most when HFE enjoys an early, harmonious
integration with other marketing mandates.
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Why You Don’t
Need a Dedicated
ESG Strategy

GERALYN RITTER is head

Instead, incorporate ESG into your long-term business planning

A

recent survey of over 500 corporate executives found
that more than half have little-to-no confidence in
their environmental, social, and governance (ESG)
programs, and less than half believe ESG affects
financial outcomes. So why are ESG funds one of the fastest growing asset classes, and why do more than 90% of S&P 500 companies spend substantial resources producing annual ESG reports?
Does it mean ESG as a discipline is simply underdeveloped and
lacking in credibility? Or is ESG just the corporate governance
“fashion” of the decade?
One significant issue is that ESG, as it is typically understood,
lacks broadly recognized standards in reporting and materiality.
MASTER
What’s more, most companies’ business strategy planning and
enterprise risk management (ERM) processes rarely take into
account the fiscal impact of ESG prioritization—as these risks
and opportunities are often long-term and difficult to quantify.
However, having separate ESG and business strategies gives
rise to exactly the concerns we regularly hear from stakeholders—
complaints about green-washing, pink-washing, blue-washing, and
every other color used to dress up weak corporate commitments
as meaningful action to address ESG issues. On top of that, some
ESG programs have roots in more traditional philanthropy and
contribute to the conflation of ESG and corporate social responsibility (CSR), reducing the impact of ESG by siloing these efforts
from what’s considered the core business.
Too often, companies expound that most grating cliché by claiming that ESG is “part of their DNA.” It is rarely true—most ESG
programs have evolved incrementally over time and usually in
response to demands from regulators, investors, or customers.
Therefore, for executives and ESG professionals, I suggest a thought
experiment: What if your ESG strategy and marquee programs
disappeared tomorrow? What would happen to business results over
the short, medium, and long-term? The answer depends in part on
what is considered part of an ESG strategy vs. part of a long-term
business strategy. Ideally, these are nearly indistinguishable.
Take, for example, employee well-being and engagement. Most
large companies have well-established human resources departments and recognize the importance of attracting, engaging, and

MAY 2022

of external affairs and ESG at
Organon. In this role, she focuses
on guiding and shaping how
the company interacts with key
stakeholders and the environment.

retaining talent, including diverse talent. A company’s success in
managing its human capital is perhaps the most obvious example
of a key ESG driver that directly supports successful business
results—and showcases smart long-term business strategy.
In other areas, it is easier said than done. Most analysts that call
into quarterly earnings are more focused on short-term, easily measurable, financial results. The attention of senior management follows accordingly, with an overriding focus on the top and bottom
lines; however, especially for highly regulated companies, those with
long product development timelines, and those with socially or environmentally conscious customers, there simply cannot be any distinction between an ESG strategy and financial growth strategy.
THE SCIENCE OF SUCCESS
My own company, Organon & Co., spun off from Merck &
Co., Inc., in Rahway, N.J. (known as MSD outside of the US and
Canada), in June 2021. Besides the exciting opportunity to articulate the vision, purpose, and cultural values of a new company,
we had the unique opportunity to truly integrate ESG into our
core business strategy from the very beginning. We have already
begun to embed key elements of our long-term ESG approach
into our leadership structure and corporate objectives and incentives, as part of building our company and a sustainable business.
For example, we did not have to wait for board retirements to
arise to create a diverse board of directors. Our independent chairman, Carrie Cox, and CEO Kevin Ali led the effort to recruit the
highest quality candidates, who brought the skills and experience
required to oversee a new global company. The result was a board
of experts with global experience in a variety of sectors and disciplines, including financial, medical, public health, and healthcare delivery. We also have a racially diverse board, and nine of
our 13 board seats are held by women—the highest of any healthcare company in the S&P 500.
Building a sustainable, resilient business is not about meeting
an external ESG framework or simply building a brand (although
those things can be helpful). The most important step is to ensure
that long-term strategic planning happens in a robust manner that
is true to the company’s purpose and vision. A strong ESG program, tailored to the company’s long-term risks and opportunities,
is the natural result.
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Assessing the Growth
of Digital Therapeutics:
Latest News and Views
With more promising products emerging, investment risks remain

I

n late 2019, I interviewed Corey McCann, president and
CEO of Pear Therapeutics, about his company, its products,
and the digital therapeutics space (https://bit.ly/37nyJ7t).
In September 2017, Pear’s lead product, reSET, for substance use disorder, was the first prescription digital therapeutic
(PDT) granted FDA Class II medical device approval to treat disease. The company’s second product, reSET-O, for the treatment
of opioid use disorder, received FDA marketing approval in December 2018. McCann said at the time, “We’ve gone effectively from
zero understanding in 2015, 2016, to the point where this is a hot
new modality in 2019.”
Keeping in mind that COVID-19 was just around the corner,
MASTER
developments in digital medicine and digital therapeutics to date
may have been missed. To wit, the 2019 establishment of the
Digital Medicine Society, or DiMe; the late September 2020
launch of FDA’s Digital Health Center of Excellence; the early
2021 final FDA guidance issuance for the “Safer Technologies
Program,” or “SteP,” which is modeled on the principles and
features of FDA’s Breakthrough Devices Program; and the February 2022 establishment of a new Centers for Medicare & Medicaid Services (CMS) Level II HCPCS code for prescription digital behavioral therapy, FDA-cleared, per course of treatment.
DIGITAL DISTINCTIONS AND DIRECTIONS
All digital therapeutics, as defined by the Digital Therapeutics Alliance (https://bit.ly/3EqjarR), share core principles, some of which
are as follows: publish trial results inclusive of clinically meaningful outcomes in peer-reviewed journals; be reviewed and cleared
or certified by regulatory bodies as required to support product
claims of risk, efficacy, and intended use; make claims appropriate
to clinical evaluation and regulatory status; and collect, analyze,
and apply real-world evidence and/or product performance data.
Other digital therapeutics include Noom Health’s weight management product. It was registered on ClinicalTrials.gov for its clinical trial, but listed under not studied as an FDA regulated product
or device. NovoNordisk partnered with Noom in 2019 to offer it
as a 12-month patient service for its product Saxenda. Alkili Interactive is also in the PDT space, targeting ADHD, delivering its

FDA-cleared medicine through a video game experience. Happify
Health currently offers its mental health digital therapeutic, known
as Ensemble, not yet FDA-approved and available only by prescription or through an investigational study. Happify is expected to file
for FDA review with this data in a little over a year.
While digital therapeutics may be a place where there is significant momentum and growth, there remains the fact that bills must
be paid. Mostly, costs have been absorbed through partnerships with
insurers, pharmacy benefit managers (PBMs), and employers. Pursuing pathways to progress are choices that digital therapeutics players must decide on early on, an issue explored at the recent the DTx
West summit in February. And while many might continue down
THE SCIENCE OF SUCCESS
the road with healthcare reimbursement, others look to pharma.
Many consultants and external observers of this space view
pharma as the problem—that it hasn’t embraced “digital transformation enough.” But in actuality, pharma views digital much
the way as any investment. At DTx West, an expert from Bayer
said during a panel, “We aren’t a software company or a tech
company. We look at these ecosystems where we can facilitate on
top of that.” He continued: “What does a pharma company really
do? We create value that’s measurable. We have rigor, in terms
of measurable results that measure the value that we’ve created.
Demonstration is the whole measurable part.”
Another expert from Pfizer commented, “We run the risk of
investing in the interesting instead of the possible. How do I assess
the value and effectiveness and safety to the patients and system
at large? We have a singular purpose—deliver breakthroughs that
change patient lives. We are hopefully on the cusp of digital health
becoming health, but how do you demonstrate value in an intervention with data?” He added that what industry will see is “akin
to how we source world-class science, some is internally. Then we
have a very robust sourcing mechanism for external science and
assets. This will not be any different in the DTx space. You need
to be the partner of choice.”
Finally, a Roche representative urged DTx companies to “be
driven and follow the science. In the long run, having digital products being science-based will make healthcare providers, payers,
and pharma have greater buy-in.”
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Biotech Prospects
for Stayin’ Alive
During Correction
Living to fight another day, as potential investment spark looms

T

he pace of biotech company restructurings has become
so brisk that Fierce Biotech is now publishing a Layoff
Tracker to keep up.
While the XBI (biotech) index is down 45% from
its highs in early 2021, that does not begin to tell the story for
many early stage biotechs who went public during the heady capital markets of 2021 and 2020. For many in this class, stock prices
are down 80% to 90%, and there are currently over 150 companies in the sector now trading below cash. While burning through
cash to reach critical value inflection points, without advance
notice, the music stopped and the door to accessing the capital
MASTER
markets shut—loudly and abruptly.
While we are clearly living through an innovation renaissance
and the fundamentals of the industry are quite strong, we are
also in the deepest and longest correction that we’ve seen in the
biotech indexes since their inception. For context, coming into
this correction, the XBI rose about 78% between early 2020 and
February 2021. The markets were certainly frothy, and many
companies went public without human clinical data, which, historically, is unprecedented and likely was unwise. The correction
began with a rotation out of expensive growth stocks, such as
biotech, into value stocks, formerly beaten down by the lockdown
but sparked now by the reopening trade ushered in by the availability of COVID-19 vaccines.
As interest rates tick up and inflation rockets ahead, the valuations for long-date risky assets such as biotech, especially early
stage biotech, get severely punished. The market shifts to rewarding the revenue- and cash-generating companies in the sector. In
fact, while the XBI is down nearly 27% year-to-date, the S&P
drug index is up about 7%, and money continues to rotate into
large-cap pharma as the markets walk a wall of worry about earnings, the Fed’s campaign against inflation, and the war in Ukraine.
So, what’s a cash-guzzling biotech to do? Well, restructure,
of course, cut the burn—ring-fence core assets—and cut costs
to live to fight another day in the hopes of reaching data-driven
valuation inflection points, more receptive capital markets, and
a lift to valuations.
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By Fierce’s count, there have been 42 restructurings and layoffs
in the sector just this year, with more being announced every day.
Other options for staying power are reverse mergers between
cash-strapped public companies and private companies.
Dramatically lower stock prices for many biotechs may make
them more attractive takeover targets for the larger companies,
for whom M&A, licensing, and strategic partnerships are key pillars to their growth strategies. This pillar has newfound urgency
fueled by looming patent expirations over the next several years
for current large blockbuster drugs. Last year was one of the slowest in a decade for biopharma M&As, but, according to Ernst &
SCIENCE
OF SUCCESS
THE
Young’s
most recent
annual Firepower report, pharma companies
are sitting on record purchasing power to fund deals.
According to analysts at Leerink, the top 18 biopharmas could
have about $1.7 trillion in dry powder ($500 million of that in cash
on hand) to fund their growth objectives through business development. Johnson & Johnson topped their list with more than $200
billion; Pfizer and Novartis followed with $175 billion and $154
billion, respectively; and AbbVie, GSK, Bristol Myers Squibb,
and Merck will each have more than $100 billion in firepower,
according to the team. Companies such as Merck, J&J, Novartis,
and Pfizer have made it clear that they plan to be more aggressive
in business development. The current slump in target-company
valuations and record buying power for the acquirers could catalyze a significant upswing in dealmaking, and could be just what
the doctor ordered to spark a recovery and greater investor interest in the sector, putting an end to the current painful correction.
Can we find any green shoots for companies seeking to tap
the capital markets? Well, we hear that crossover investors are
looking to potentially lead financing for organizations with negative enterprise values and/or financing overhangs, and business
development teams are aggressively mining this list as well. There
are about 75 IPO deals that have been filed but not triggered.
We hear that some of these may pull the trigger before Q1 numbers “go stale.” These deals will largely be underwritten by insiders most likely and could test the waters. Just getting them done
may provide some comfort to biotech investors.
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The Exceptional Eleven
Pharm Exec profiles its 2022 Emerging Pharma Leaders
(In alphabetical order)

NAVEEN BAZAJ, Head of Corporate Development, Alector/ p. 15
GARDNER GENDRON, Chief/US Head of Commercial, NS Pharma/ p. 17
AIDA HABTEZION, MD, Senior VP, Chief Medical Officer, and Head of Worldwide Medical and Safety, Pfizer/ p. 18
MATTHEW J. HAWRYLUK, PhD, Executive VP, Chief Business Officer, and Cambridge Site Head, Gritstone bio/ p. 20
CHARMAINE LYKINS, Chief Commercial Officer, Karuna Therapeutics/ p. 21
DIVYA CHADHA MANEK, Senior Vice President of Clinical Development, Eyebiotech Limited (EyeBio)/ p. 24
SUSAN PANDYA, MD, Vice President, Clinical Development, and Head of Cancer Metabolism Global
Development Oncology and Immuno-Oncology, Servier Pharmaceuticals/ p. 26

MATTHEW R. PRICE, Co-Founder, Executive VP, Chief Operating Officer, and Board Director, Promontory Therapeutics/ p. 28
QUIONA RUSSELL, PhD, Associate Director of Medical Information and Medical Communication, G1 Therapeutics/ p. 29
PATRICIA TORR, US President and General Manager, Idorsia Pharmaceuticals/ p. 32
SHETAL VYAS, Vice President of Operations, Ferring Pharmaceuticals/ p. 34
From a pool of nominations, these final selections were judged in a blinded process by three Pharmaceutical Executive Editorial Advisory Board members
and a former EPL. Selections were based on a number of criteria and review of professional accomplishments and progression of responsibilities in line with
executives most likely to inhabit key “c-suite” functions.
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Naveen Bazaj, Head of Corporate Development, Alector

Same Mission, Altered Course
How an early personal realization in healthcare focus paved path for greater impact
By Michael Christel

N

aveen Bazaj recalls having a strong interest in healthcare and medicine going all the way back to elementary school. Overcoming health issues of his own at
a young age while growing up in the small city of
Fremont in the San Francisco Bay Area, Bazaj attributes his experiences as the key reasons he pursued a career in the healthcare
industry. This led Bazaj to enroll at UCLA to study biology, with
a focus on neuroscience, where he trained as a scientist and spent
two years conducting stem cell research at the Jules Stein Eye
Institute, exploring new ways to potentially counteract age-related
eye disorders such as macular degeneration. He graduated from
the university with a BS in biology. But Bazaj’s love of the field
and drive to impact public health through novel science, notwithstanding, he would soon have a come-to-Jesus moment that would
forever alter his professional course.
MASTER THE SCIENCE OF SUCCESS
When thinking about his time in the lab doing bench
research, “that wasn’t where I was going to be able to make the
kind of impact that I wanted to make and touch the number of
lives that I hoped to one day,” says Bazaj. “So I started considering the other side of it—how is industry run, how do you build
companies, how do you grow companies?—and seeing that there
needs to be innovation and input and energy on the business
helped position the company for a $70 million-plus partnership
side of things.”
agreement with AbbVie struck two years later. He left the comA newfound route established, Bazaj first began his career in
pany that same year (Alvine would eventually be acquired by
investment banking, focused on the technology and healthcare
ImmunogenX, a subsidiary of Immunogenics LLC, in 2016),
sectors. After three years gaining valuable understanding of capdeciding to move to New York City to pursue an MBA at
ital markets, M&A, and corporate finance, he embarked on what
Columbia Business School, which he would collect in 2014. It
is now a 10-plus-year whirlwind journey immersed in business/
was during his studies at Columbia, however, where Bazaj met
corporate development and strategy for small and growing bioa pair of “non-traditional” biotech entrepreneurs, who had
technology companies hopeful of advancing life-changing prodrecently found Phosplatin Therapeutics, a locally based comucts. The journey would zigzag Bazaj from one coast to the other
pany developing a novel small-molecule drug for cancer. Bazaj
(and back)—each move carefully building on the other to further
was hired as its second employee in 2013, serving as director
fuel his purpose, evolve his thought process, and push him on his
of corporate and strategic development. He helped Phosplatin
intended path, where, today, he is head of corporate developraise over $10 million in seed funding and executed the comment for Alector, a biotech attempting to revolutionize the treatpany’s first regional licensing deal.
ment of neurodegenerative diseases.
Though enjoying the job and the NYC and East Coast lifestyle, Bazaj couldn’t ignore a significant need and gap, he believed,
INDUSTRY LEAP
in applying technology effectively in drug development and
Bazaj got his first taste of the in-house biotech world in 2011,
healthcare. This prompted his next big change in 2016, trekking
when he joined Alvine Pharmaceuticals, a Bay Area, ventureback to the Bay Area to join Google’s healthcare unit, Verily Life
backed startup developing a therapeutic for celiac disease. Bazaj
Sciences, and climb on the digital wave in biopharma that was
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When we created these
values, our thinking
was, whether on day
one, or day 700, you
can look at them and
think about how they
fit into your scope and
role at the company
forming, tapping Verily’s talent in things like decentralized clinical trials, digital biomarkers, and artificial intelligence (AI). Bazaj
initially worked on strategic partnerships and other business development opportunities and then expanded his role to lead a small
business within Verily, called Liftware, that made and sold an
assistive device (a motion-sensing spoon and fork) for patients with
tremor due to Parkinson’s disease.
MASTER
“If you can marry pharma and tech, it can be a win-win
for
each side,” Bazaj tells Pharm Exec. “Utilize areas that you’re good
at and then lean on the other partner for the areas that they are
best-in-class at. At the time pharma didn’t have as creative of
engineers, access to the best AI, or user design and experience,
and other similar types of capabilities. Google had all of that and
they were really good at it. But at the same time, we recognized
where pharma had the deeper and much better understanding
of disease, and disease biology.”
Bazaj stayed at Verily for a little over two years, but then,
another itch materialized for the ascending—but never satisfied—
executive. His numerous engagements and interactions with
patients with Parkinson’s disease, their families, advocacy groups,
and neurologists—seeing the severe unmet need in neurodegeneration firsthand—had triggered a realization. While innovations
such as Liftware were profound, a harsh reality remained for
patients: their disease was and would continue to progress. “That’s
when I was like, okay, I want to go back into therapeutics,” says
Bazaj. He credits his wife, whom he met in NYC and also works
in biopharma in portfolio and alliance management, for her
steadying support and being his sounding board during decisions
like these.
PUSHING BOUNDARIES
That would lead Bazaj to Alector, also based in the Bay Area,
which he joined in 2018. Then about 50 employees and still pri-

PHARMACEUTICAL EXECUTIVE

MAY 2022

vately held, today, Alector, now public, has expanded its headcount
fivefold, with four clinical-stage programs in its pipeline and
another three nearing clinical development this year. Attempting
to pioneer new approaches to immuno-neurology, or neuroimmunology, and building on the success seen in oncology by harnessing the body’s own immune system to counteract disease, the
company is targeting frontotemporal dementia (FTD) and
Alzheimer’s disease in the clinic and potential applications for
other neurodegenerative disorders such as amyotrophic lateral
sclerosis and Parkinson’s disease. Last year, Bazaj played a leading
role in the formation of a global partnership with GlaxoSmithKline around Alector’s progranulin franchise candidates. Worth
up to $2.2 billion, the deal is intended to accelerate and expand
the development of these monoclonal antibodies into multiple
orphan and non-orphan neurodegenerative indications. Progranulin is a key secreted protein that helps direct immune activity in
the brain. Alector is also collaborating with AbbVie on two Alector investigational drugs for Alzheimer’s, including one currently
in a Phase II clinical trial designed to improve TREM2 (triggering
receptor expressed on myeloid cells 2) signaling in patients with
early onset Alzheimer’s.
“In the last 10 years, the face of oncology treatment really
changed because we discovered how to use the body’s own immune
system to aid in the fight against cancer. The hope is that we can
THE SCIENCE OF SUCCESS
do something similar for neuro,” says Bazaj, pointing to driving
forces such as increasing genome-wide association studies, better
imaging tools, and larger datasets being collected. “Alector’s original mission statement was a bold call to action, which was: we’re
on a mission to cure neurodegeneration. Arnon [Rosenthal, PhD],
our CEO and co-founder, talks about his overarching life goal,
which is to eliminate neurodegeneration—make it a disease of
the past, such as what happened with polio and smallpox.”
Providing more impetus is Alector’s involvement in immunooncology as well. Bazaj directed the company’s regional licensing
deal with Innovent for Alector’s first innate-immuno-oncology
product, a SIRP-alpha inhibitor for hematological malignancies
and solid tumors, which the partner, Innovent, is preparing to put
into the clinic this year.
No matter the immuno setting, Bazaj believes a distinctive corporate culture built around “actionable and real, not just pie-inthe sky,” principles and values will benefit efforts—ones he’s hoping to do his part to instill and advance in his team and
cross-functionally at Alector. To highlight a few of Alector’s values,
they include embracing feedback and “owning” what to do with
it; elevating each other across functional teams (“treat all wins as
shared wins”); and questioning convention, hence, the notion of
immuno-neurology, for example. “When we created these values,
our thinking for our team members was that, whether on day one,
or day 700, you can look at them and think about how they fit
into your scope and your role at the company.”
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Gardner Gendron, Chief/US Head of Commercial, NS Pharma

Fueled by Purpose

Tenacious drive to reach patients characterizes career
By Miranda Schmalfuhs

F

known what I did, and
rom the very beginning of his 22-year tenure, Emerging
it’s partially what has
Pharma Leader Gardner Gendron has been selfless and
created that group of
focused on serving patients. As a New England native
people that have worked
who graduated from the University of New Hampshire
for me at three or four
with an accounting major and biology minor and in the top 10%
other companies.”
of his class, he followed a bit of an unconventional, yet strategic,
Gendron prides himpath to break into the industry and find his niche.
self on having strong
In addition to his academic accomplishments, Gendron’s colethics and morals, and
legiate experience as a Division I athlete on his school’s football
says they are crucial
team taught him grit and how to map this strategic path for a sucqualities in an effective
cessful career.
leader. When he joined
“I started to go to medical conferences where doctors were preNS Pharma in 2019, it
senting and would talk with each individual company at the event,”
was toward the end of a
he says. “I’d call every night of the week to find out when there
Phase II clinical trial for
would be opportunities. Then, I’d judge on the strength of their
Viltepso® (viltolarsen), which included only 16 patients, 24 weeks
product profile, the unmet medical need, and what they were actuSCIENCE
OF treatment
SUCCESS of Duchenne muscular dystrophy
MASTER in
THE
ally doing to solve patients’ debilitating disease.”
length,
for the
When he first broke into the industry, Gendron spent the first
(DMD), a progressive form of MD that occurs primarily in males.
eight years of his career in pharmaceutical sales, which helped lay
“We quickly learned that there was an older boy with Duchthe foundation for him with future leadership positions in commerenne muscular dystrophy in our trial doing extremely well,” he
cialization. Now the US head of commercial for NS Pharma, a
says. “Unfortunately, his younger brother with the same affliction
subsidiary of a century-old Japanese pharma company, Gendron’s
of DMD was too young to make the cut off for our trial, and his
disease was progressing as his older brother’s condition was doing
responsibilities run the entire gamut of the US organization. He
quite well with this special medication.”
manages all field teams and supports a strong business development
and allegiance program. Throughout his career, he has won mulTo address this situation ethically, Gendron approached the
tiple awards, both in sales and leadership.
board of the company, which was not yet profitable, and asked
Among the approximately 50 employees he oversees, some have
for a significant amount to develop an early access program so
followed him from company to company. “I’ve always felt it was
that the younger brother was able to receive this breakthrough
extremely important to develop the soft skills to create cross-funcmedication. Without hesitation, it was approved, and the patient
tional support and mentors,” he says. “Many of the people that I
enrolled in the early access program with his treatment fully covrelied on early on in my career, I still rely on to this day…I’ve been
ered. Today, both brothers are doing quite well. “For a company
blessed with having a really great culture that’s built on purpose.”
that’s not profitable to allocate that much of its resources to solve
Gendron adds it’s important to hire the best people, and have
an ethical issue that many other companies would overlook is
a shared vision and set of goals to achieve success. At the same
one of the proudest moments in my career,” says Gendron.
time, he understands as a leader it helps to illuminate the pathAn athlete at heart, Gendron considers himself to be comway to get there. He has a strong a moral compass to guide each
petitive. In his free time, he enjoys racing sailboats. That driving
business decision.
edge also pushes him in his career to do more for patients. “I’m
“There was a time in my career where I was asked to choose
really happy where I am,” he says. “It’s about [providing] boys
between agreeing to a document that was incorrectly deployed
with debilitating disease access to life-altering, life-enhancing,
or losing my job, and I took the choice to lose my job,” he says.
therapies. That’s all I’m passionate about these days—giving these
“It’s a bit of a tougher story to tell. But from a moral compass
boys therapies that are going to extend their life and make them
perspective, it’s something that defined me as a leader. It’s well
happier and healthier.”
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Aida Habtezion, MD, Senior VP, Chief Medical Officer, and Head of Worldwide Medical and Safety, Pfizer

Living the Translation

Physician-scientist turned Big Pharma medical chief sees fruits of labor
By Lisa Henderson

Y

ou could say that prior to joining Pfizer, Aida
Habtezion, MD, MSc, FRCPC, AGAF, had already
done it all. She had a large, translational laboratory
whose research was funded by federal grants from
NIH, the Department of Defense, and various foundations. She
is a tenured and endowed full professor at Stanford University,
and was an associate dean for academic affairs in their school of
medicine. She had a clinical practice in her specialty of gastroenterology and hepatology. Habtezion is an elected member of the
American Society for Clinical Investigation and the Association
of American Physicians, the Allen Distinguished Investigator, a
fellow of the American Gastroenterological Association, and serves
on the New York Academy of Sciences Board of Governors, the
Executive Board for the International Science Reserve, and is the
current president of the American Pancreas Association.
MASTER
She clearly has had a very accomplished and admirable career
at a very senior level.
The opportunity to become senior vice president, chief medical officer, and head of worldwide medical and safety at Pfizer
found Habtezion in the fall of 2020. She learned a lot about the
company not only from its center-stage profile during the pandemic
but through her interviews with Pfizer leaders, learning about their
purpose, four core values, and transformation. In these discussions,
she felt an alignment with her world to change patients’ lives.
“As a physician-scientist, how we translate science is very
important. I liked clinical practice, and I loved my science,” says

To bring therapies to
the type of patients that
I took care of, where
there was non-response,
no cure, or therapy,
that translation was
important to me

THE SCIENCE OF SUCCESS

Habtezion. As a physician, her patient population presented with
inflammatory diseases that impact the gastrointestinal tract. This
includes diseases such as inflammatory bowel disease (IBD) and
pancreatitis, where there are no current therapies in the latter.
In addition, with Habtezion’s practice in tertiary centers and a
referral center, she saw many patients directly impacted by health
inequities and disparities. “They would present with the worst
outcome or present late,” she says. “To bring therapies to the
type of patients that I took care of, where there was non-response,
no cure, or therapy, that translation was important to me. That’s
why I took this path into pharma.”
Habtezion’s position as chief medical officer, which she officially started in January 2021, is broad, covering all therapeutic
areas. She also is responsible for ensuring that Pfizer’s stakeholders—physicians, healthcare providers, and regulatory agencies—
are provided with the necessary information on the safe and
appropriate use of Pfizer medications and vaccines.
In early November 2021, Pfizer announced the launch of its
Institute of Translational Equitable Medicine, or ITEM, which

WWW.PHARMEXEC.COM
MAY 2022 PHARMACEUTICAL EXECUTIVE

Emerging Pharma Leaders

was conceived of and launched by Habtezion and members of
the pharma giant’s worldwide research, development, and medical team. The goal for this new program is to use data to help
Pfizer understand the drivers of health inequities, and how their
scientific discoveries can meet the needs of underrepresented
and minority patients both nationally and globally. This, again,
ties back to her desire to address the unmet needs of underrepresented groups in health.
ROOTED IN STEM
Habtezion is most proud of fulfilling her childhood dream of
becoming a professor. “Although I thought it was going to be
in the small country where I was born in East Africa,” she says.
Aida Habtezion is featured in a Pfizer-sponsored video on Guardian Labs US’s
Growing up, her parents focused on education, and she wanted
YouTube page, posted during the middle of the pandemic last June.
to go into one of the STEM fields. However, medicine wasn’t
feedback, and it ends up being a better product the next time.
on her list because she was afraid of needles and would faint at
It builds resilience.”
the sight of blood as a child.
It was science that brought Habtezion into medicine. In
PATIENT REMINDERS
graduate school and research with experimental models, she
What Habtezion is finding in her new role in industry, again,
realized she was asking clinical questions. She didn’t like to see
is the similarities to her past.
people suffer and realized the solutions were found through sci“I always thought of the patients who failed to respond to the
ence and medicine. Habtezion conquered her fears and took
intervention, and I would worry about what would happen as they
the physician-scientist’s pathway, though she says it’s a tough
try different treatments, waiting for the next day, how is my patient
one that takes a long time and demands persistence and balOF SUCCESS
MASTER
THE SCIENCE
doing?”
says Habtezion.
“My patients would ask what I learned
ance in both fields.
POWER OF MENTORSHIP
Habtezion, as a woman of color, believes most institutions, be
they industry or academia, have a gap for women at the senior
level. While there are many qualified women on the ladder, it’s
climbing the ladder that is also the issue.
She believes some of this can be solved through mentorship. “Mentorship is something we do all the time in academia
because it’s part of our pillars, to train and teach the next
generation,” Habtezion tells Pharm Exec. “You can mentor
someone based on the science, an aspect of the work, or clinical bedside teaching, as a physician, and so on. There is also
career mentorship, which is trying to understand what the
trainee needs, what they want, and where they want to be.
[It’s important to] help them navigate and provide the appropriate links and networking abilities. Even if it’s not in your
area of expertise, if you are at a senior level, you can point
them in the right direction.”
Mentorship, Habtezion believes, is a feedback loop. For
example, one of her mentors advised her that when she gets a
rejection on a grant, or a negative comment or score on a grant,
to read it once, and put it away.
“Because you need to deal with yourself—your emotions
and feelings—and basically sleep on it,” she explains. “When
you come [back] and read the comments, they are actually good

We have such a broad
portfolio, my worry is
now ‘will the therapy
reach those who really
need it urgently and
reach them in time?’
from my and others’ research. Is there anything coming up in the
pipeline for me? Or they would show me a report on clinical trial
and ask if it would be a therapy that they could go on.”
Now, says Habtezion, she’s still worrying, but she is hopeful. “Being at Pfizer, we have such a broad portfolio, my
worry is now ‘will the therapy reach those who really need
it urgently and reach them in time?’ But now I feel that I can
contribute on this side. There is just so much similarity. It’s
almost like it was on purpose that I came to transition into
this role.”
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Matthew J. Hawryluk, PhD, Executive VP, Chief Business Officer and Cambridge Site Head, Gritstone bio

The ‘Grit’ to Get It Done

Fast riser in biotech strategy execution seizes on opportunities in immunotherapy
By Andy Studna

G

rowing up in Chicago, Ill., and attending the University of Notre Dame, Matthew J. Hawryluk, PhD,
executive vice president, chief business officer and
Cambridge site head of Gritstone bio, was always
on the fast track to working in biotech. “I always had a passion
for both science and the application of science,” he tells Pharm
Exec. “That really began at an early age.”
A named inventor on multiple issued US patents and a coauthor on 12 peer-reviewed publications, Hawryluk studied biochemistry at Notre Dame before moving on to the University of
Pittsburgh School of Medicine, where he earned his PhD in cell
biology and biochemistry. Rather than pursuing a postdoctoral
fellowship or faculty position, Hawryluk wanted to follow his passion for bringing medical advances to patients. “I think that you
MASTER
can most effectively do that within a biotech or pharma landscape,” he says.
To complement his already rigorous scientific training, Hawryluk attended the Tepper School of Business at Carnegie Mellon University, where he went on to earn an MBA with concentrations in entrepreneurship, finance, marketing, and strategy,
and was recognized as a Swartz Entrepreneurial Fellow.
Following his education, Hawryluk spent nearly three years
in various roles in Thermo Fisher Scientific’s leadership development program. He would spend the next four and a half years
at Foundation Medicine (FMI), building and eventually leading
its biopharma business.
This role included being the key architect and implementing
the strategy for FMI’s platform as a universal companion diagnostic—a radical idea during a time when single companion
diagnostics, approved one at a time, reigned. In addition, Hawryluk was a leader in executing the majority sale of FMI to Roche,
which was worth over $1 billion.
Hawryluk’s interest in targeted therapies grew during his time
at FMI and spurred his next move to Gritstone bio (then Gritstone Oncology) in 2015. “At the time, targeted oncology and
small molecule therapies were amazing and definitely helping
patients, but oftentimes [the patients] would develop resistance
and succumb to their disease,” he explains. “I thought there was
a huge opportunity for immuno-oncology to really start to use
the word ‘cure.’”

THE SCIENCE OF SUCCESS

Being one of Gritstone’s first employees, Hawryluk recalls a
time when he only had a handful of coworkers. Now, the organization has around 200 employees, including more than 60 who
are in full-time roles at the Cambridge site.
Hawryluk’s day-to-day involves overseeing company strategy
and external partnerships. He also is the head of the Cambridge,
Mass., site, which includes various functions ranging from
research to manufacturing.
Gritstone is currently focused on oncology as well as infectious
diseases. The company’s first oncology program, GRANITE, is
an individualized neoantigen-based vaccine. It is currently being
evaluated in a Phase II/III study as a maintenance treatment in
patients with newly diagnosed, metastatic microsatellite-stable
colorectal cancer (MSS-CRC) who have completed FOLFOXbevacizumab induction therapy. GRANITE currently has fasttrack designation from FDA for the treatment of MSS-CRC.
Gritstone’s other oncology program, SLATE, is similar to
GRANITE, but instead contains a fixed set of neoantigens that
are shared across a subset of cancer patients rather than neoantigens unique to an individual patient. It is currently in the Phase
II portion of a Phase I/II study for the treatment of non-small
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cell lung cancer in patients with relevant KRAS mutations who
have progressed on prior immunotherapy. “It’s going to be a big
next 12 to 18 months for Gritstone on the oncology front, for
sure,” says Hawryluk.
In addition, Gritstone has vaccines in the pipeline for COVID19 and HIV. With Gritstone now in the infectious disease space
as well, Hawryluk adds, “These are areas where people have
enormous passion to change the world to create both prophylactic as well as therapeutic vaccines. You’ve got to come in and
have the passion to do it.”
Looking back on his career, one of the achievements Hawryluk is most proud of is his work at FMI in putting together the
universal companion diagnostic platform. “People often talk
about putting the strategy together; it’s more than that, you have
to put the strategy together, implement it, and you have to execute
it,” he says. “This strategic vision plus that execution is what I’m
most proud of.” The platform has now been run on hundreds

of thousands of patients and has more than 20 FDA approvals.
Outside of work, Hawryluk is a husband and father to three
young children. His family is very interested in sports, which
naturally flows into his passion for coaching hockey and lacrosse.
He also enjoys cooking meals at home as an outlet.
Rather than looking at all the inconveniences the pandemic
has brought to most, Hawryluk credits it for allowing him more
time to be at home and cook meals for his family, as well as giving him more time to coach his children’s sports teams. The
pandemic also has brought a new hobby to him and his friends:
rowing on the Charles River in Massachusetts.
While there is much to be proud of throughout his career
so far, Hawryluk looks forward to what lies ahead for Gritstone.
“A number of key data points are coming,” he says. “Hopefully
in a couple of years, we’ll be talking about how those data
points and advancements made a profound impact on the
whole industry.”

Charmaine Lykins, Chief Commercial Officer, Karuna Therapeutics

Steady at the Controls

MASTER THE SCIENCE OF SUCCESS

A storied climb from chemist, to Middle East sales rep, to master of product launch
By Fran Pollaro

L

aunch is an essential term when it comes to describing the professional growth and career of Charmaine Lykins, chief commercial officer at Karuna
Therapeutics. She has never hesitated to dive headfirst into new challenges, and her career in pharmaceuticals is
essentially a succession of launches for very successful branded
psychiatric treatments.
Raised in Muncie, Ind., by “hardscrabble parents who were
very bright,” Lykins can remember her dad returning home
from work each day. “He worked in a hundred-degree factory
every day, in an engineering type of role” she says. “And he
hated his job.”
This impacted Lykins. Though she liked the idea and spirit
of building something, much like her father did at the factory,
she wanted to do it her own way. She metaphorically began her
countdown to launch by being the first in her family to go to college, and enrolled at Ball State University. She took part in a college honors program funded by Indianapolis-based Eli Lilly.
“I honestly thought I was going to be a chemist or go to medical school,” Lykins muses. “But Lilly had me working on an
anti-cancer molecule, and I found that very interesting.”

The more she encountered people at Lilly, the more they got
to know her and encouraged her to seriously consider trading in
her lab coat for a suit by embracing a marketing role. Lykins took
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In the end, the
experience showed
me that a lot of
things people think
are impossible,
really aren’t
the advice to heart and added a minor in marketing. After graduating college, she accepted a job that would send her far from
middle America, both geographically and culturally, to Saudi Arabia. Off Lykins went, bachelor’s degree in hand, tasked with setting up a pesticides research program for the royal family at King
Faisal Specialist Hospital & Research Centre in Riyadh.
SEASONED PILOT
Today, Lykins is an incredibly experienced leader who has specialized in global commercialization. She has launched many
well-known psychiatry and neurology treatments over the past
MASTER
25 years, from Lilly’s Cymbalta® to some of today’s largest
branded agents including Otsuka and Lundbeck’s Abilify
Maintena® and Rexulti®, Sunovion’s Latuda®, and Acadia’s
Nuplazid®—therapies generating well over $1 billion in annual
revenue across the lifecycle.
At Karuna Therapeutics, a clinical-stage biopharmaceutical
company driven to create and deliver transformative medicines
for people with psychiatric and neurological conditions, she’s
building a commercial organization as the company advances
multiple late-stage clinical trials evaluating its lead candidate,
KarXT (xanomeline-trospium). KarXT is a novel investigational
medicine with a differentiated mechanism of action compared
to currently available therapies that Karuna hopes could provide
meaningful relief for people living with schizophrenia and other
neuropsychiatric conditions.
Lykins is very excited about KarXT’s potential to address such
a severe and debilitating condition that affects more than 24 million people worldwide, according to the World Health Organization. “I’ve worked on several therapies that address schizophrenia,
such as Latuda and Rexulti, as well as Zyprexa®,” she says. “The
schizophrenia agents available today all have a similar mechanism
with small differences from one another, but with KarXT, we
believe we could potentially have a schizophrenia treatment that
works like no other antipsychotic.”
According to Lykins, delivering studies with positive data is
certainly important, but one of the biggest challenges for a mar-

Charmaine Lykins was the first female pharmaceutical representative in Saudi
Arabia (aerial view of Riyadh shown above).

keter is finding a way to differentiate a therapy from others in a
very crowded market—and employing a strategy to “use positioning to wedge yourself into a place which may look like a niche on
the surface, but gives you a platform from which to expand.”
Lykins’ experience with pharma commercialization stems back
to her time in Saudi Arabia. When she was working as a chemist
THE SCIENCE®OF SUCCESS
there, Prozac was big news and featured on the cover of Newsweek. She encountered many untreated depressed people in Riyadh
and a high level of stigma with the diagnosis.
She started as a sales representative calling on female doctors,
who made up about half of the country’s medical professionals.
On a whim, and without knowing if Prozac was even available
in Saudi Arabia at that time, she reached out to her former sponsor Lilly to see if she could possibly help by promoting Prozac to
those suffering. Her letter somehow made its way into the right
hands, and the company reached out to her. The rest is history,
as Lykins became the first female pharmaceutical representative
in Saudi Arabia.
RESOLVE AND RECOGNITION
On June 25, 1996, Lykins was calling on doctors at the local hospital when badly wounded victims of the Khobar Towers terrorist bombing in Dhahran were being admitted. The bombing killed
19 US airmen and injured more than 400 US and international
military members and civilians. This was enough to send the
25-year-old back home to the US.
“My time in Saudi Arabia did more than teach me some of
the basics of what I do today,” says Lykins. “I was told that the
role that I had invented for myself and got hired to do was impossible. I did it, was successful, and proved it could be done—they
ended up bringing on more women after I was gone to continue
the work. In the end, the experience showed me that a lot of

Source: Mohammed/stock.adobe.com
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I’ve always viewed myself as the captain of
the cross-country team, not just the person
leading from the sidelines. I actually
like doing the running. I like doing
the work and building things
things people think are impossible, really aren’t. I’ve carried that lished a lot of relationships with thought leaders that I still have
lesson with me throughout my career in supporting roles and as in the field of psychiatry today. It really was that defining role
and experience that led to other future opportunities throughout
a leader.”
As a leader, Lykins enjoys making others believe that they can my career.”
Working with Lancaster on Cymbalta, the goal was to build
also do things beyond what they may initially believe is possible,
and she often accomplishes this by cross-functional collaboration a team of key opinion leader (KOL) advisors. These advisors
were not only leaders in the area of depression but people who
and experimentation.
“When I see potential, I like taking those people and provid- could give the marketing and medical affairs teams a perspecing a safe environment to try different projects,” she explains. tive that included a culturally diverse view accounting for the
“One of the things I find most rewarding about what I do is men- differences associated with the stigma around depression, sometoring. There are people who don’t even realize what they can thing she was very familiar with from her time in Saudi Arabia.
become—they’ve told themselves a story about what they can The insights gained from having the opportunity to learn from
achieve and what’s possible. I often learn as much from them as these KOLs about brain diseases such as depression, schizoMASTER THE SCIENCE OF SUCCESS
phrenia, and bipolar disorder sparked a lifelong passion to
they do from me.”
Lykins, a chemist turned marketer, firmly believes that good bring treatments to market to help people living with these
ideas and execution can come from anywhere. She intrinsically debilitating conditions.
keeps an open mind and door and is always happy to engage in
debate. Being challenged allows Lykins to learn from others, FOLLOWING THE SCIENCE
sharpen her arguments, slowly build consensus, and form a truly Leading successful launches remains of the highest importance
to Lykins. Much like she followed the data and science in her early
engaged team from top to bottom.
days as a chemist, she now follows the science when it comes to
her career choices and trajectory. This lifelong determination and
COMMERCIAL PIVOT
After her early stint in Saudi Arabia, Lykins decided she needed attitude took her from Muncie, Ind., to Saudi Arabia and back,
more formal training in business. With Lilly covering tuition and working 14 years in various roles at Lilly. She’s held a number of
employing her as a sales rep, she obtained an MBA from the Uni- brand and commercialization leadership roles at Xanodyne Pharversity of South Carolina while working full-time. After her time maceuticals, Sunovion, Sunovion Europe, Lundbeck, Acadia, and
in South Carolina, she was brought back to the home office in now Karuna.
Summing up her leadership style and approach to work and
Indianapolis. She was added to the Cymbalta team (before it was
called Cymbalta) to address major depression, under the tutelage life, Lykins tells Pharm Exec: “I really like to run, and I’ve always
of a very strong mentor, a “pharmaceutical marketing legend” viewed myself as the captain of the cross-country team, not just
the person leading from the sidelines. I actually like doing the
named Jim Lancaster.
“I learned so much from Jim Lancaster,” she says. “He had a running. I like doing the work and building things, and I think
ton of experience and had a very practical way of teaching that’s one of the reasons why I’m at a company like Karuna. Aside
through storytelling. He was the guy who launched Prozac and from the pure joy of spending time with my grandchildren, I can
Zyprexa. Cymbalta was my first product launch, and it estab- easily say I love what I do.”
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Divya Chadha Manek, Senior Vice President of Clinical Development, Eyebiotech Limited (EyeBio)

Challenging Assumptions

Motivated by forging new—and needed—pathways in drug development
By Lisa Henderson

D

ivya Chadha Manek has a dream that no company
will ever have to worry about finding patients for
their clinical trials. “In clinical development, the
biggest problem is recruitment. If we could just
take all the stress out of recruitment, it wouldn’t waste multiple
years of a program,” says Manek. She believes that the current
complex clinical development pathway is, in part, to blame for
the lack of innovative therapies, increasing patient and economic
burden, and risk of failure.
Manek’s experiences back up her beliefs. Her latest proof
point was in April 2020, when she was appointed to the UK
government’s Vaccine Taskforce (VTF) as the clinical trials workstream lead, and she witnessed the shortening of the clinical
development timeline with COVID-19 vaccines. Given leeway
to try new ideas, Manek set up an early centralized COVID-19
MASTER
vaccine registry for people interested in taking part in the as-yetnot-initiated trials. This registry helped drive faster recruitment
into multiple COVID-19 vaccine trials. “As soon as the trials
started, we had people virtually at the front door queuing up to
take part,” says Manek. She describes her year-long VTF term
as a “baptism by fire,” for which she, as taskforce lead, was
awarded an Officer of the Order of the British Empire (OBE)
by Prince Charles at a Windsor Castle honoring event.
LOVE OF RESEARCH
Long before this watershed moment, Manek realized research
was a passion. Early on, growing up in India, her father was a
kidney transplant patient. Manek would research anti-rejection
drugs and other elements of his disease to no avail. Surprised at
the lack of solutions for people in need, she knew she wanted to
help somehow in healthcare. Manek admittedly said she didn’t
have the “kind of brain” for medicine or science, so her teacher
suggested psychology; Manek worked to get strong grades and
a sports scholarship to attend university in the UK. She enjoyed
research modules while earning a bachelor’s degree in psychology from Royal Holloway at the University of London. She then
moved on to get a master’s degree in clinical research from University of Birmingham, which led to her first job recruiting
patients into clinical trials.
For the past 14 years, Manek has held roles of increasing
responsibility at the UK’s National Institute for Health Research

THE SCIENCE OF SUCCESS

(NIHR) Clinical Research Network. She set up and recruited to
trials, then managed a regional network for mental health studies, which led to increased interactions as an industry liaison
manager to ensure smooth clinical operations, working in collaboration with industry partners and National Health Service
sites across England. Soon after, the NIHR created a new department for business development, and Manek was appointed industry business development manager. “It wasn’t the traditional
pharma [business development], where you need to find assets
or the [contract research organization] BD, finding clients for
services. It was to bring more commercial clinical research into
the UK from pharma, biotech, and medtech,” explains Manek.
“I then moved on to being head of the department. The beauty
of that role was the ability to create new services that would make
clinical research more innovative and more streamlined—and
make it more enticing to deliver clinical trials in the UK.”
One of these was a fee-based patient engagement service.
“We can offer a service that industry really does need, that no
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one else can offer. Why don’t we set it up and charge for it?”
says Manek, recalling internal planning discussions. “And the
responses were ‘we can’t take money from industry,’ ‘we can’t
do that.’” She concludes from that experience, “I’ve always
wanted to challenge assumptions and not be so bureaucratic.”
Manek also had a leading role in creating the National Patient
Recruitment Centers, designed to increase the UK’s capacity
to deliver large-scale, late-phase commercial clinical trials and
make it easier and quicker to deliver commercial research in
the NHS.

Emerging Pharma Leaders

If I’m taking a risk,
I might as well go
full hog and join a
biotech startup

Bio raised $65 million in a Series A funding round, which will be
used, in part, to in-license new ophthalmology assets that are not
A NATURAL PROGRESSION
After serving on the VTF, Manek returned to the NIHR as director far from the clinic.
Manek is prepared to bring her dreams to bear in her role at
of business development and marketing, and in November 2021
took on the role of senior vice president of clinical development at EyeBio. These include innovative ideas in areas such as trial design,
real-world evidence (RWE)/real-world data (RWD) approaches,
EyeBio, her first private sector role.
Manek always believed she would work in industry at some point, and faster recruitment. She looks forward to partnering with orgaand her colleagues were positive of it. So much so that a few of her nizations to close gaps in the development pathway.
managers worked overtime to keep her in the NIHR fold through
promotions. One told her, “If I let you go, you’ll move straight into DRIVEN AND DISCIPLINED
industry.” Another said, “I’m doing this to keep your skills within Though facing unknowns now and throughout her career, Manek
NIHR.” Harkening back to the fee-based service Manek created, walks the walk. She has an eye for efficiency, a mindset to accom“I would say wherever I worked, I’ve tried to make processes very plish, and a desire to innovate. She sees no reason to do in four
lean, which is not really in keeping with a large public sector orga- weeks what can be done in two. She saw no limitations to managOF SUCCESS
MASTER ing
THEa SCIENCE
£320 million
($417 million) budget without an MBA, pournization,” she acknowledges.
Manek knew the time was right to move to industry, but she ing over financial reports and asking questions, such as “why are
needed to weigh her choices: large pharma or biotech? “If I’m tak- we doing it this way?” “It’s a mindset, rather than a skill set,”
ing a risk, I might as well go full hog and join a biotech startup,” she says.
What Manek humbly acknowledges is the luck she has had
says Manek. She knew that in large pharma, roles were often defined
and “in a box,” and she wanted to experience the nimbleness of a with colleagues and bosses who have believed in her and chalbiotech and the ability to learn all aspects of the business. “I’ve never lenged her to reach higher. In turn, she is flexible with her reports,
been responsible for overseeing clinical development and doing it believes in them, and communicates clearly, so there is no secondmyself from early stage right through to the end,” notes Manek. guessing. Manek’s two girls, ages 3 and 6, also benefit from her
“The best way of learning is through doing. I want to be able to intertwined life as a working mommy. “I work all times of the day,
work sideways in other areas, where being in a larger organization, so they see that I work,” she says. Manek also takes time out to
bake and play with her children, and she uses her mornings for
I wouldn’t be able to.”
For Manek, that now means opportunities at EyeBio to learn and exercise and self-reflection.
Recently, she became trustee for Alzheimer’s Research UK, an
support functions she hasn’t yet experienced hands-on, including
regulatory, chemistry, manufacturing, and controls, and preclinical. area she points to as one example of the dearth of innovation in
“I come to this company with no direct ophthalmology experi- pharma. “You can see the impact [Alzheimer’s] has on patients’
ence, but to know that I will have made a difference to patients, lives, as well as the economy. But look at the pharma pipeline…
who are potentially going blind, is such a huge passion and moti- it’s static,” says Manek. “I think there’s not enough pipeline
assets—not because there isn’t great science, but because the clinvator,” she says.
EyeBio was founded in August 2021 by David Guyer, MD, and ical development pathway is so complex that it deters good science
Anthony P. Adamis, MD, working with collaborators at SV Health to progress rapidly.” Manek does believe that during the pandemic,
Investors. Previously, Guyer and Adamis collaborated with SV industry was able to embrace new strategies to address ethnic disHealth Investors to co-found Eyetech Pharmaceuticals, where they parities in trials, and to advance trial innovation, such as with
developed and commercialized the first anti-vascular endothelial adaptive trial designs. But she questions if industry will keep it up.
“If we don’t do something new, it will just be the same, and we
growth factor (anti-VEGF) drug for the treatment of age-related
macular degeneration (AMD) in 2005. In February this year, Eye- will keep getting the same results,” says Manek.
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Susan Pandya, MD, Vice President, Clinical Development, and Head of Cancer Metabolism Global
Development Oncology and Immuno-Oncology, Servier Pharmaceuticals

Authenticity in Action

‘Whole self’ approach to life and leadership keys passion for helping patients
By Elaine Quilici

S

usan Pandya, MD, vice president, clinical development
and head of cancer metabolism global development
oncology and immuno-oncology at Servier Pharmaceuticals, always knew she wanted to be a doctor, and she
was drawn to oncology because of the many different disciplines
involved: surgery, pathology, radiation, molecular biology. She also
appreciated the intimate connection with patients in this area.
“You could argue you have the same situation in many different disciplines,” she says. “But many of these patients are on
the frontlines of their mortality. They’re fighting, and they very
much want a partner in that fight. As an oncologist, we’re there
to partner with patients and their families. We’re able to provide
the support that they need, so that whatever the path may be,
they’re not alone. Even in the most difficult circumstances, I
MASTER
know that there’s more we can do for our patients. I think I was
able to bring that to the bedside, and now in my work within
industry as well.”
Pandya transitioned from academic clinical practice to industry in 2012. She was working at Beth Israel Deaconess Medical
Center, a Harvard teaching hospital in Boston, where she had
completed her residency training in internal medicine and then
a fellowship in hematology/oncology. She practiced for about
four years, specializing in gastrointestinal malignancies and breast
cancer, and co-directed the Phase I experimental therapeutics
program. That’s where she was drawn to the idea of industry,
where she could have a bigger and broader impact for patients.
With a new career path in mind, Pandya transitioned to Acceleron Pharma (which was acquired by Merck in 2021). The position of medical director, clinical research, interested her because
the company’s first oncology asset was in Phase I/II development
across a variety of solid tumors, so it complemented her experience in academic practice. After one year of successfully carrying
the asset into a randomized controlled study in kidney cancer
and developing a new study in hepatocellular cancer, she was
promoted to senior director, clinical research.
“It allowed me to really immerse myself in the day-to-day of
managing a clinical program on the industry side, which was
highly complex,” says Pandya. “I had underappreciated the crossfunctional nature of the work that goes on behind the scenes in
an industry role. So I had to learn quickly, move quickly, adapt,

THE SCIENCE OF SUCCESS

and collaborate. It was a wonderful training ground for me to
learn the ins and outs of drug development.”
Two to three years into her role at Acceleron, the company
strategy started to shift away from oncology to rare muscle diseases.
At that point, she was approached by Agios Pharmaceuticals—an
organization just two blocks away from Acceleron in Cambridge.
“I knew I wanted to stay focused in oncology,” says Pandya.
“That was a big reason for why I had moved on from patient
care. I wanted to carry forward their voice and the mission to do
something on behalf of patients with cancer in an industry role.”
Agios focused on a number of hard-to-treat cancers, including cholangiocarcinoma (CCA). This was a disease that Pandya
had treated in her clinical practice, and her own uncle had died
from the disease just four months earlier. At the time, there were
no targeted therapies available to CCA patients harboring the
IDH1 mutation, and limited chemotherapy options were available for patients with advanced disease. She welcomed the opportunity and challenge to contribute.
Pandya managed, mentored, and empowered a team across
the early phases of ivosidenib’s development, and developed a
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I have to think carefully and thoughtfully about what
can move forward, where we should be applying our energy
and our focus, and where we can let up a little bit
pivotal late-phase study that was registration-enabling and led to
the eventual FDA approval of Tibsovo® (ivosidenib tablets) in
IDH1-mutated CCA. “This approval is something that brings
me a lot of gratitude and makes me feel very lucky to have been
in a position to help bring a much-needed new therapeutic option
to patients,” she says.
In parallel to her effort in CCA, Pandya assembled a team
and led the clinical development of another key asset in the IDH
portfolio, vorasidenib, from early phase studies to a late-stage
development program in IDH-mutated low-grade glioma, a type
of primary brain tumor. Her team continues to investigate other
difficult-to-treat cancers, including chondrosarcoma.

formation in the speed with which clinical development is accomplished. The ability of companies to collaborate and the many
forms of data and technology now available have contributed to
the increased momentum. This fast pace requires an investment
in ongoing education; for Pandya, that means reading, attending
scientific conferences, and leaning on external experts in an advisory capacity.

CLEAR PRIORITIES
With a drive to always do more, Pandya is sometimes challenged
with how to organize competing priorities. “There’s so much to
do, and there’s this desire to do it all at once,” she says. “I have
to think carefully and thoughtfully about what can move forward,
where we should be applying our energy and our focus, and where
STRONG GROWTH
we can let up a little bit.”
As Pandya assumed greater managerial responsibility, the comTuning into her team and their needs is also important, espepany recognized that she would be an asset to the hematology
cially when that team has almost tripled in size. Pandya knows
portfolio. So her whole team expanded into Agios’ flagship hemashe needs to keep them motivated and feeling empowered and
tology programs, which produced the company’s first approvals
MASTER THE SCIENCE OF SUCCESS
trusted to do their best. She straddles a fine line between moniand initial success in acute myeloid leukemia (AML).
toring their progress without getting too involved. To hone these
On April 1, 2021, Servier, an independent, privately held US
skills, she works with a professional leadership coach and parpharmaceutical company focused on oncology, launched by Servier
ticipates in women’s leadership forums where she can exchange
Group, acquired Agios’ oncology business, welcoming Pandya’s talideas. She also bounces ideas off her colleagues at Servier.
ented oncology team. “I’m happy to report that we’ve seen the sucWith increasing demands at both work and home, and a desire
cess of these programs continue to grow here at Servier,” she says.
to constantly accomplish tasks faster, leaders need to extend grace
Pandya now leads a team of 17 people and counting. She also
to themselves and to their teams, she says. “I think it’s important
has expanded her work to include a new program in Servier’s
to say, ‘No, I can’t make that meeting because my daughter has
metabolic oncology area for acute lymphoblastic leukemia (ALL),
[an event]’ or ‘Why don’t we slow things down? It seems like
in addition to overseeing the clinical program management and
we’ve had a front-loaded week and I can tell you all need a
IDH clinical biomarker teams.
break,’” she says. “I try to be open and honest with my team in
Pandya appreciates that at Servier, a unique global organizasuch a way that gives them permission to take the time they need
tion governed by a nonprofit foundation, reinvests 20% of its
and ask for the flexibility they need.”
total revenue into the development of both its programs and its
Pandya also finds it beneficial to be authentic. “What I hope to
people. “We have less of the pressure of publicly facing compabring to the table [as a leader] is this desire to bring my whole self,
nies and more of the flexibility and ability to apply a patient-first
acknowledging that what [my team] sees is just a small part of my
approach to drug development,” she says.
life; there’s something much bigger than that,” she says. “[My famBecause Servier is an international organization, Pandya is
ily] comes first, and that’s important to message, for people to
learning more about the global and regulatory framework of operunderstand where I’m rooted and what matters most to me.”
ating globally—utilizing the resources and network of an estabWhen it comes to spending time with her family, Pandya
lished global pharmaceutical company while operating with the
enjoys connecting with her husband, two children (12 and 10),
nimble and entrepreneurial spirit of a biotech. As the company
and new puppy during Friday family movie nights and through
continues to expand its presence in the US, she appreciates its
skiing, hiking, running, and family vacations. “My hands are full,
ability to be agile and creative, and welcomes the opportunity to
but I like to just be together and relish those precious moments,”
grow in tandem.
she says.
During her decade in industry, Pandya has witnessed a trans-
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Matthew R. Price, Co-Founder, Executive Vice President, Chief Operating Officer, and Board Director,
Promontory Therapeutics

Persistence Pays Off

An entrepreneurial quest to transform oncology treatment
By Andy Studna

N

ot all careers in biotech begin at the same place and
follow the same path. For Matthew R. Price, a cofounder of Promontory Therapeutics, who serves as
executive vice president and chief operating officer,
and as a board director, his journey began in the performing arts.
While there may not be a larger gap between two industries than
biotech and the arts, Price was able to connect the dots and climb
his way up the ladder.
Now at the head of Promontory Therapeutics, a biotech specializing in developing novel, immunogenic small molecule anticancer agents, Price is drawing on his multifaceted background
to create a new path forward in oncology therapeutics.
After studying history at Princeton University, Price moved to
Berlin where he continued his studies, this time in music. Several
years later, he returned to New York as a music producer, workMASTER
ing on international deals and premiering performances. “I realized I was acting as an entrepreneur, I just was in a setting that
didn’t necessarily expect that of people,” he says.
With an opportunity to change his career path, Price attended
Columbia Business School where he earned his MBA and realized his future was in intellectual property–driven business and,
ultimately, biotech.
“I had a social motivation,” Price explains. “I needed to find
a career that I loved, that would also potentially allow me to do
good in the world. And biotech just crystallized as the place for
me and the path for me.”
While attending Columbia, Price met Promontory Therapeutics’ fellow co-founder and now-CEO, Robert Fallon, who was
teaching international banking. Price recalls they connected
instantly and were having regular meetings about his career path.
In the midst of the Great Recession, these meetings turned into
starting a company together in 2010, originally named Phosplatin Therapeutics. Just this month, the company was renamed
Promontory Therapeutics to reflect its growth and outlook on
the future. “We spent all of our time early on doing due diligence
on the technology and assembling a team of experts around us,
knowing that there was a lot that we didn’t know,” Price recalls.
“So, we were humble, but persistent.”
This persistence has included years now of studying the rapidly evolving science and medicine in the field of oncology therapeutics, including Price’s intimate involvement in the company’s
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R&D efforts, and his participation in presentations of Promontory’s research data at industry events such as American Association for Cancer Research (AACR) and American Society of
Clinical Oncology (ASCO) annual meetings.
Promontory Therapeutics currently has an internal team of
20 people that Price and Fallon have assembled over the years.
Price wears many hats in his role. Since day one, he has overseen
the organization’s operations, which have now expanded into 17
countries.
Price explains that his range of responsibilities can mean different things on different days. One day he might be doing a siteinitiation visit with one of the company’s clinical trial sites or be
in an investigator meeting with key opinion leaders regarding
clinical strategy. Another day, he might be focused on finance and
helping to lead each of the organization’s funding rounds—Promontory Therapeutics has raised $74 million to date.
Price has played a key role in the management of PT-112,
Promontory Therapeutics’ lead therapeutic agent, which is currently in Phase II development. This has included co-authorship
on several publications on PT-112, and being named on two of
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the company’s proprietary patents. The small molecule immunogenic cell death inducer was originally licensed from Ohio
University and validated with the help of Weill Cornell Medicine
researcher Lorenzo Galluzzi, PhD. This agent can selectively kill
cancer cells in a manner that engages the immune system and
creates an adaptive immune response. It does this by releasing
biological entities from the dying cancer cell that engage with
pattern recognition receptors on dendritic cells.
PT-112 is being tested for a number of cancers, including
metastatic castration resistant prostate cancer, which is currently
Promontory Therapeutics’ largest Phase II study with 90 patients.
It also is being tested as a therapy for thymoma, cancer of the
thymus, in a study run by the National Cancer Institute, as well
as in non-small cell lung cancer.
During the development journey of PT-112, Price has been
responsible for the company’s collaborations with Pfizer, Merck
KGaA, Darmstadt, Germany, and the National Cancer Institute.
These collaborations serve as a major point of validation for a
small emerging biotech.

Price recalls one of the most defining moments of this journey
was when Promontory Therapeutics saw the first response of a
cancer patient to their drug. “When that happened, we were
emotional,” he says. “We were just stunned that we could have
brought something into the world that can accomplish that even
for one person. Now, thankfully, it’s more than one.”
Outside of his work, Price is a loving husband and father to a
baby girl. There was a time when he would go skiing and surfing
as often as he could, but like many, the world of COVID-19 has
disrupted that part of his life. “Generally, with COVID and the last
couple years, and life as an entrepreneur, it’s intense, and I think
professional life defines us perhaps too much in the end,” he says.
He counters this by getting away from the hustle and bustle
of New York City and spending time with his wife in upstate New
York visiting family and friends. “The picture I see is having two
babies—one a company, and the other a baby daughter—and
there’s no end to the demands, but also the joy,” Price tells Pharm
Exec. “[That] makes it all worthwhile and makes me very proud,
and even humbled to be in this industry.”

Quiona Russell, PhD, Associate Director of Medical Information and Medical Communication, G1 Therapeutics
MASTER THE SCIENCE OF SUCCESS

Lessons Learned

Using edutainment to capture audiences and break down complex medical information
By Elaine Quilici

C

onnecting with people is what drives Quiona “Q” Russell, PhD, associate director of medical information
and medical communication at G1 Therapeutics.
Whether it’s getting to know trainees before one of
her mock game shows or engaging with various departments across
her organization, she realizes the value of understanding others.
“You need interpersonal skills to convey your knowledge,” she
says about training colleagues. “You need to be able to read
people, use humor, understand what’s happening in life, and
what’s important to them to connect. How does what you’re saying affect what they’re doing every day?”
She’s found that building connections also enriches her own
career growth. Reaching out to understand what others do within
her company provides her with a better appreciation for the big
picture. “It is the connections with other departments, other people that make you more of an asset and more rounded,” she says.
“It makes you do what you do better. The more connections you
make, the more you learn.”

This is a lesson she’s learned repeatedly through her years in
both small and large pharmaceutical organizations.
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It is the connections
with other departments,
other people that make
you more of an asset
and more rounded. It
makes you do what you
do better
FROM ACADEMIA TO INDUSTRY
An Ohio native, Russell studied sports medicine at Old Dominion
University, then received her master’s in physiology from Howard
University. After earning her PhD in physiology—with an emphasis in cardiovascular physiology—from The Ohio State University,
Russell entered a postdoc residency program at the only military
medical school in the country, the Uniformed Services University
of the Health Sciences, in the human physiology lab of its emergency medicine division at the Department of Defense. Her plan
to go into academia and research was reinforced by an offerMASTER
for
an assistant professorship at the medical school there, which she
pursued for two years.
Russell’s first introduction to pharma was as a contracted clinical specialist at Pfizer in 2009. In this role, she enjoyed being able
to teach while traveling and to have clinical interaction as well.
“As soon as I got into the industry, I loved it,” says Russell.
Soon after her successful stint as a clinical specialist covering only two states, she was internalized and became a medical
science liaison (MSL) for Healthpoint, Ltd., a move that significantly expanded her territory coverage and experience in
the industry.
In 2014, Healthpoint, Ltd. was acquired by Smith & Nephew
Biotherapeutics, which offered her a new, wider perspective on
pharma. “That really gave me an introduction to the [whole]
pharmaceutical industry,” says Russell. “[Until that point,] I only
knew the MSL role. But becoming a medical reviewer, I started
working with commercial, I started having touchpoints with internal stakeholders that were outside of the medical affairs arena.
And the more touchpoints I had, the more I loved it.”
After 13 years in various roles at Healthpoint/Smith & Nephew,
including sales training, Russell used the pandemic as a time to
reflect on her career and decided to switch gears. She wanted to
move out of the field and into a home office position. In September 2020, an opportunity presented itself at G1 Therapeutics, a
company on the verge of launching its first drug.
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“The pandemic actually opened up the world for me,” she
says. “I saw there’s a whole medical information, training, publication, planning role that I didn’t know I liked. And I do. I did
a little bit of it at my other job, but my main job was being an
MSL. I worked on different projects—the medical review process team, some publications—but I didn’t know it could be an
entire job.”
THE FLIP SIDE OF MEDICAL AFFAIRS
Instead of having a customer-facing role in the field, Russell
now operates from an internal medical affairs position, creating
standard response documents, managing G1’s medical information call center, responding to physician requests, and conducting all medical training for the organization. Currently, she works
with a contracted consultant to support her work, but as she
looks to grow, she hopes to build out her division and expand
her team. She also wants to digitize where possible and create
more forward-facing opportunities in her work. Ultimately, Russell aspires to move from the associate director level into a role
that has added impact and more influence through leadership.
When she joined G1, Russell didn’t have time to ease into her
role. Within a couple weeks, she was preparing for an intense
FDA review process, which ultimately ended in an approval for
the company’s kinase inhibitor Cosela (trilaciclib) in February
THE SCIENCE OF SUCCESS
2021. It was something she had never done before, and she
worked day and night to help complete the 150-plus-page dossier as the resident medical expert. She now reflects on that as
one of her greatest accomplishments.
“I’m so proud every time we [distribute] the dossier—I think,
‘I helped do that,’” she says. “I was a part of a cross-functional
team, and I knew that the medical information had to be right.
The science had to be right, the studies had to be right.”
Russell is also proud of developing G1’s medical training program, which did not exist before her tenure, and helping to obtain
the company’s first J code for insurance approval, along with
market access.
Despite her successes, Russell still pauses reflect on the impact
she’s having. While she was accustomed to receiving personal
gratification in real-time out in the field, it is now more difficult
to measure behind the scenes.
“I want to make sure that every day what I’m doing is contributing,” says Russell. “We’re treating people who may not live
for a long time. So sometimes I wonder, when I make a standard
response document, does it do anything for the patient at the
end of the day? I want to know if what I’m doing is changing
somebody’s life, if it’s making a difference. Is somebody crying
less, is somebody happier, is somebody getting one more
moment? Is somebody leaving a doctor’s office and feeling like
it wasn’t a bad visit that time because the doctor knew a little
bit more?”
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MASTER OF EDUTAINMENT
Though she wears many medical affairs hats, Russell’s favorite
part of her job is training. “One of the things I do is edutainment, where people are learning, but it’s so much fun that they
don’t even know they are,” she says. “It’s having the opportunity
to make people feel comfortable where they are, and taking very
complex constructs and using everyday examples, analogies, and
scenarios. That’s my thing.”
Russell’s edutainment style also is effective because she lets
her personality shine through in a natural way, which helps her
connect with people. But it’s not all personality. She knows how
to distill complex information in a way that’s memorable. “I
remind people, ‘You know I’m a scientist, right?’” she says. “I
can go into the deep scientific constructs, pathways, and all of
that. But if a person walks away not knowing what you’re talking about, you really weren’t that successful. So I’m an advocate
for making things simple and easy. I always tell people, I don’t
have to sound the smartest. Just as long as you walk away feeling
big pharma, you could lose that, but a small company still allows
the smartest.”
In order to be effective, Russell strives to relate what she you to hold on to that family-like culture.”
teaches to people’s daily lives. During the holidays, she put a spin
on one of her trainings, springboarding off the generic name of STRIVING FOR BALANCE
Cosela (trilaciclib), by creating a Christmas-themed game show Russell acknowledges that she can be a workaholic. To counter
called “Trilal la la la la la la laa.” Even after it was over, everyone the danger of imbalance, she tries to be intentional about making
SCIENCE
OF SUCCESS
THEfor
her family
and outside life.
around the company was still singing, trilal la la la la la laMASTER
laa, time
“When I was on vacation with family, I’d sneak my laptop in
she recalls.
Whether it’s a game show, talk show, scavenger hunt, or the the closet or in the bathroom, because I promised my family I
online gaming platform Kahoot!, she uses a variety of methods wouldn’t do work, and I’d be working anyway,” she admits. “My
to battle Zoom fatigue in today’s virtual world. If people are hav- personal and my professional life are not distinct from each other,
ing fun, they forget they’re on camera and are training, she says. because there’s just one me. [But] I want to put it in perspective.
It also can take away any stress about retaining information for At the end of the day, I don’t want my family to hate my job
because I loved it too much.”
subsequent benchmarks.
Though much of her inspiration comes from entertainment,
In addition to the freedom she has to try new ideas at G1,
Russell appreciates the internal accessibility small pharma allows. Russell rarely gets a chance to watch TV. Instead, she uses her
“Interpersonal relationships are important for me,” she says. “In free time to work out and de-stress. In pre-COVID-19 times, she
also enjoyed traveling the world and is now starting to indulge in
that pastime again.
For now, she enjoys spending time with her husband and
3-year-old daughter, whom she refers to as a “threenager who
knows everything.” That includes a regular movie night at home
and participating in community service. Russell donates her
resources to a variety of groups including The Salvation Army,
World Dinner Church, and the community service organization
Delta Sigma Theta Sorority Incorporated.
“I’ve been real heavy on community service, now that those
places have been opened up,” she says. “It’s a big part of what I
do. And where appropriate, I take my daughter, because I want
her to see it early. It doesn’t seem like much, but it goes really far.”
Connecting with others, whether in the community or at the
Kahoot! is one of a range of training tools Quiona Russell uses to help offset
Zoom fatigue.
office, is just something that comes naturally to Russell.

Source: wavemovies/stock.adobe.com

I can go into the deep
scientific constructs,
pathways, and all of
that. But if a person
walks away not knowing
what you’re talking
about, you really weren’t
that successful
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Patricia Torr, US President and General Manager, Idorsia Pharmaceuticals

Rising to the Task

Amid pandemic, leader helps build ‘commercial startup’ from the ground up
By Michael Christel

B

eing called upon to lead a major company expansion
effort, plotting hopeful new roads to success, is never
an easy task, even for the most seasoned of biopharma business executives. But try pulling it off in
the middle of a global health emergency. That was exactly the
scenario that faced veteran industry leader Patricia “Patty” Torr,
the first employee hired at Idorsia Pharmaceuticals US Inc.
(IPUS) in March 2020, at the onset of the COVID-19 pandemic,
charged with building Swiss-based parent Idorsia Ltd’s US commercial footprint and leadership from the ground up. Setting up
shop in the Philadelphia suburb of Radnor, Penn., where operations were officially a go just four months later, the mission of
Torr’s group was clear: forge relationships with key US healthcare stakeholders and carve out hopeful paths to market for a
stable of promising therapies in Idorsia’s pipeline, including one
MASTER
anticipated late-stage treatment, two decades in the making, for
insomnia. Idorsia was borne from the 2017 spinout of Actelion’s
drug discovery operations and early stage clinical development
assets after Europe’s largest biotech at the time was acquired by
Johnson & Johnson for $30 billion.
As US president and general manager, Torr secured Idorsia’s
physical Radnor facility, built infrastructure and key processes/
procedures, and established ways of working—all while in the
throes of the COVID crisis. “It was tough, but you hire the right
people with the right experiences and the right attitude,” says
Torr on the job of creating a leadership group—one “not overly
engineered,” she stresses, but agile enough to scale and adapt
over time. Today, IPUS consists of more than 130 full-time
employees and over 600 customer-facing employees. “My leadership team was energized by a buildout. We’re going to build
something together and we’re going to leverage our lessons
learned from previous experience, and innovate while we’re
doing it,” adds Torr, who arrived at IPUS with more than 20
years of experience at big and small biopharma across several
therapeutic areas, including cardiovascular and metabolic,
hematology, and immunology.
As the pandemic evolved, Torr says IPUS found a good
groove in balancing the hybrid work structure and mix of remote
and face-to-face interactions, all the while onboarding more
employees, growing the company’s partnership base, and building its culture. “To be able to do what we’ve done in two years
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and be at the precipice of our [first] launch, and in a large primary care market, is really a testament to how the team has
come together and how we’ve been able to mobilize our workforce,” she tells Pharm Exec.
NO TIME TO REST
The launch Torr refers to is for insomnia treatment daridorexant, IPUS’s first-approved drug, cleared as Quviviq by FDA in
January. A Schedule IV controlled substance, the tablet, a dual
orexin receptor antagonist, was poised to enter the sizable, yet
untapped, insomnia market this month (Quviviq will compete
in particular with orexin antagonists sold by Merck and Eisai).
According to Torr, 25 million Americans suffer from a sleep disorder, but less than 12 million are on a prescribed medication
to treat it. In the long-term, insomnia is known to be associated
with numerous serious health conditions, such as psychiatric
disorders, cardiovascular disease, type 2 diabetes, substance
abuse, and dementia.
A culmination of a 20-year R&D journey, originated by Actelion, carefully perfecting the drug’s therapeutic window and eventual eight-hour half-life, Quviviq is designed to modify the wake
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signal, helping patients get to sleep, stay asleep longer, and feel
less tired the next day.
Believing strongly in Quviviq’s safety and efficacy profile, IPUS
has partnered with Hollywood A-listers, athletes, and others to
educate, or “edutain,” patients and healthcare professionals
(HCPs) on the importance of recognizing insomnia as a legitimate
disorder, with a need for interventions that provide not just a restful night sleep, but a quality next day. In January, IPUS unveiled
its “Seize the Night & Day” campaign, teaming up with Jennifer
Aniston, who has been outspoken about her own experiences with
sleep problems, including sleep anxiety, sleep walking, and insomnia. The campaign, which showcases a website exploring the science behind insomnia, has sleep tips and tricks, and includes a
patient forum. It also features “Jen’s Sleep Story,” where Aniston
speaks candidly about her personal struggles in an unscripted,
intimate chat. There is a 30-second TV spot as well, called “Time
to Construct,” featuring Aniston and directed by Oscar-winning
director, writer, and actor Taika Waititi.
In another marketing campaign, IPUS, in mid-March, premiered “The Quest for Sleep,” a feature-length documentary,
on Facebook, followed by select screenings in New York City
and Los Angeles. Narrated by Octavia Spencer, who voices the
role of sleep, the film, which was approaching 500,000 views on
YouTube in late April, follows the journeys of five real patients
throughout their daily lives and struggles with sleep. Also MASTER
featured are NBA player Andre Iguodala, Olympic runner Emma
Coburn, and US Army Retired Lieutenant General Rick Lynch.
In other outreach strategies, Torr was instrumental in Idorsia’s formation of The Alliance for Sleep late last year, a committee of leading physicians and healthcare experts focused on
the importance of sleep health, and the alliance’s subsequent
release last month of its landmark survey, Wake Up America,
conducted online by The Harris Poll.
With the launch of IPUS’s first product in the primary care
space, typically an unusual step for a traditional startup, given
the resources required, Torr likes to characterize IPUS as more
of a “commercial startup.” Also driving the distinction is the
company’s robust, by startup standards, specialty- and orphan
disease-focused pipeline, which features 12 compounds, half of
which are in late-stage development. One of those investigational
compounds is selatogrel, a potential EpiPen-type product for
patients at high risk of a recurrent heart attack. Other late-stage
candidates target Fabry disease, lupus, resistant hypertension,
and aneurysmal subarachnoid hemorrhage.
A FOUNDATIONAL PATH
Having overseen numerous product launches, commercial expansions, and promotional campaigns over the course of her career
in the life sciences, Torr’s role and impact today in leading Idorsia’s US operations may be the perfect microcosm. A former
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We’re going to
leverage our lessons
learned from previous
experience, and
innovate while
we’re doing it
athlete, Torr cultivated an interest in science, particularly in orthopedic surgery, at a fairly young age, having endured her share of
injuries playing basketball growing up. Later, she would earn a
bachelor’s degree in public health from East Carolina University,
and her first “real” job was as a clinical research assistant for the
Department of Anesthesiology and Cardio-Thoracic Surgery at
Medical College of Pennsylvania (now part of Hahnemann
School of Medicine). She ran clinical trials for medical device
and pharmaceutical studies. It was in this role, Torr says, where
she grew to fully appreciate what it takes to bring a new medicine
to market. But eschewing the medical school route, the PhiladelOFinstead
SUCCESS
THE SCIENCE
phia-area
native
decided to attend business school, earning an MBA in marketing from Saint Joseph’s University.
Her first commercial role in pharma was with the Astra Merck
venture as a product manager for Prilosec, the world’s top-selling
prescription medicine at the time. She credits former Astra Merck
boss, and physician, Warren Cooper, MB, today chief medical
officer at HealthCare Royalty Partners, as a valuable early mentor, “blending the science and the business” as a commercial
leader and helping shape Torr’s professional development and
approach to leadership. From there, she progressed through levels of increasing responsibility and seniority with several pharma
companies, including AstraZeneca, GlaxoSmithKline, J&J, Shire,
and CSL Behring. Notably, while leading sales and marketing
efforts at J&J, Torr launched six indications in 18 months and
achieved over $2 billion in sales.
As far as what the future holds, the wife and mother of two
says her goal is to help IPUS bring to the US market at least
three products over the next five years and establish the company
as a leading mid-sized, sustainable biopharma organization.
“It’s a badge of honor to challenge the status quo,” Torr says
proudly. “The conventional way of doing things is not going to
be as effective as it once was. So I would encourage young professionals entering the business to think outside the box and pressure-test new ideas. You can make a difference if you are passionate about what you believe in—that it’s not just an idea, but
you’ve thought it through to have the courage to advocate.”
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Shetal Vyas, Vice President of Operations, Ferring Pharmaceuticals

Breadth, Depth, and Enterprise
The stages of a career well-spent in advancing healthcare innovation
By Fran Pollaro

E

merging Pharma Leader Shetal Vyas has been in
the life sciences industry for more than 20 years.
Currently, she is the vice president of operations at
Ferring Pharmaceuticals, a privately owned biopharmaceutical company, with leadership in reproductive medicine and maternal health, as well as specializations in gastroenterology and orthopedics. Ferring is focused on developing
life-changing innovations that help people live better lives. This
mission, combined with the company’s “people-first” philosophy,
extends to patients and to employees, as evidenced by, according to Ferring, its industry-leading 26-week leave policy for birthing and non-birthing employees. In addition to her role at Ferring,
Vyas serves as board chair of the National Kidney Foundation
and is a certified HBA Mentor for the Healthcare Businesswomen’s Association.
THE SCIENCE OF SUCCESS
But her entry into pharma was completely unintentional. MASTER
Vyas
was pursuing an MBA as a full-time student and initially took a
part-time administrative job at AstraZeneca at the time Astra and
Zeneca were completing their merger in 1999. “As I was finishing
my capstone, they put me on a path to talk to all the executives
to figure out where in the company I wanted to be,” she tells
Pharm Exec. “Everyone said that if you want to stay on the commercial side, ‘you must carry the bag,’ an old pharma adage that
means sales. So, naturally I decided to the ‘carry the bag.’ It was
the perfect combination of business education and scientific training, and it set me free.”
“Carrying the bag” was an incredible experience for Vyas.
With her unquenchable thirst for learning and innate curiosity,
she was inspired by these early lessons in how healthcare professionals drive business strategy, as well as how patient treatment
decisions are made. Given her analytical strengths, she enjoyed
the data and performance metrics portion of the job as well, and
quickly began to build her business acumen.
Vyas spent the beginning of her career at AstraZeneca in multiple roles of increasing responsibility within sales, marketing, and
commercial operations. She then spent several years in biotech,
and later took a role as vice president of marketing and became
a member of the executive leadership team at Pentec Health,
dent of operations to lead commercial strategy and operations
Inc. In 2019, Vyas joined Ferring as head of the gastroenterology
for the business. Vyas also then became a member of the Ferring
and urology business unit and was soon promoted to vice presiUS executive leadership team.

It was the perfect
combination of
business education
and scientific training,
and it set me free
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It’s not just about your
job and how you do
your job, but where
your job fits within that
business model

When Vyas reflects on her career, she sees how her on-thejob education and experience played out in three distinct
phases, which she often shares with her mentees: breadth,
depth, and enterprise. She describes breadth as something you
acquire in your early years that provides a full view of the business and helps you get to know the engine that drives innovation and delivers the product to the patient. “It’s not just about
your job and how you do your job, but where your job fits
within that business model,” she says. “Building that foundation comes with exposure to different areas of the business and
different leadership styles at various levels. These early learnings don’t just help build a strong level of business acumen;
Today, Vyas is laser-focused on Ferring’s growth. In her multhey inform future leadership style. That helped me to inte- tidimensional role, she is guided by four key objectives: to drive
grate into new roles very quickly.”
Ferring’s digital transformation, to outline its US environmental,
This breadth provides a foundation to move into a bigger social, and governance (ESG) priorities and approach, to deliver
role, which can develop depth. Vyas articulates depth as the results so patients can benefit, and to ensure the engagement of
period when you begin to grow into management and leader- her teams, as they make it all possible.
ship roles. For her, this began when she made the leap to leading
large teams and organizing transformational internal projects. DIGITAL STRATEGY
The enterprise level is Vyas’ favorite. “I love my role because On digital transformation, Vyas says the pandemic has been a
I thrive in complexity—everything from market access to training key driver of progress.
to communications to customer engagement to commercial oper“Pharma’s evolution to the commercial model was initially
ations and so on,” she says. “Throughout the day, I’m wearing slow to adopt but, in the wake of COVID-19, the industry was
different hats. In addition to the day-to-day management of these forced to accelerate on all fronts.”
MASTER THE SCIENCE OF SUCCESS
various functions, I have the privilege of working with our execTo develop a new digital strategy for Ferring, Vyas started
utive team to drive our business forward and develop our people.” out by listening to customers to obtain a 360-degree view of
PRIORITIZING PARITY
Diversity, equity, and inclusion are among Ferring’s key priorities in people development. Vyas firmly believes that mentorship
and gender parity are intertwined, as women or people of color
may not typically raise their hands or are not chosen to be mentored, which in turn precludes equity. Vyas tells Pharm Exec,
“Within Ferring and outside, we’re still striving for parity. I enjoy
leading by example, as well as mentoring those within my organization who aspire to grow to the next level.”
In Vyas’ opinion, mentorship is the secret sauce to achieving
balance in gender and racial representation. “I always share my
experience and point of view with my colleagues or mentees
who are contemplating a larger role,” she says. “I push them to
look beyond the role requirements, and reflect on how their
accomplishments to date, transferable skills, and aspirations
could contribute to their success.”
Vyas is extremely grateful for her own mentors, as they have
been—and continue to be—instrumental to her professional success. She still calls on many of them to this day.
“Anytime I take on a new transformational role or project, I
seek the guidance of a mentor to offer a fresh perspective and
share experience-based advice.”

their perspective. She also worked with her team to “peel back
the onion” and conduct an internal analysis to better understand
how to strengthen Ferring’s foundation. As a result, Vyas put a
three-year plan in place. The first year would be dedicated to
building and strengthening Ferring’s foundation, the second year
would be focused on building out technology and elevating skills
for the commercial teams, and the third year would be centered
on automation.
Vyas’ thirst for excellence extends to her teams as well. She
seeks to understand the strengths of each individual and strategically tap into each person’s skills in order to optimize the
collective team. Transparency is critical on Vyas’ teams as well.
“Open, objective feedback on both sides, in terms of what’s
working and what isn’t helps the team grow together,” she says.
For Vyas, reality isn’t a work/life balance but rather an integration of work into life. She aspires to continue to learn and
grow on her journey to face more challenges and complexity, as
evidenced in her personal passion for viniculture and long-time
practice of yoga.
Most importantly, she puts people first, just as Ferring does.
Her family likewise bridges the work/life line, as she says her
husband and two children are “very much a part of this journey
as cheerleaders, supporters, and learners as well.”
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Upward Mobility
Optimizing Your Pharma T-Profile
With lessons and perspectives from the field, the importance of
harnessing the right combination of skills to advance up and across
career ladders is explored

BARRI BLAUVELT
CEO, Innovara, Inc.

W

hen it comes to climbing
the career ladder, you
should take a long look at
the depth and breadth of
your experience, advises Adele Gulfo, chief
commercial and business development officer for Sumitovant Biopharma, a global biopharmaceutical company leveraging a techAdele Gulfo
nology-enabled approach to accelerate
development of potential therapies for
unmet patient conditions. Also a board member of three lifeMASTER
sciences companies and a Pharmaceutical Executive editorial advisory
board member, Gulfo believes developing knowledge in multiple
areas makes professionals well-rounded and better prepared to
advance in their careers. For anyone moving from the bench to
commercial operations, as she did, and eventually to the executive suite—especially women—she offers this advice:
“Develop your T-profile. In a T-profile, you have both deep
expertise in a field, plus breadth to be able to work and collaborate with others in diverse areas. Step away from your day-today job, particularly if you are in a nonoperational role, to get
operational experience. When I was president of Pfizer’s primary
care business, I influenced key decisions for several strategic
products going into large multicenter trials that would have huge
financial impact on the company, because I was able to understand and help to make decisions on the clinical development of
the product.”

through others’ eyes, walk in their shoes, listen actively, and create solutions that build on their ideas.”1
In this model, the stem of the T is your deep expertise in your
current role. The top of the T is your ability to apply knowledge
across impactful situations and work effectively with other functions.
In Gulfo’s case, she made moves that enabled her to become
part of a team for a major new product launch project (Lipitor),
working with other specialists in marketing, access, sales, distribution, finance, manufacturing, and regulatory. She not only
represented the science but made significant contributions especially to commercial strategy. This resulted in an unprecedented
THE SCIENCE OF SUCCESS
uptake in the market, enabling treatment of millions of patients
in record time. With that, Lipitor became known as the industry’s most successful launch. When she took over as head of
marketing, Gulfo had the team develop detailed customer marketing plans vs. the typical product plans of most pharma companies at that time. This approach was one of the industry’s first
major, successful examples of a company deeply vested in the
customer experience, with the brand rocketing to become the
market leader.
That got Gulfo noticed, and eventually she was asked to head
up the newly formed cardiovascular team at AstraZeneca and
lead the late-stage development and launch of Crestor, which
became another multibillion-dollar blockbuster product. Gulfo
brought a fresh perspective to the opportunity. She led with questions and urged out-of-the-box thinking to reimagine the conventional approach to the launch of a new drug.

WHAT IS A T-PROFILE?
A T-profile has long been recognized as critical to the sciences
and innovation. According to Harvard University IT Academy:
“T-shaped individuals have both breadth in how to collaborate
and innovate across disciplines and depth in specific areas of
expertise. What makes T-shaped individuals so effective at what
they do is that they are immensely empathetic, having a keen
sense of others’ perspectives. A T-shaped professional can see

DEVELOPING YOUR T-PROFILE AS A FUTURE LEADER
How do you make the jump from one area of deep expertise into
higher levels of leadership, particularly making a role switch in
the process? Gulfo’s advice is to gain T-profile experience by making your aspirations known.
“Go after opportunities to volunteer for something really
impactful, to work on a challenging project or take on a risky,
high-profile project,” she says. “These are the defining projects
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Range and Reach of a T-Profile

Figure 1
Source: Innovara

Go after opportunities to
volunteer for something
really impactful, to work
on a challenging project,
or take on a risky, highprofile project

MASTER

that get you noticed by others who can make a difference in
your career.”
In short, having a strong T-profile helps you to become “a deep
problem-solver in your home discipline, while being capable of
interacting with and understanding [other] specialists from a wide
range of disciplines and functional areas.”2
To develop your individual T-profile, pick a cross-functional
project that will get you the kind of exposure you need to connect
with other areas. Don’t be afraid to ask others to help you understand what they do conceptually. Along the way, learn their internal vocabulary.
Imagine you recently joined a project team representing the
medical department. You are excited to be part of this important
initiative led by the marketing department. In fact, you have been

MAY 2022

studying for your MBA and welcome the chance to apply your
learnings to this commercially important project. Longer term,
you may even aspire to move into commercial operations.
But if the brand marketer mentions a functional term you
don’t understand in the first meeting, don’t be afraid to ask for a
private meeting afterward. Let them know your aspirations and
enlist their help to guide you to be a more effective contributor
to the project. Sometimes the simple process of doing that is
enough to get you on the radar. Don’t worry about being perfect
right from the start. Be willing to ask questions.
BECOME A LIFELONG LEARNER, NETWORKER,
AND STRATEGIC CONTRIBUTOR
Just participating in a multidisciplinary team of importance to
the company is not enough. You need to show that you are eager
to learn from others and put that learning to work, using your
interactions to develop powerful networks across the company,
aligning to advance business strategy.
Kim Moran, head of US insights to impact
at UCB, has an insatiable appetite for learning, in addition to being highly strategic. She
leveraged her T-profile to build robust networks, which resulted in a meteoric rise from
a PhD in neuroscience, to a medical science
THE SCIENCE OF SUCCESS
liaison (MSL) position at a startup life sciences company, to executive leadership.
Kim Moran
“I am an ‘ever-learner,’” says Moran.
“Having that curiosity and seeking to
understand and learn things from all different disciplines sets
the groundwork for developing a great T-profile. When I moved
to UCB as a medical director, I was able to get really close to
marketing, regulatory, legal, and compliance.”
Sponsorship should also be an aim of networking. More than
being a mentor, an executive sponsor can recommend you for a
high-impact project or to fill a critical opening. When that happens, you’re not in the room. You don’t even know there’s an
opportunity or opening to vie for. In that moment of truth, you
need the executive sponsor to put you forward. And if the other
executives don’t know who you are, your sponsor can give examples of your vital and strategic contributions.
In Moran’s case, by working on and leading high-visibility,
multidisciplinary projects, one top executive saw early on that not
only was she a great medic but that she understood strategy. From
that moment onward, he became her sponsor, encouraging her
to take on a variety of adjacent roles, including ones that never
existed before in the company.
“I took a role leading mid- to long-term life-cycle management,
where I took my scientific understanding—the deep part of the
T—then asked, ‘How can we have the right regulatory strategy
to pull off this life-cycle management?’” says Moran. “Next, I
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worked on developing new formulations, so I learned about
technology and supply. After that, I learned marketing to be able
to lead epilepsy at a global level.”
In her current role, Moran combines patient insights, analytics, and trends with finance to determine how to reallocate
UCB’s resources faster to drive value. She attributes her ability
to do so to her developing her T-profile.
“Because [of my T-profile], I understand the business, I
understand numbers from the scientific basis, and I understand
trends and data,” she says. “Finance was the last part of what
I needed to learn. I was a little nervous at first, but I made it
all come together to drive our digital transformation, to make
our business faster and more impactful while understanding
what causes variability. It has been an incredible journey.”
BRINGING YOUR T-PROFILE TO THE TOP
As Moran realized early on, at some point, you don’t need to
focus on deeper expertise. Instead, focus on how to lead and
manage people, to bring the best out of everyone to work toward
a common purpose.
David Epstein, former president of Novartis Global Oncology, eventually CEO of Novartis, and now executive partner of
Flagship Pioneering, talks about how he got to where he is today:
“The reality is that once you have developed a decent set of
MASTER
leadership skills, those are perfectly transferrable and applicable.
For many jobs in my career, I had felt doubt. I knew I would be
doing things that I had no previous exposure to. Sure, I was
nervous, but that didn’t stop me from taking the job.”
As you think about your own future career, consider how
you’ll develop your T-profile. It’s not only helpful, it’s essential. Just ask any successful executive in this industry. They
may not know it as a T-profile, but they certainly can describe
those experiences along the way that developed their ability
to relate and contribute to cross-functional projects of importance, which helped to open the door to the next level
of leadership.
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Lessons Learned, Future Hopes for Real-World Data
Biopharma experts at the forefront of applying real-world data and real-world evidence across the
product life cycle converge to discuss the lingering challenges in fully realizing the vast potential of
these insights to transform the value equation
By Julian Upton

I

n March, nine biopharma executives joined Pharmaceutical that the pharma c-suite understands the potential of RWD and
Executive to discuss the ongoing advancement of real-world where it fits into an organization’s overall strategy. Highlights of
data (RWD) and real-world evidence (RWE) as critical the discussion are presented here.
components of the life sciences industry. With
the use of RWD continuing to edge into every aspect
Peter Malamis: Are you seeing more alignment across your
organization in terms of RWD strategies—top-down
of biopharma—from R&D strategy to commercialdriven decisions regarding purchasing, partnerships, and
ization and across all therapeutic areas—roundtable
standards—or is it still somewhat fragmented?
participants shared their insights into how the use of
RWD has evolved at their organizations and how the
DAN RISKIN, VERANTOS: In the advanced RWE space it
lessons of the last two years will shape this use in the
was fully fragmented a few years ago, with the market
future. Discussing the challenges that remain around
access, medical affairs, and regulatory groups basically
Peter Malamis
RWD and RWE, the roundtable—moderated by Peter
not talking with each other. Now, as people are spendMalamis, senior director, life sciences market development at ing more money to get high-validity evidence, we’re seeing people
Phreesia—aimed to shine a light on what is needed to ensure starting to work together. RWE divisions are being created that
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are trying to ensure that the information gained can span the
organization. It’s more about the questions being asked and the
evidence being produced than about the group that will use it.
MIKE D’AMBROSIO, SYNEOS HEALTH: Within our
Moderator
company, we can have an integrated product
Peter Malamis, Senior Director, Life Sciences Market
offering, going from clinical to commercial
Development, Phreesia
and back again, leveraging circular insights as
we go around. To our customers, we can show
Panel
the value or what we perceive as the value at
Alexa Berk, PhD, MA, Medical Affairs Director, Digital
each end of the spectrum of the development
Health and Data Platforms, Invitae
cycle. But there is still some work to be done
Kristen Bibeau, PhD, Executive Director, Head of
Mike D’Ambrosio
to bring those silos together, to make sure
Global Epidemiology and RWE Statistics, Incyte
we’re getting the best use of high-value data across the product life
Mike D’Ambrosio, Vice President and Global Head of
cycle and beyond.
RWE Solutions, Syneos Health
KRISTEN BIBEAU, INCYTE: I’m coming into
Robert J. LoCasale Jr., PhD, Head, Real-World Data,
an organization that has been rapidly growSanofi
ing over the past couple of years. I was the
Matthew W. Reynolds, PhD, Vice President,
first epidemiologist hired, so I’ve been trying
Real-World Solutions, IQVIA
to bring those types of silos together and
Dan Riskin, MD, MBA, Founder and CEO, Verantos
recognize the value of bringing in-house
Debra A. Schaumberg, ScD, OD, MPH, Vice
that data and that evidence generation that
President, Epidemiology, Head, Strategic and Scientific
coordinates across the continuum of the life
Affairs, Clinical Research, Thermo Fisher Scientific
Kristen Bibeau
cycle. It’s been difficult, but we’re well on
Simu Thomas, PhD, Vice President and Global Head
our way. The impetus of the FDA gaining some traction has
HEOR, Alexion, AstraZeneca Rare Disease
MASTER THE SCIENCE OF SUCCESS
really generated a top-down interest in how valuable this data
can be, how it can speed efficiency of trials, how it can help leveryou start to spend high numbers on assets
age market access and reimbursement on the other end. So, we’re
like this or on capability builds, you need to
gaining steam, but I wouldn’t say that we’re all the way there yet.
justify a return. We need to have a top-down
MATTHEW W. REYNOLDS, IQVIA: It’s hard to
centralization data strategy that allows for
give one answer because, for example, from
enterprise value generation, but also global
the contract research organization (CRO)
business unit (GBU) and global function
perspective, a company that might sell data
(GF) value generation. We’re largely seeing
and data solutions can be still highly fragRobert J.
a tight integration on the data side, but it’s
mented, where others may be highly aligned
LoCasale Jr.
okay for the GBUs or GFs to generate difdue to focused efficiency. We need to keep
Matthew W.
ferentiated value that’s important to them because they need to
in mind that even when we’re talking about
Reynolds
report vertically on that.
the same real-world data that different
DEBRA A. SCHAUMBERG, THERMO FISHER SCIgroups within a pharmaceutical company may use that data difENTIFIC: The level of complexity compared
ferently. For example, with an open claims data set, a commerto even a decade ago has increased expocial team may want it because it’s nearly real-time and they are
nentially. At Thermo Fisher Scientific’s
able to identify who’s prescribing, who’s switching medications
PPD clinical research business, we’re orgafor their patients, and how many new prescriptions are written.
nized with a cross-functional RWD evaluThat same data may also be used by a clinical team to identify
ation and implementation structure, with
the geographic locations and specific sites to identify their patients
Debra
A.
representatives from the corporate stratof interest for recruitment into prospective studies.
Schaumberg
egy team, along with leaders in data archiROBERT J. LOCASALE JR., SANOFI: It’s still fragmented (by business
tecture, technology, data curation, scientific strategy, core sciunit or global function), but it’s okay for some areas to be fragentific disciplines (e.g., epidemiology, biostatistics, data science),
mented because of their purpose (e.g., business needs). But when
and therapeutic area expertise, among several others, that are
it comes to the data aspect, that’s where we’re trying to get more
constantly evaluating the RWD/RWE landscape.
centralized because these are no longer low-cost items. When

Roundtable Participants
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We felt the need to examine our structure because it is not just
about the data anymore; the whole ecosystem has become
immensely more complex. Our process has evolved from accessing, for example, broad claims and EMR (electronic medical
record) databases to more focused and deeply curated offerings,
such as therapeutic or disease area-specific databases. The addition of technology solutions and platform approaches to RWD,
specifically those aimed at trying to achieve a 360-degree patient
view, are all part of our new RWD ecosystem requiring a strong
multifunctional team and evaluation structure.
There is also a stronger focus on the connectivity of data and
ability to access real-world data using technology solutions that
can, for example, extract EMR data from multiple sources, and
potentially integrate those data at the patient-level with patientgenerated health data, biomarker data, and other types of data.
Malamis: When your organizations are assessing the data sets, what

are you looking for, given the current environment of greater integration, greater alignment, and increased complexity?

Ten to 20 years ago it was about whether you had
the data features, the level of completeness, and the quality of
those features. Those things are still important, but now it’s
whether your data partner has advanced their product in those
10 to 20 years. Are they thinking outside of the traditional way
we used to do this business? Are they putting any “skin” inMASTER
the
game with us as a company, because these (i.e., real world data
investments) are not low-cost endeavors? We’re consumers, right?
And partners need to show us a better product over time.
RISKIN: For high-validity evidence, we
have a fairly straightforward first bar, which
is consistent with what FDA has put out, and
we view them as a leading indicator of what
good looks like. That’s completeness and
accuracy. On the completeness side, if you
haven’t linked EHR (electronic heath record)
Dan Riskin
unstructured with EHR structured, with
claims, with deaths registry, you are not
going to be very complete, and it probably isn’t going to fall into
the bucket of high validity. Accuracy is called out in the recent
FDA guidance, but, over time, will be adopted by payers and providers if they desire high-validity evidence. And accuracy is simply a number. It always starts with completeness and accuracy.
REYNOLDS: Dan, I’m going to challenge you a bit here when you
say that linking data gets you to more completeness. You’re right,
that those new FDA guidance documents do talk about improving the data and the quality of it by linking the EHR and the
medical claims data. But we need to keep in mind that every time
we link data, we also lose a lot of data because many of the
patients in Data Set 1 may not show up in Data Set 2. The more
you link, the smaller that patient group with “complete data”
LOCASALE:
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becomes, and the more select or different they become from where
we started. I think we have to be somewhat careful and counterbalance the decision of when to link, how to link, and how to
supplement that data and make sure we’re thinking through what
the implications of that linkage might be.
Going back to the original question, “How do we choose our
data?” I think it’s very different when a company is choosing a data
set to purchase for multiple uses internally. They consider the utility of it, its breadth, and how many different questions it can answer.
Because a data set’s not good or bad in and of itself, other than, as
Dan pointed out, accuracy. If the data is accurate and representative of what you would expect, it can be a good data set if you ask
it the right question, which is the second component of “How do
I choose my data?” It’s very specific as to whether a data set fits the
purpose for a particular research question. That’s a very different
decision process than, “Do I purchase data for my company?” vs.
“Do I purchase data to answer this specific research question?”
RISKIN: I would agree on this issue of fitness for purpose. If you
are trying to show Drug A is 20% more effective than Drug B in
a subgroup, then you need to use really high-quality data to do
that. If you’re just trying to say the prevalence of a condition is
3% vs. 3.5%, it doesn’t really matter. But I would disagree on the
idea that it matters who the audience is, which is to say if you’re
trying to say Drug A is 20% better than Drug B, does it matter
THE SCIENCE OF SUCCESS
if it’s a doctor or a payer or a regulator who’s consuming that?
Each of them will change the standard of care by what they prescribe, reimburse, or approve. What matters is the question. It’s
fitness for purpose on the question, not for the end user.
SIMU THOMAS, ALEXION: I would assess the
quality of data using three different lenses.
The first lens would be the level of meaningfulness: Is the data reflective of the
question that needs to be answered? What
are the implications of the purpose of the
original data design and collection? The
second lens is level of importance: How
Simu Thomas
impactful will the data be in answering the
question, how can we enhance the credibility and acceptability
of the inferences? The third lens is level of worthiness: How big
of a need do we have with the data source? What is the practicality of answering the question with the resources we have? In
rare diseases, the diagnosis journey is long and we may get only
a handful of patients even from large academic centers. So,
practicality and worthiness are big considerations. And underlying all of this would be the perspective of how the data fits
with the wider spectrum of patient journey, understanding what
light the data sheds and what are the other missing elements.
This is fundamental, especially in rare diseases where much of
the information on the lived experience of patients need to be
fulfilled by RWE.
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ALEXA BERK, INVITAE: Certainly, fitness for
standing of how data can be used, what the quality is, what needs
to be in there vs. what doesn’t. The HEOR (health economics and
purpose, reproducibility, high quality, relioutcomes research) teams, the market access teams are very comability, and validity are the kind of baselines
fortable with this because they’ve been doing it for many years.
we’re looking at in data sources. But what is
The clinical teams are still getting up to speed with what’s going
the next level in thinking about the data partto be acceptable to FDA with respect to quality and rigor.
ner? From the Invitae perspective, we have
a very powerful genomics database and are
REYNOLDS: Sometimes we knowingly and purposely use data
now
building
out
a
more
robust
RWE
offerthat
we know is not good/optimal. You’ll know this if you’ve
Alexa Berk
ing that includes various platforms, partnerworked with spontaneous report adverse event data (e.g., FAERS
ships with claims data providers, acquisitions, and partnerships
or WHO adverse event data), for example. The data has a numwith the human resources data providers. The acquisition of Citber of flaws (under-reported numerator and no definable denomizen was certainly a big moment for Invitae in the RWE space
inator), but it can be highly effective at identifying signals even
because there’s only so much you can do with genomic data withif we are not providing a definitive, hypothesis-driven response.
out having a robust clinical picture of each patient as well.
It might not be high-grade data, it is not complete, it may not be
One thing we’re thinking about is the underlying data acquivalid, but it’s incredibly effective. It’s very good at picking up
sition model of each of these data sources. Is it flexible, and is it
signals and driving us to a better study on a data set that is more
fit for purpose for driving subsequent hypothesis testing.
robust in a way that it can replace some of these older ways of
SCHAUMBERG: We recognize that data are just data. They don’t
acquiring data with the same representativeness, with the same
inherently do anything on their own to generate evidence or
quality, with the same diversity of sites and diversity of patients?
insights on their own. We are focused on how we can make data
Are we really modernizing the way we’re collecting data or are
smarter—about how we apply the appropriate set of methodwe still just plugging into EHR systems and importing everything
ologies to the data we have (e.g., methods and level of curation,
in the standard way? We’re trying to think innovatively about a
standardization, etc.) and/or improve the data if the available
genre-pushing, RWD source, if you will, that looks at different
RWD are insufficient to support the type of evidence generation
mechanisms of getting the data that might address a lot of the
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we need. Then, I’d tend to pivot the conversation from the data
limitations that we tend to see in the standard kind of EHR and
to the evidence that can be generated from the data. As a life
claims databases out there.
SCHAUMBERG: The end user of RWE is very important, parsciences community in general, we have broad access to various
ticularly because their evidence needs and the sponsors’ available
sources of RWD; we’ve got structures and technologies in place
resources don’t necessarily support the same level of effort and
to generate research quality data out of data collected during
analytic strategy for every single question we’re trying to answer.
routine patient visits, or directly from patients, and other sources.
If I’m working on a medical affairs communication of an already
The question then becomes how do we apply the right methodapproved medication that is going to inform practitioners or
ologies and the right structures to generate the fit-for-purpose
patients on their use of a medication, it’s a question of real-world
evidence (e.g., adhering to core epidemiological first principles
safety and effectiveness, and potentially providing more evidence
when approaching a specific research question) that we need to
to extrapolate insights to broader patient groups than were
satisfy all the relevant stakeholders (including regulators, providincluded in the pivotal clinical trials, or to refine a target patient
ers, patients, payers, and others) and move the research forward,
profile. That’s potentially a somewhat different standard than if
and further? And, just as we have methodologies ranging from
I’m trying to get a new product or new molecular entity approved
the case series to the clinical trial, the level of RWE required
in the first place, for example, by incorporation of a RWD-conmight be different, depending on what the research question is,
structed external comparator into a new drug application. In the
who the end users are, and a number of other factors.
D’AMBROSIO: I think it’s also true in some cases that the data itself
case of a product or a use of the product that is still unproven,
doesn’t always have to answer a specific question. It can also, in some
in which the regulatory authority has a mission to evaluate the
respects, be directional. For example, if you’re thinking about how
safety and efficacy to protect public health, it’s reasonable that
commercial might use RWD, well, RWD doesn’t necessarily need
the end user (the regulatory authority) is going to set a higher bar
to fall in the realms of its health data. It can also be insights that
because the risk of “getting it wrong” is potentially higher. There
come back from medical science liaisons in conversations. It can be
is a spectrum of what we can do that’s valid and meaningful, but
picking up chatter using neuro-linguistic programming techniques
the rigor of data collection, documentation, curation, and analand so forth. The validity of that data is sometimes questionable,
ysis is not all the same for every end user.
BIBEAU: My experience across the industry is that there’s also a
but at the same time, it can be very directional in terms of immedineed for education for some of our clinical colleagues on the underate to short-term tactics that you might employ within that space.
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THOMAS: I think we all agree that there is no one golden data
source, as they are usually set up for diverse purposes and they
are complementary. It would be ideal to link them together to
weave the different elements of the patient journey. However, one
has to consider the time resources and opportunity they provide
to help with the decision at hand.
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a high level of expertise from the human clinical reviewers. And
if you want to have regulatory-grade data, you need human eyes
on every single datapoint. Machine learning can assist with the lift
and with the scale, but I don’t think it’s at the point yet where it
can be trusted as a completely automated process.
Malamis: We heard the term “regulatory grade” there. What does that

Malamis: If there was an area of data and its applications that you could

mean to you?

say has the most room for improvement, where would it be?

SCHAUMBERG: I don’t think it’s always very meaningful because
it’s a term being used loosely without reference to a clear consensus or detailed data standards framework for what would be
considered “regulatory grade.” The required standard also
depends on the specific use case, as well as the type of data.
While there is emerging uniformity of guidance across agencies,
there is also still wide authority within the organizations to evaluate data for its fitness for use depending on the specific application of the data and the role of the resulting evidence. In
addition, there is not necessarily one unified voice or one unified
standard; we’ve seen some indications of differing interpretations within regulatory agencies. In our experience, if we really
dig in and evaluate data against the established regulatory RWE
framework and resulting set of broad criteria, some RWD sets
being termed “regulatory grade” might actually fail to satisfy
all the elements regulatory guidance has suggested, depending
THE SCIENCE OF SUCCESS
on the specific way in which the data are being used to inform
the regulatory decisions needing to be made.
REYNOLDS: I don’t think that you can look at a data set and say,
“This is regulatory grade” without knowing what it’s being used
for. To me, regulatory-grade means that you’ve assessed it for fitness for purpose, or fitness for use for a particular research question. A lot of data, if you chose it for a particular research question, is going to fall apart. It’s not going to meet that
regulatory-grade level. But the question is, do you have something
where you can say, “I feel comfortable answering this question
with this data. I feel like I can identify the patients and the outcomes completely and accurately?”
RISKIN: High-quality data is, at a basic level, about accuracy
and completeness. It’s okay to use low-quality data for certain
purposes. You use the data quality you need to achieve fitness for
purpose. Regulatory-grade is a term we don’t use because we
think it’s overused and underdefined. We say research-grade.
There’s a ton of value for the idea of research-grade, for which
you’ve actually put in the effort to make sure that you are fit for
purpose, no matter who you’re speaking with.

I think a major issue in RWD right now is getting a
gold standard for mortality. With the declining completeness and
hurdles to the usage of data sources that we have used historically
for mortality, like the Social Security data set. Oftentimes the RWD
data sets that we use are missing the components to be able to link
to mortality because very few of them have it included, unless it’s
a single health system or payer that happens to collect it directly
from the patients. This is an endpoint that everybody seems to care
about, but so often we are hindered at being able to assess it without having to conduct some sort of prospective study.
I know from the IQVIA perspective that often as we are bringing data in, especially the more patients you have and the more
data and the more components you have, the higher the likelihood
you’re going to be able to reidentify patients. Because of patient
privacy issues, we tend not to bring that. We tend to scrub it out
MASTER
on the way in. So, there has to be a concerted effort on a particular
project to try to figure out how we build this and if it is acceptable.
LOCASALE: What’s most interesting to me about your answer,
Matt, is the privacy-preserving access need. We need to enhance
access but in a privacy-preserving way, not just for mortality but
for a tremendous amount of other data elements. In the next
three to five years, I see us moving further with the technology to
be able to do that, because we need to get closer to the source
data, which also minimizes this provenance issue (i.e., lack of
transparency on provenance) that we have. We need to clear up
the provenance issue and get better with the access because then
we get those downstream endpoints that we really need.
BERK: To echo the mortality issue, certainly within oncology,
five-year overall survival is a very important endpoint and so difficult to get from real-world evidence. Even without the privacy
and identifier issue, it’s a challenge. At Citizen we have patient
consent, so we don’t have the issue of a need to de-identify data,
but still to be transparent, mortality is a very challenging endpoint
to capture because it is so poorly documented in the medical
records. Almost without fail it needs to be externally generated
as some sort of composite endpoint with a death index.
Another area for improvement would, of course, be the structuring of unstructured data. Again, even at Citizen, where unstructured medical records go through a machine learning pipeline as
well as two levels of human clinical review for extraction standardization, it’s still incredibly time-consuming and difficult. It requires
REYNOLDS:

Malamis: To close, if you could assign one to 10 to the real-world

data environment, with 10 being ideal and one being nonexistent,
where do you think we are?
D’AMBROSIO: Best-case scenario, I would say a four. To jump back
to one of the points Bob LoCasale made, are we getting value-add

WWW.PHARMEXEC.COM
MAY 2022 PHARMACEUTICAL EXECUTIVE

Executive Roundtable

From a methodological
and a partnership
perspective, how are we
going to work together
to use this data to solve
a problem?

from our partners as opposed to just, “Here is our data?” From a
methodological and a partnership perspective, how are we going to
work together to use this data to solve a problem? From where we
are to where we want to be, I think there is still a lot of work to do.
REYNOLDS: I didn’t think that five would be optimistic, but
apparently it is! If you compare what we had to work with in the
year 2000 to where we are now, it hasn’t been a straight line; but
over the past three or four years particularly, we’ve seen an exponential acceleration in the ability to link data, expand data, and
to create new data almost passively through patient EMR mediation, for example. I feel like things are going to expand and
improve much more rapidly over the next five, 10 years than they
did the past 20. So, I’d say a five, trending toward six.
BERK: I would say six. I tend to look on the sunny side of things,
got this field, but it’s not very complete. We still have work to do.” I
but even a few years ago, the idea that FDA would be releasing
value those types of conversations because then I know I can make
multiple draft guidances regarding the use of RWD was somea solid decision that is going to help us. So, I’d give it probably a five;
thing we all hoped for but it was something that remained pendthere are still gaps that remain for me.
ing. And while they’re rough guidances, now they’re here and
RISKIN: What I want to give is a 10. What I’m going to give is
they’re informative.
a three. I think the majority of evidence produced uses traditional
The other thing we cannot overlook is the impact of COVID
techniques. It’s not believable. With that said, there are a few
on the use and acceptance of RWE. It has sped things up and
green shoots out there. There’s work in oncology that I would
pushed things forward. Where I might have given a four or a five
give a six. Unfortunately, it’s fully manual, but it achieves high
before COVID, the pandemic has really demonstrated the power
validity with two annotators and high inter-rater reliability. But
and potential of RWE. The consensus view from the regulators
I’d like to point out the promise here. The most important thing,
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down is that we’re not going to go back to the way we were lookin my opinion, happening to healthcare for a number of decades
ing at data before COVID. We’re going to use the momentum
is using information from routine care. Every other industry does
and continue to accelerate.
it. The idea that we’re going to use only a tiny fraction of inforSCHAUMBERG: I’m hovering around a four overall. I think a lot
mation, i.e., the RCT, to learn and that we’re never going to
of what is left to be fully realized is related to the connectivity of
compare or check subgroups is insanity.
data. Also, one thing we didn’t discuss was what’s in the medical
LOCASALE: 99.9% of us never enter a clinical trial, 100% of
record and what’s simply not there because it either wasn’t meathose people have a completely real-world journey. With digital
sured or wasn’t recorded in a sufficiently granular or standardtoday and the data footprint we’re dropping all over the place,
ized manner. Given that we’re operating within an ecosystem,
we should be much better at collecting that footprint. Because
some of the challenging work ahead of us is building systems
we’re not there, I would only say four or five at best today.
based around the notion that there are additional uses for the
THOMAS: My number is five. Not because of the limitations but
data being collected in routine-care settings that extend beyond
more because of the future opportunity and potential. The recent
the clinician’s need for documentation and taking care of the
COVID situation has catapulted digital enablement and experipatient. And can we move the EMR providers in a way that
ences in the common household. Technology has reduced our
maybe structures the data differently or pulls in some different
dependence on typical measurement tools and we are far less
data elements that are simply not there currently to allow us to
constrained by boundaries. With wearables, we now have the
move research further? I think that’s a tough nut to crack, but
new potential to address what is usually not measured or captured
it’s another element I think it will be instrumental in heightening
using traditional methods. I’m reminded of a perspective of a
the value of real-world data and evidence.
patient who said (paraphrased), “You’re measuring all these
BIBEAU: I’m going to echo that—what’s not in the data really drives
things based on my experience at the hospital or the doctor’s
my perspective on how we can leverage it. We work in oncology and
clinic, but that’s not where I live. I live in my house and outside
dermatology, and in dermatology you want to know the severity of
of the health system, and that is where I spend the majority of
the disease. It’s got to be in the notes, but most of the time it’s not
my time. So, if you want real-world experience, come and meaeven there. Some of the frustrations we have with our data partners
sure where I live. It is important to think of people’s lifestyles and
when we’re exploring new access is the transparency that the data
how their lived experience can be translated, and digital opens
partners bring to the table. It’s better if they say, “You know, we’ve
up that opportunity.
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Restoring Hope in
Mental Illness Is
a Collective Mission
The importance of equitable approaches to diagnosis and treatment

O

ur mental health system is complex, often leading to
disruptions in care that can have significant consequences for those who are most in need. Serious mental illness lacks the level of parity, investment, and social
acceptance that other disease states have, which means some of the
most vulnerable patients are unable to access the care they need.

DISPARITIES IN CARE
Mental illness can affect anyone regardless of gender, income, race,
ethnicity, or other aspects of identity.1 More than half (57%) of US
adults with any mental illness don’t receive treatment, and this unmet
need is even greater for communities of color.2,3 Looking at the
MASTER
environment for people of color, disparities persist at every turn—
from lower levels of mental health diagnosis to lack of culturally
appropriate care and available care settings. These factors, combined
with social determinants of health, contribute to systemic healthcare
inequities and are present in the Black community in particular.2,4
Only one in three Black adults in the US who need mental health
care receives it, even though rates of mental illness are similar
among Black, Hispanic, and white adults.5,6 Black adults living with
mental illness disproportionately receive treatment in emergency
and hospital settings and are at a higher risk of incarceration.7,8,9
The stigma surrounding mental illness, and prejudices that Black
people in the US face, can impact help-seeking behaviors.10 When
Black adults do receive treatment, it’s often poorer quality care.2
SOLUTIONS ARE NEEDED AT EVERY LEVEL
Historical racism and sociocultural factors must be addressed to
improve disparities. Three areas of greatest need are education and
awareness, economic empowerment, and greater equity in care.
Improving diversity and representation in the mental health workforce supports these needs. Cultural competence and culturally
responsive services can boost engagement and retention in mental
health treatment.11 Yet, only 2% of psychiatrists identify as Black.12
Implementing equitable approaches to mental health assessment
and comprehensive treatment must be prioritized in all sectors and
care settings. To combat disparities, we need to galvanize efforts
across the country and healthcare industry.
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COURTNEY BILLINGTON
President of Janssen
Neuroscience, which provides
treatments and services for adults
living with serious mental illness

HOPE THROUGH PARTNERSHIP
As a Black professional, leader in healthcare, and someone who saw
firsthand the stigma associated with family mental illness, I’m driven
by the opportunity to restore hope for adults living with serious
mental health conditions. At Janssen Neuroscience, I’m surrounded
by colleagues equally committed to going the extra mile for patients
in need. We constantly seek like-minded partners who want to make
a difference in mental illness and for communities facing the highest degree of disparities. As part of this commitment, we’ve established the Community Health Equity Alliance, where we collaborate
with local advocacy, civic, faith-based, and healthcare professional
organizations, academia, and others to enact change and help
SCIENCE
OF SUCCESS
THE
achieve
more equitable
mental healthcare for Black Americans.
There’s more progress to be made—that will always be the
case. Each of us must do our part.
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