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Exploring the 
Notable and New

Maybe it’s drilled into us when we’re kids, but September always 
seems to be a time for new beginnings. This is what I thought of 
reading this month’s issue of Pharmaceutical Executive.

In our always entertaining anniversary piece, it’s mentioned 
that a mere 10 to 15 years ago, the industry faced a concerning patent cliff. 
Around 2010, a number of top-selling drugs like Advair, Lipitor, and Levaquin 
lost their patent protection, opening companies up to competition. The poten-
tial impact on pharma sales was huge. For example, between 2010 and 2012, 
42% of Pfizer’s pharmaceutical revenue faced patent expiry. This prompted 
many pharma companies to look to biotechs to help build out their pipelines 
and prepare for a new beginning of sorts.

Today’s pharma landscape is certainly healthy. Among the five products in 
our main feature, which highlights our editor-selected brands of the year, are 
drugs produced by biotech-pharma collaborations, such as Genentech (a member 
of the Roche Group) and Aimmune (recently acquired by Nestlé Health Science). 
Many of these drugs faced a challenging launch amid the most trying of times, 
yet they were able to pivot to successfully bring their products to market and reach 
patients in need. After all, COVID didn’t cancel out other health concerns.

Running unbranded marketing campaigns for COVID was also something 
unusual that we saw with vaccines, and you can read about that in this issue. 
We also share advice from experts on developing successful launch strategies.

Finally, the winners of Pharmaceutical Executive’s first annual APEX Awards 
are announced in this issue. These accolades are presented to the top marketing 
campaigns in pharma, broken down by therapeutic area and judged by physi-
cians in those specialties. Though our originally planned live awards ceremony 
was forced to go virtual amid the unstable COVID environment, we look for-
ward to a live APEX event in 2022. Get ready for another new beginning.  

Mike Hennessy Sr.
Chairman and Founder 
of  MJH Life Sciences™
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Pharma Campaigns 
Take Center Stage
In this issue of Pharmaceutical Executive, we profile five brands that 
recently launched—each with a unique aspect of marketing and 
advertising to ensure visibility and prescription sales. And what better 
way to highlight the importance of these campaigns but to announce 
the winners of our first annual Pharm Exec APEX Awards.

A s part of our mission to ensure our readers “Master 
the Science of Success,” we are committed to deliv-
ering that marketing and advertising know-how and 
devoting specific attention so this area receives its 

fair share for the commercial success of a new prescription therapy. 
This past year definitely heralded the clinical development and 
regulatory successes needed to get vaccines into the hands of the 
global population. However, during the pandemic, commercial-
ization of other therapies didn’t stop, as many drugs became avail-
able with marketers, agencies, and manufacturers pivoting to get 
the word out to patients and physicians alike.

Pharmaceutical Executive™ APEX Awards 
As our CEO Mike Hennessy Jr. notes in the Pharmaceutical Execu-
tive™ APEX Awards Celebrating RxCellence 2021,the tenacity, 
dedication, and sheer passion of  the healthcare marketer “for 
delivering extraordinary advertising in the face of  the past year’s 
events have made our first annual event a truly positive one for 
the history books.”

What makes the Pharmaceutical Executive™ APEX Awards spe-
cial is that the work isn’t judged by agency peers, but by actual 
healthcare professionals. The audience that sees these materials 

every day. After all, for decades agencies and marketers have  
invited everyone from general practitioners to seasoned specialists 
to sit through endless hours of research to determine if the work 
is relevant and effective. If you didn’t have a chance to watch our 
virtual awards event last night, you can watch it on-demand here:  
https://bit.ly/3jsn2j4.

As mentioned, we are expanding our resources toward pharma 
marketing to make sure the C-suite stays on top of trends and 
changes in this specialized area. To that end, please meet Fran 
Pollaro, Pharm Exec’s newest Senior Editor, dedicated to covering 
the pharma marketing market. Fran’s column debut is on page 
14, where he highlights recent unbranded vaccine campaigns as 
a mirror to the success unregulated campaigns can mean to pre-
launch and launch activities. 

Also, Fran was co-master of ceremonies for our virtual APEX 
Awards, along with our Group Publisher Todd Baker. Along with 
that public-facing role, Fran will cover news, commission articles, 
and update people moves on the Sales and Marketing topic of our 
website, www.pharmexec.com/topic/sales-marketing.

We will be debuting the Pharm Exec Marketing Direct enews-
letter within the next six weeks. Make sure you sign up to receive 
your biweekly update!  
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Little did the world know that when Apple announced 
the release of its first iPhone in 2007, it would indeed be 
a “revolutionary device ... that changes 
everything,” as co-founder Steve 

Jobs had promised. Not until 2009 would 
Android-powered phones begin to outsell 
Apple. Today, there are 6,378 billion smart-
phone users in the world. Not only have the 
devices changed the way people interact one-
on-one, but they have altered how information 
is shared and broadcast around the world.

The iPhone, released that June, wasn’t around for such pur-
poses during the tragic shooting spree on the campus of Virginia 
Tech a couple of months earlier, which killed 32 people. But it 
surely was used during the Southern California wildfires that 
began raging in October 2007—about 30 fires burned nearly 
973,000 acres of land and destroyed at least 1,500 homes. Those 
totals could soon be eclipsed by the Dixie fire currently devastat-
ing Northern California.

To keep their minds off negative news, people could focus on 
the release of British author J.K. Rowling’s Harry Potter and the 
Deathly Hallows, the final book in her infamous Harry Potter saga. 
England’s new Wembley Stadium also was completed in 2007. In 
business news, Rupert Murdoch acquired Dow Jones & Company, 
which includes The Wall Street Journal, that summer.

The Great Recession, which lasted from December 2007 to 
June 2009, was highlighted by the burst of the US housing bubble 
in September 2008 and an ensuing global financial crisis. The 
most severe US economic situation since the Great Depression, 
this spurred unprecedented fiscal and regulatory response. The 
administration of President George W. Bush passed a $150 billion 
stimulus package and a $700 billion bailout, known as the Emer-
gency Economic Stabilization Act of 2008.

In other political news, Fidel Castro stepped down in 2008 as 
president of Cuba after almost 50 years in power. 2009 kicked off 

with the inauguration of Barack Obama as the 44th 
President of the United States and the country’s 

first African-American commander in chief.
Days earlier, the “Miracle on the Hudson” 

left the world in awe, when Captain Chesley 
B. “Sully” Sullenberger made a successful 

landing in New York’s Hudson River after the 
airliner he was piloting was struck by a flock of 

Canada geese after takeoff. Though fans would have to wait until 
2016 to see the film based on this event, in the late 2000s they could 
head to theaters to watch movies such as Pineapple Express, Step Broth-
ers, and Burlesque. Artists like Lady Gaga and Taylor Swift started 
to top the charts along with Beyoncé, The Black Eyed Peas, and 
Rihanna. Music suffered a huge loss when the King of Pop, Michael 
Jackson, passed away in 2009 under strange circumstances.

In 2010, the Healthcare Reform Bill and Affordable Care 
Act, coined “Obamacare,” was signed into law. Other headlines 
that year included the US winning the most medals—37—at the 
Winter Olympics in Vancouver, Canada, and 
Spain capturing the 2010 FIFA World Cup 
in South Africa. 

Time magazine named Facebook founder 
Mark Zuckerberg its 2010 Person of the 
Year, signaling the increasing use of social 
media that is an intricate part of everyday 
life now. With Apple’s release of its iPad in 
2010, the age of devices and apps was taking off.

THE PHARMA LANDSCAPE
As the patent cliff loomed, big pharma started looking to acquire 
biotech companies in order to fill gaps in their drug pipelines. Bio-
tech acquisitions in the US totaled $28.5 billion in 2008. Takeda’s 
purchase of Millennium and Eli Lilly’s acquisition of ImClone in 
2008 were two noteworthy deals.

That same year, FDA approved 24 new first-in-class drugs, more 
than in any of the prior three years. New products included Pristiq, 
an antidepressant from Wyeth; Treanda, a treatment for certain 

types of leukemia and lymphoma from Cephalon; 
Amgen’s Nplate; and GlaxoSmithKline’s Pro-
macta to treat certain blood conditions.  
Severe plaque psoriasis drug Stelara got its 
FDA approval in September 2009, in the same 
year Prevacid and Nicorette earned theirs.

Also in 2009, the World Health Organiza-
tion declared the H1N1 influenza strain, com-

monly referred to as “swine flu,” a global pandemic—
something that pales in comparison to the ongoing COVID crisis. 
Swine flu claimed about 284,000 lives around the globe, while the 
coronavirus has taken close to 4.5 million and counting. 

— Miranda Schmalfuhs

Pharm Exec at 40 
Looking Back at 2007–2010

Anniversary
1981-2021
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The Case for Digital 
Transformation: 
Start in the Lab
Leveraging a laboratory information management system

Digital transformation is a concept being embraced 
across industries—and for good reason. A recent Bos-
ton Consulting Group study found “digital leaders” 
achieved earnings growth 1.8 times higher and total 

enterprise value growth 2.4 times higher than “digital laggards.” 
A study from PTC found the leading benefits of digital transfor-
mations included improved operational efficiency, faster time-to-
market, and the ability to meet changing customer expectations. 

As a technology vendor supporting pharmaceutical companies 
worldwide, LabVantage Solutions’ view of digital transformation 
is through the lens of helping enterprises use technology and data 
to build business ecosystems that reduce risk, accelerate innova-
tion, and drive growth. 

Laboratories are data-generating factories within a pharma-
ceutical company and, as such, are ripe for digitization. We still 
encounter labs using paper-based and manual systems, or enter-
prises with multiple disconnected systems of various maturity and 
true usefulness. But we’ve also helped pharma and biotech com-
panies standardize, harmonize, and consolidate with our labora-
tory information management system (LIMS).

From R&D to quality, labs each have their own work processes 
and practices and are often disconnected from each other and 
other key business systems, leading to inefficiencies, longer turn-
around times, and increased operational costs—not to mention 
hampering collaboration and innovation.

Righting these wrongs is the goal of digital transformation, 
and the choice of lab informatics solutions—and the vendors you’ll 
partner with—is one of the most important business decisions 
you’ll make.

FOUR KEYS TO SUCCESS
We’ve found the right team, the right strategy, the right technol-
ogy, and the right KPIs are the essential ingredients for a success-
ful digital transformation. As executives, you first must build, lead, 
and empower the transformation team. Include your CIO (or 
equivalent) and IT, staff with frontline knowledge of the interde-

pendent systems undergoing transformation and external experts 
with the experience to guide you. 

Second, develop a digitization strategy that strikes a balance 
between improbable “all-at-once” transformation and incremen-
tal “where-to-begin” indecision. Knowing what you want to 
achieve and seeking to empower people, overhaul the processes, 
and introduce new technologies will best serve your organization. 
Probe where digitization can add value by generating greater 
insights: eliminating redundancies, replicating successes, remov-
ing obstacles to innovation, increasing speed.

When it comes to selecting the right technology, you’ll be nav-
igating a wide-ranging product landscape—including LIMS. 
Rather than selecting technology that fits with legacy systems and 
process, it’s better to reimagine heavily customized or burdensome 
processes with modern technology systems that can simplify steps 
and more easily handle complexity. Look for solutions based on 
modern technologies that preclude expensive, time-consuming 
code with easily configured workflows. Look for technology ven-
dors who take a consultative approach to implementation that 
leverages out-of-the-box functionality for rapid deployment with 
a global reach (if required) and scalability to meet future needs, 
and a track record of success with satisfied, long-held customers 
and new business wins.

Fourth, be sure you can measure transformation. That starts 
with identifying the KPIs you’ll use to evaluate progress. Map 
them back to the business objectives identified as part of your 
strategy early in the process.

LabVantage, with 40 years of experience serving the pharma-
ceutical industry, delivers a centrally hosted, technologically mod-
ern LIMS that drives the standardization, harmonization, and 
consolidation required for effective transformation. Our dedicated 
pharmaceutical LIMS, LabVantage Pharma, is pre-configured 
to eliminate non-value-added activities and paper records. It cap-
tures results directly from lab instruments and interfaces with 
critical business systems from a more complete view of the lab. 
Learn more here: labvantage.com/pharma 

BOB VOELKNER
Vice President, Sales and 
Marketing, LabVantage Solutions

Brand Insights - Thought Leader-
ship from Marketers | Paid Program
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is Pharmaceutical Executive’s
Washington Correspondent.  
She can be reached at
jillwechsler7@gmail.com

FDA Advances 
New Drugs, 
Biosimilars 
But accelerated approval program faces scrutiny

Despite the pressures and added regulatory challenges 
imposed by the COVID-19 pandemic, and the 
uproar over its surprise approval of Biogen’s new 
Alzheimer’s therapy Aduhelm, FDA is on track this 

year to authorize a notable number of new molecular entities 
(NMEs) and important biotech therapies. In the first half of 2021, 
the Center for Drug Evaluation and Research (CDER) and the 
Center for Biologics Evaluation and Research (CBER) gave the 
nod to 29 novel therapies, slightly ahead of last year’s pace that 
saw the approval of a near-record 53 new drugs.

Almost half of the new drugs are treatments for cancer and 
related conditions, notably a new therapy for high-risk, early-stage, 
triple-negative breast cancer. Among important non-cancer 
approvals are the first new treatment for vaginal yeast infections 
in two decades and the first therapy for chronic weight manage-
ment since 2014. FDA also okayed new therapies for Duchenne 
muscular dystrophy, lupus nephritis, chronic heart failure, plus an 
extended release injectable to manage HIV, replacing daily pills 
with monthly injections. There were advances in the over-the-
counter drug world, too, as FDA approved the first nonprescrip-
tion nasal antihistamine for pediatric patients age six and older.

CDER officials attribute their ability to maintain a fairly nor-
mal advise and consent process for innovative drugs on the hard 
work of its dedicated staff, as well as efficiencies gained from the 
recent reorganization of its Office of New Drugs (OND). CDER 
Director Patrizia Cavazzoni noted increases in staff hiring and 
retention at the May 2021 annual meeting of the Food and Drug 
Law Institute (FDLI), possibly due to remote work flexibilities dur-
ing the pandemic, as well as the success of large platform trials and 
clinical networks and increased sponsor use of decentralized trials. 
The structural overhaul of OND has resulted in smaller, more 
flexible review offices with clearer areas of expertise and greater 
alignment of interrelated disease areas, Cavazzoni said.

QUESTIONING ACCELERATED APPROVAL 
Meanwhile, CDER’s surprise approval of Biogen’s Aduhelm has 
generated outrage, focusing attention on FDA efforts to make 
promising new therapies available to seriously ill patients based on 
early clinical results. Richard Pazdur, director of FDA’s Oncology 

Center of Excellence (OCE), rose to the agency’s defense, noting 
that accelerated approval has brought many important treatments 
to patients years before the completion of confirmatory studies, 
and that relatively few such products have been removed from the 
market post-approval, at a discussion in July sponsored by Friends 
of Cancer Research (FOCR). Instead of attacking the program, 
we need to address “what’s going right” with it, Pazdur said. He 
cited 165 accelerated approvals over the last 10 years, with only 
about 10 drugs removed from the market. “If you just look at the 
problems, you miss the broad gains” of the process, he said.

Aduhelm’ s high price, however, has accelerated the criticism. 
The HHS inspector general has agreed to investigate FDA’s deci-
sion-making process related to this approval, Congressional com-
mittees are planning to hold hearings on the program, and Medi-
care has launched a process to weigh coverage of  the drug. It 
remains to be seen if  FDA’s action accelerates the development of  
additional Alzheimer’s treatments or generates ongoing criticism 
of  the agency’s approval process.

MORE BIOSIMILARS
Another important FDA approval in July is for the first inter-
changeable biosimilar—Semglee insulin therapy, made by Viatris 
and Biocon Biologics (formerly Mylan), interchangeable to Sano-
fi’s Lantus, a long-acting insulin analog. Since Congress authorized 
biosimilar development in 2010, FDA has approved only 30 follow-
on biologics, and uptake by physicians and patients has been dis-
appointing. Extensive patent protections and complex legal issues 
have enabled innovators to delay new competition, as has the need 
for a physician to prescribe the product. 

Now all eyes are watching closely to see how well an interchange-
able product competes with a well-established brand. FDA Acting 
Commissioner Janet Woodcock praised the action as “momentous,” 
emphasizing the agency’s support for a competitive marketplace 
for biological products and for increasing patient access to “safe, 
effective, and high-quality medications at potentially lower cost.”

It is no surprise that the first interchangeable is for an insulin 
therapy with potential to reduce costs for some of  the nation’s 34 
million diabetics and setting the stage for what analysts expect to 
be a surge in the development of  interchangeable products. 
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The Power of 
Virtual Patient 
Simulation in CME
VPS access for clinicians is critical in today’s healthcare climate 

Simulation as we think of it today has been used in medical 
education since the 18th century and has continued to 
evolve into realistic and medically accurate physical and 
digital solutions designed to allow learners to simulate a 

scenario-based encounter with a patient in a safe environment. Now, 
as the world continues to adapt to the challenges of COVID-19, 
making simulation options available to clinicians in a safe home 
environment, accessible at any time, is more important than ever.

VIRTUAL PATIENT SIMULATIONS
Virtual patient simulation (VPS) is an impactful way to help cli-
nicians learn. VPSs are goal-oriented, case-based, and rule-based, 
and are a great way to engage learners through active decision-
making. The structured format is designed to develop competen-
cies that can be applied in real-world practice. VPS excels at sup-
porting learning through engagement in complex analysis and 
decision-making with an ever-changing clinical encounter. 

The US federal government and biotech and pharmaceutical 
companies have seized the opportunity to support virtual simula-
tion given the abundance of educational needs that exist due to 
the pandemic and needs that are difficult to meet in traditional, 
in-person settings.

MedSims is an award-winning VPS solution from Medscape, 
having won: 

• ACEhp Award for Outstanding Outcomes in 2020 
• ACEhp Award for Innovation in CPD for the CE/CPD Pro-
fessional in 2018
• 2nd place for the Technology Innovation Award at the Inter-
national Meeting on Simulation in Healthcare (IMSH) in 2017
By presenting patient encounters in an immersive multimedia 

instructional environment, the MedSims VPS replicates real-
world clinical practice to allow learners to recognize and diagnose 
a disease, establish and tailor an individual treatment plan using 
a robust medication database, and determine ongoing disease 
management. Immediate feedback is provided to each learner 
based on their in-platform actions and clinical decision-making.

The MedSims platform is a proven educational solution. The 
Calibre Institute for Quality Medical Education recently gave 
MedSims VPS a superior instructional design score, noting its 

“high potential to engage physicians and lead to improvements 
in practice (i.e., to achieve desired outcomes).”

MEDSIMS IN CARDIAC CARE
Medscape Education recently launched the MedSims cardiology 
activity, “Treating Complex Patients With Stable Arterial Dis-
ease.” Learners were presented with two patient care scenarios 
testing their ability to: 

• Communicate via virtual interview to identify important case 
information.
• Order an accurate and effective patient assessment for risk 
of  bleeding vs. the risk of  cardiovascular events in complex 
patients with coronary artery disease.
• Tailor stroke prevention therapy in complex patients with 
atrial fibrillation.
• Develop a patient-centered care plan to improve stroke pre-
vention in patients with atrial fibrillation.
The 874 learners participating in the simulation showed strong 

improvement from pre- to post-event assessments. Furthermore:
• Cardiologists more than doubled pre-guidance performance 
scores by accurately diagnosing the patient’s condition once 
expert faculty-authored guidance was presented.
• Cardiologists demonstrated significant learner behavior 
change by appropriately tailoring stroke prevention medica-
tions in complex patients with stable arterial disease, produc-
ing relative change percentage increases in the triple digits 
from pre- to post-education assessment.
• Cardiologists also demonstrated significant learner behavior 
change in all five decision points related to developing a 
patient-centered care plan for improving stroke prevention in 
patients with atrial fibrillation.
Medscape Education has been a leader in digital continuing 

medical education (CME) for more than 25 years, with a current 
membership of  more than five million physicians worldwide 
employing Medscape for the learning they need. As a trusted learn-
ing partner for the medical community with proven ability to 
deliver education that makes an impact, Medscape is committed 
to delivering digital CME to learners where, when, and how they 
want to learn. 

DOUGLAS KAUFMAN
Group Vice President, 
Medscape Education

Brand Insights - Thought 
Leadership Paid Program
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Advanced Therapy 
Makers Claim a Double 
Barrier Over Access
Treatment availability for rare disease patients under fire in Europe 

In principle, the European Union offers rich options to its 
citizens for obtaining high-quality healthcare and the most 
innovative treatments—and this has been borne out, to some 
extent, by the wide-scale provision of vaccines during the 

COVID pandemic. But the system is still imperfect, and major gaps 
persist, particularly for rare disease patients who might benefit from 
advanced therapy medicinal products (ATMPs)—as the manufac-
turers of these drugs have been emphasizing during the summer. 

Many of these companies, predominantly smaller or mid-size 
firms in Europe, argue that they are hit by a double barrier to the 
use of their products. In the first place, launch depends not only on 
the already arduous EU market authorization requirements, but 
also on agreement by individual member countries to reimburse—
a notoriously idiosyncratic procedure with varying results. And, 
secondly, although EU arrangements exist for patients to overcome 
the consequent patchwork of availability across Europe, these are 
not functioning adequately, with the result that take-up is reduced. 

The challenges of winning reimbursement status for such prod-
ucts are well-documented and have been widely discussed, but 
ATMP makers are now calling for EU action to ease patient access 
when a much-needed drug is not available in the member country 
where the patient resides, but is in another member country. The 
theory is that a patient can travel across Europe to get that drug 
where it is available. This concept of cross-border healthcare is 
inscribed in EU law, as a mechanism to offer equality to EU citizens 
irrespective of which country they live in. The process of relocating 
or crossing borders often represents the only solution for many 
patients. But it is complex in design and onerous in operation, and—
say companies—the result is that patients are subject to a zip code 
lottery: if you are lucky you live in a country where the product is 
available, but if it isn’t, and you want to exercise your rights to seek 
treatment elsewhere in the EU, the theoretical right to cross-border 
care is not delivering, and patients are left out in the cold. 

The challenge is intensified by the fact that many ATMPs can 
require highly specialized clinical expertise and infrastructures. 
Due to their specificities and the technology used, some ATMPs 
may require specialist manufacturing and patient treatment pro-
cesses and not all can be administered in all hospital settings. 

Highly specialized or qualified treatment centers may be needed, 
and administration by specialist doctors and nurses with specific 
training will be required. These circumstances currently do not 
pertain in all EU countries—so even where a product has been 
authorized and reimbursed, local patients will still be deprived if 
the skills and apparatus to administer it are absent. 

Another major obstacle is that patients are expected to pay in 
advance for treatments, with only the uncertain prospect of recov-
ering the outlay from their domestic healthcare insurance agency. 
Prepayment by patients is not a viable option in the case of ATMPs, 
where both the cost of the treatment and all the associated costs 
can be high, covering travel, accommodation, multiple visits to 
the center of treatment, and perhaps hospital overnights. Nor is it 
appropriate that member states should be allowed to arbitrate on 
which planned treatment is required for their patients seeking care 
abroad, or to engage in lengthy deliberations on whether and when 
to provide reimbursement in such cases. “Time delays can be a 
major obstacle to potentially life-saving and life-transforming 
treatments, with potentially significant consequences for patients,” 
argues EUCOPE, the organization representing many ATMP 
companies in Europe. Even a report by the EU’s own internal 
watchdog, the European Court of Auditors, recently concluded 
that “it would not be reasonable” to require an upfront payment 
by patients and oblige them to seek subsequently reimbursement.

The current EU framework for accessing treatment abroad “is 
not suitable for most rare disease patients,” judges EUCOPE. It 
says that 10 years after the adoption of the key legislation to pro-
vide this right, “the directive has fallen short of its primary objec-
tive.” So it is urging closer collaboration between the EU institu-
tions, member states, and others to come up with practical solutions. 

Some of those could come from greater use of the Europe’s grow-
ing cross-border networks of reference centers that specialize in 
some 25 rare diseases, with patient pathways connecting each net-
work with the national healthcare systems across the EU. EUCOPE 
also argues for improved awareness among patients and physicians 
of the opportunities and rights that are theoretically available. Man-
ufacturers also want to see a reduction in the discretionary nature 
of the national approval process for cross-border care. 

REFLECTOR
is Pharmaceutical Executive’s
correspondent in Brussels

 

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/


Brand Insights - Market Access 11

WWW.PHARMEXEC.COM

SEPTEMBER 2021 PHARMACEUTICAL EXECUTIVE

Value, Access,
and Pricing 
An essential enabler for delivering on the promise of             
oncology innovation  

Successful commercialization is a critical enabler to deliv-
ering transformational innovations for patients across a 
range of oncology conditions. It requires that life sciences 
companies have a deep understanding of the oncology 

ecosystem, which is complex, rapidly evolving, and associated with 
unique considerations relative to other specialties, such as:  

• Specialized stakeholder ecosystem. The oncology health-
care value chain includes sophisticated healthcare providers; 
guidelines and value assessment stakeholders; integrated payers, 
distribution, dispensing, and group purchasing intermediaries; 
patient services; and solution providers.
• Clinical and regulatory dynamism. The magnitude and 
pace of  change within oncology is profound. Products are often 
approved through accelerated approval pathways or even obtain 
compendium support for use ahead of  formal FDA approval. 
Furthermore, clinical comparators and standard of  care within 
a specific indication change frequently, resulting in an environ-
ment of  rapidly evolving treatment considerations.
• Criticality of  value and access. Patient affordability and 
access enablement, along with health system sustainability and 
affordability, are critical factors that impact current patient ac-
cess to these innovations as well as sustained future access to 
new innovations. 
Even within oncology, there are a range of  unique Value, 

Access, and Pricing (VAP) considerations based on product and 
market dynamics. These include, but are not limited to: 

• Maturity of  class: New class vs. established class
• Order of  entry: First vs. follow-on category entrant
• Degree of  competitiveness within indication or class 
indication 
• New molecular entity/biologic license application 
launch or follow-on indication expansion
• Sequencing of  indications relative to total lifecycle 
revenue contribution
• Role in therapy: Mono vs. combination therapy
• Line of  therapy: First vs. later line
• Mode of  administration: Self-administration (oral) vs. 
healthcare provider administration (e.g., infusion)
• Precision diagnostic requirements

Increasingly, launch planning and execution, whether for ini-
tial product launch or indication expansion, has become one of  
the most critical focus areas for oncology commercial teams. 
Many companies have dedicated business units and/or organiza-
tions with resources, capabilities, and skill sets to support success-
ful commercialization and access. Our team has identified 10 
critical strategic question categories to support and enable VAP 
oncology launch planning (Figure 1). 

In addition to the strategic choices, we have identified five 
leading practices associated with successful VAP commercial 
launch considerations for oncology therapies: 

3 Initiate launch planning early (at least 24 months ahead 
of  anticipated FDA approval), reflecting the potential for accel-
erated approval with pre-approval engagement and commu-
nication with ecosystem stakeholders.
3 Align access strategy and brand strategy, including 
strategic imperatives and critical success factors.
3 Coordinate & collaborate cross-functionally among Mar-
keting, VAP, HEOR/Evidence and Medical teams; and among 
payer, provider, and patient access.
3 Understand oncology access ecosystem value drivers.
3 Develop both launch and anticipated two-to-three-
year evolution of  the VAP strategy.
A company’s VAP strategy is an essential success driver for oncol-

ogy-specific therapy launches. Developing launch plans that accom-
modate the unique nature of  oncology launches and align key work-
streams with VAP components can help deliver commercial success 
and enable patient access to impactful oncology innovations. 

For a longer version of  this article, including key business questions for the 
10 strategic choice categories and more information on Deloitte, please visit 
https://www.pharmexec.com/value-access-pricing.

JOSEPH M. COPPOLA
BRIAN CORVINO
Managing Directors, Deloitte 
Consulting LLP
Brand Insights - Thought Leadership 
from Marketers | Paid Program
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Over the past year, there has been an upheaval in human 
resources throughout the biopharma industry. An 
explosion of new biotechs and positions has created a 
shortage of talent—especially technical workers.

According to a recent talent trends survey by Randstad 
Sourceright, 75% of life sciences companies say the role of their 
HR has transformed significantly since the pandemic began, 
and 52% of life sciences human capital and C-suite leaders said 
talent scarcity has the biggest impact on their business. This is 
something the industry needs to address sooner rather than later.

INFLUENCING FACTORS
At the start of the pandemic, companies jumped into crisis man-
agement mode and, in some cases, the management of a quickly 
increased workload. Nick Stephens, executive chairman of The 
RSA Group, an executive search firm in global life sciences, says 
COVID put a spotlight on those senior executives who demon-
strated—or lacked—the agility and execution skills required to 
navigate such turbulent times and led to a surge in new and replace-
ment hires in the C-suite and at the board level. “Executives and 
directors with those skills were in high-demand,” he adds.

Since then, Stephens has seen three main themes arise in exec-
utive recruitment in the biopharma space: accessibility, geography, 
and money. COVID’s work-from-home (WFH) mandates made 
it easier than ever for companies and executive search firms to 
contact and engage with prospective candidates. However, sepa-
rating out the curious from the truly interested became a much 
more important task than it had been in the past.

WFH also allowed people to vie for positions perhaps unavail-
able to them in the past if  they were unable or unwilling to relo-
cate. Stephens believes geography will continue to be almost irrel-
evant—except for the purposes of  tax and IP planning and for 
resilient supply chains. There has also been a rise in compensation 
to “never-before-seen levels,” Stephens says. In order to stand 
out, companies are trying to lure prospects with attractive packages.

DISINCENTIVES AND DANGERS
When it comes to flexible working, the life sciences sector doesn’t 
appear to be very flexible. Randstadt estimates 35% of the sector’s 

permanent workforce will be remote by the end of 2021; that’s just 
slightly up from 28% prior to the pandemic. In contrast, most other 
sectors expect to see larger virtual workforces by year end. This 
might cause highly skilled candidates to look elsewhere.

The Healthcare Businesswomen’s Association recently reported 
that the gender pay gap also continues to be an issue in pharma. 
The median gender pay gap increased from 11% to 13% since 
the report was first issued in 2018. This could create another dis-
incentive for women to join the biopharma ranks.

A scarcity of  STEM talent could have repercussions on inno-
vation. In addition, the slow adoption of  transformative technol-
ogies such as AI could leave companies lagging. When it comes to 
using automation and robotics in their business, Randstad reports 
just 13% of  life sciences firms increased their usage in the last year.

The issue of  technical know-how was also brought up in a recent 
Time magazine article regarding how FDA was accelerating full 
approval of  the Pfizer-BioNTech vaccine in light of  the new Delta 
variant. As the agency decided if  the vaccine was ready to be 
licensed, it had to pore through a tremendous amount of  data, 
perform its own tests, and visit manufacturing plants to ensure 
quality control. In addition to requiring more manpower, this work 
demanded people with knowledge of  the new technology used to 
create the novel vaccine. 

ATTRACTING TALENT
In addition to attracting skilled workers with generous compensa-
tion packages, as Stephens mentioned, companies are having to 
use incentives such as on-site childcare, dry-cleaning, medical 
care, and other amenities to entice employees, according to a 
recent article by JLL Life Sciences. To keep costs down, the article 
also cites the rising trend of  life sciences clusters growing around 
areas that are close to talent hubs but offer lower-cost operations, 
such as Houston and North Carolina’s Research Triangle.

Until the biopharma industry can fill its open roles with quali-
fied candidates, the challenge remains. “Urgent action is needed 
to promote, support, mentor, and actively recruit,” says Stephens. 
“Great people are more in demand than ever before, and the costs 
of  making a mistake in hiring are bigger than ever before. Diligence 
and expertise are more essential than ever.” 

ELAINE QUILICI
Pharm Exec Senior Editor.    
She can be reached at  
equilici@mjhlifesciences.com

More Jobs and Less 
Talent Has Created an 
Imbalance in Pharma
If not addressed, effects could impact innovation, diversity
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Driving Digital 
Progress in 
Medical Affairs
Digital transformation in medical affairs made a sluggish start, but 
there is plenty to be optimistic about

L ast year, the Medical Affairs Digital Strategy Council, 
in association with Indegene, called for action in med-
ical affairs to champion the technological changes 
needed to deliver customer-centric experiences. First, 

the Council needed to assess the existing level of digital capabili-
ties and effectiveness across the function. It initiated the Medical 
Affairs Digital Excellence Survey, the results of which were 
announced in July. The survey revealed that while 67% of the 
medical affairs professionals questioned said that their organiza-
tion had ambitious digital plans, only 27% are currently satisfied 
with their digital progress. The study questioned 15 companies 
about 12 medical affairs capabilities where digital processes and 
activities can be employed, including content creation; customer 
relationship management (CRM); medical information; multi-
channel/omnichannel medical strategy; mobile apps; and touch-
point integration. Multichannel/omnichannel was identified as 
the most impactful of the digital capabilities. Only 27% of com-
panies have implemented a multichannel/omnichannel medical 
strategy at a global level, but the remaining 73% indicated they 
were planning to do this. Content creation was also revealed as a 
core capability for all teams surveyed. On the other hand, only 
27% of companies have implemented mobile apps, and 47% said 
they do not plan to implement them. 

Among the main challenges medical affairs divisions still face 
in driving digital progress, the survey concluded, are navigating 
the tension between enterprise and functional ownership of  dig-
ital strategy; the need to build global capabilities to address new 
digital opportunities; legal constraints, including privacy laws; 
and gaining internal buy-in around digital. Further, digital trans-
formation is still foundational at a country level and often reactive 
to environmental circumstances.

“Medical affairs is at an earlier stage in its journey of  digita-
lization than some other pharma functions,” says Mary Alice 
Dwyer, PharmD, VP of  consulting services at Synetic Life Sci-
ences and chair of  the Medical Affairs Digital Strategy Council. 
“It is still asking how to accelerate the implementation of  digital 

in the right way. Everyone is working as diligently as possible, but 
it’s complicated.” She told Pharm Exec, “Part of  the problem is 
choosing where to focus, where to invest.” One of  the primary 
challenges is having staff with expertise in developing, managing, 
and assessing the impact of  digital assets. “Do you, for example, 
hire a medical person, and train them in digital?” says Dwyer. 
“Or do you bring a digital person in and train them in medical 
affairs?” Kay Uttech, VP, strategic initiatives at Indegene, adds 
that “skillsets are growing, but demand and competition for tal-
ent is also very high across the industry.” Additionally, “in some 
situations digital transformation is led by the commercial orga-
nization and medical affairs is thought of  second-line. There is a 
significant opportunity for it to be out front leading digital trans-
formation for scientific exchange.”

There are reasons for optimism, however. While the survey 
reports “a level of  frustration that more is not being done faster,” 
it adds that “there is a clear intention to adopt best practices in 
the future.” Indeed, there is increased urgency for digital initia-
tives, and over the last year, says Dwyer, COVID-19 has been a 
significant accelerator, with 80% of  survey respondents stating 
that the pandemic had advanced digital transformation within 
the medical affairs function. Advances have also been made using 
artificial intelligence in the medical legal review process to ensure 
label information is correct, adds Uttech. “Additionally, machine 
learning has played a significant role in the development of  auto-
mated content generation within medical information and the 
development of  medical affairs tools for communication.”

Medical affairs organizations “clearly see the need for digital 
initiatives,” says Uttech. The current challenges arise from limited 
resources and funding; these challenges are greater in smaller 
organizations where team members may have broader responsi-
bilities. She concludes, “Digital transformation across all medical 
affairs functions at one time can be a daunting task, both in terms 
of  the overall number of  processes impacted and in prioritizing 
where to start. This can impede progress, but the best action is 
to start small and create small wins to demonstrate value.” 

JULIAN UPTON
is Pharm Exec’s European and 
Online Editor. He can be reached 
at jupton@mjhlifesciences.com
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FRAN POLLARO
Pharm Exec Senior Editor.
He can be reached at  
fpollaro@mjhlifesciences.com

The Comeback
of Unbranded
Campaigns
Vaccines spotlight recent resurgence of useful messaging tool

A May 16 Wall Street Journal article discussed how 
COVID-19 drugmakers are taking to social media, 
radio, and even late night TV to address vaccine 
hesitancy. Moderna chose Jimmy Kimmel, aka “Dr. 

Jimmy,” as one of its advocates to educate the viewing audience 
about mRNA technology (see https://bit.ly/3gA5vDG). 

Pfizer took a bit of a different route, with ads touting science 
and using the power of empathy and the human experience to 
appeal to the audience (see https://bit.ly/3zAuPRi).

Two exceedingly different approaches! With one similarity…
they are both unbranded campaigns. 

When it comes to advertising in the pharma vertical in general, 
most are of the opinion that it isn’t exactly the most beautiful form 
of communication. Creatives and marketing professionals invari-
ably have their hands tied behind their backs as they seek to craft 
smart, effective, and visually appealing solutions without breaking 
the rules, which are incredibly stringent.

Enter the unbranded campaign, aka disease education. While 
certainly not new, unbranded efforts are intended to inform disease-
state knowledge gaps and broker a conversation between patients 
and healthcare providers (HCPs), especially in therapeutic areas 
where there is little or no competition—all without mentioning the 
drug or its indications. Back in the late ’90s, unbranded disease 
education campaigns took a prolonged backseat as DTC regula-
tions eased, allowing pharma companies to dive headfirst into 
branded advertising on the universally impactful medium of TV. 

That said, over the past 10 years, there has been a definite resur-
gence in unbranded campaigns as an effective tool. By raising aware-
ness prior to the launch of a pharma product, unbranded campaigns 
drive patients to HCPs/prescribers, who, in turn, have already been 
fully educated on the topic during pre-launch activities. A good pre-
launch campaign should capture a doctor’s attention, convert exist-
ing apathy to empathy, and change or give birth to protocols to 
something more effective than the current market offers. 

And because the drug’s brand name and indications are not 
included in these communications, unbranded efforts aren’t 
required to provide a list of risks, side effects, and contraindications 
you hear in a voiceover running through speedily in the waning 

30 seconds of a commercial. As a result, these can be shorter and 
cheaper. A total of 15-30 seconds is often enough to get the point 
across and direct patients to an unbranded or branded website. 

Ultimately, the campaign helps drive diagnoses and prescriptions 
soon after launch and it converts HCPs into evangelists. This cannot 
be understated! For nearly two decades, Gallup polls have indicated 
that HCPs are considered the most ethical and honest occupations 
in the US. Combine that with Nielsen’s stat of 74% of consumers 
identify word of mouth as a key influencer in their purchasing deci-
sion and your marketing efforts are out of the blocks quickly.

Naysayers of the medium claim that the ads are misleading, 
stealthily leading a potential consumer down a road of nearly 
effortless search and mouse clicks. And specific population groups 
are easily targeted through social media platforms like Facebook 
and Instagram. Since almost all of us are incredible Googlers, the 
path indubitably leads to the actual branded drug’s website. But, 
before consumers even reach the website, much like Googlers that 
self-diagnose, they’re wondering if they have this disease—psy-
chologists refer to this as cyberchondria. Just the mention of a 
disease with its myriad of symptoms initially casts a wide net and 
swells an audience of potential consumers. And all of this is accom-
plished without giving the impression that a for-profit company is 
behind the guidance, according to critics of the approach.

In an effort to educate and bring awareness to the public, 
pharma companies have enlisted celebrities, influencers, and 
patient advocates who can play a huge role in the success of an 
unbranded campaign. As it is in much of advertising, it’s about 
establishing trust and word of mouth. People, in general, bestow 
trust upon people they know, and people they identify with at some 
level that’s valuable to them, whether consciously or subcon-
sciously. It could be an athlete, an actor, a social media star, a 
health micro influencer, etc.—if they are likable and seen as every-
day people who are in the know, chances are they are going to 
have a favorable impact for your brand. 

Whether simply providing invaluable education to patients 
and HCPs, or taking a little creative license to boost sales, 
unbranded campaigns are here to stay and are a great tool for 
healthcare marketers. 
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Whoosh! When 
Brand Launches are 
Suddenly Fast-Tracked 
Lessons learned from accelerated product launches 

An industry adage asserts that you only have one 
chance to launch successfully. With the competi-
tive landscape always in flux, biopharma brands 
already face serious challenges to the task. Then 

there’s the prospect of an accelerated launch when a one-year 
launch date gets cut in half. You are left with the twin realities: 
you can get to market and start earning sooner, but you don’t 
really have time to do it in the most judicious way. Here are 
some lessons learned that help mitigate some of the risks.

ASSESS THE STAKES
First, organize the challenges with an eye toward deriving a 
formula of sorts:

• Have you arrived at a strategy that will differentiate and cre-
ate maximum impact?
• Is your reimbursement path clear to take off?
• Do you have your HUB services ready to support the brand?
• Are your personal and non-personal selling assets in place?
Depending on the answers to these questions, you must con-

duct scenario planning that assigns values to each piece of  the 
puzzle. For example, ensuring that your brand is reimbursable 
and well-placed on formularies is a 10 out of  10 priority, as this 
will significantly blunt any promotional campaign’s effect. Mean-
while, having personal selling assets onboard and ready rates, 
say, a 6 out of  10, because you can have a “soft” launch and arm 
the field with the package insert and trial data to plug the gap 
for a few months and then officially launch with the full suite of  
launch promotional assets.

TAKE COMMAND OF YOUR OPPORTUNITY
Rather than letting the FDA’s uncertain actions rule the day, 
take back control by setting your own timetable. Even with an 
early approval, perhaps it isn’t the right time to bring your asset 
to market. If the nod comes at year’s end, the target community 
may be too busy celebrating holidays to be captivated by a 

launch. Or the market landscape could determine timing. Giv-
ing a competitor even a few months out in front may delay your 
ability to catch up, or worse, disallow your brand to catch up 
at all.

EXAMINE YOUR SPECIAL CIRCUMSTANCE
If your brand is a first-in-class entity—versus a new entrant in 
an existing class—the stakes for early market uptake are much 
higher. Your market-shaping campaign may have to play out 
for longer than expected to clarify the unmet need to which 
your brand is the best answer. Of course, you could always 
elect to run both a market-shaping and branded campaign 
simultaneously. 

If  you are neck-and-neck with another breakthrough brand 
in your class, getting to market sooner will help you to better 
control the conversation. 

One other factor to consider presumes that your brand 
received an early approval because it is a life-saving therapy. In 
this case, the market will come to you as you reach out to engage. 
A market need already exists. The goodwill of  releasing such a 
therapy—even if  the timing isn’t perfect—will earn your brand 
a special esteem.

The immediate temptation to launch early on the FDA’s time-
table is naturally driven by the extra earnings potential of  get-
ting into the market as soon as possible. If, on the other hand, 
you wait and launch when you are more prepared to do it right, 
your return on investment might out-perform the income that 
a rushed launch affords you. In this case, circumstances may 
compel you to conduct a re-launch, which is not only expensive, 
but also potentially confusing to your customers. 

Fortunately, you can rest assured that you are not the only 
brand that has ever faced an early launch. The industry is 
replete with examples of  good and bad early launches so you 
can benchmark against them to inform your own actions. 
Choose wisely. 

JENNIFER PETERS
SVP, Business Director/Agency 
Services, Truth Serum NTWK
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Adding More
Context to
Biotech Headwinds
When was the last time a big pharma’s shares massively 
outperformed a biotech index YTD? Hint: You likely weren’t around

In my last column (see https://bit.ly/3ywojdc), I highlighted 
the substantial underperformance of the Nasdaq biotech 
indexes and healthcare in general, which is in stark con-
trast from last year’s record-breaking outperformance—

with biotech IPOs leading the charge, up nearly 50%, and bio-
tech IPOs ahead a stunning 90%. One month later, and it hasn’t 
gotten any better—the biotech XBI as of this writing is down 
11.4%, while the S&P 500 is up 19%. Small-to-mid cap biotech 
investors have suffered the greatest pain, with the XBI down 
13% while the DRG (weighted large cap 
pharma) index is up an impressive 17%, 
with Pfizer (market cap a whopping $262 
billion) ahead on the year by an impres-
sive 27%. You would have to go back a 
very long time to see that kind of a year-
over-gain for Pfizer, perhaps back to the 
heady Lipitor days, and even then, it 
never happened.

The third quarter of 2021 is off to its 
slowest start in terms of biotech offerings 
in five years.

Deals are still getting done but with a high level of valuation 
and price sensitivity and existing investors are dictating the out-
comes for IPOs. That said, 13 out of 15 of the biotech IPOs done 
this quarter are trading above their offer price and up an aver-
age of 35%. Despite the headwinds and underperformance, there 
have been 68 biotech IPOs priced this year, which is already 
ahead of last year, but, again, companies are price-takers and 
heavily dependent on existing investors. 

We’ve cited the reasons; it began with rotation into depressed 
value stocks in anticipation of  the reopening trade, what I call 
the Democratic trifecta—which brings with it the potential pric-
ing reforms (Centers for Medicare & Medicaid Services), antitrust 
scrutiny with teeth (Federal Trade Commission), and a more strin-
gent and unpredictable FDA. While biotech IPOs only began to 
meaningfully lag the market over the last several months, the 

striking underperformance for biotech follow-on offerings began 
in late 2020. In fact, while the XBI is up 34% since January 2020, 
biotech companies that executed follow-ons are up just 13%. 

Clearly, this underperformance is a buzzkill for investors and 
blunts their appetite for new issuances; while poor performing 
stock prices have kept companies on the sidelines. Life sciences 
dedicated funds are frustrated.

Could M&A provide a much-needed boost to the sector, and 
could a lock down and a recalibration in valuations drive rotation 

back to growth, which perhaps has been 
more than sufficiently beaten up?

HEALTHY FUNDAMENTALS
Our 2Q 2021 quarterly Ernst & Young’s 
Life Sciences (where I serve as a senior 
advisor) Earnings Analysis and Industry 
Outlook report shows that most compa-
nies met or exceeded expectations and a 
healthy number of them raised guidance. 
Most companies report that demand is 
now back to 90-95% of the pre-pandemic 

levels, and this combined with easy comparisons and a clear 
renaissance in innovation punctuated by the successful develop-
ment of COVID-19 vaccines. The number of new drug approv-
als by FDA continues at its record-breaking pace and is certainly 
a bullish indicator of future performance and sustainable growth. 

Most companies emphasized M&A as a high priority strategy 
to drive growth. According to EY, the top 12 biopharma compa-
nies by market cap have over $170 billion in “dry powder” avail-
able for deal-making. With the dramatic outperformance of  large 
cap pharma versus the small-to-mid cap biotech sector, the pre-
ferred hunting ground for acquisitions, perhaps buyers and sellers 
will find greater common ground and drive an acceleration in 
M&A in the sector.

Could M&A lead a rotation back into biotech and reignite 
stock prices? 

BARBARA RYAN
Founder, Barbara Ryan
Advisors, and a member
of Pharm Exec’s Editorial
Advisory Board

Could M&A lead a 
rotation back into 

biotech and reignite 
stock prices?
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CONTACT US
iqvia.com/contact

For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com

HCPs today face information overwhelm as they interact 

with life sciences companies across digital and personal 

touchpoints throughout their buying journey. It is more 

critical than ever to orchestrate omnichannel experiences 

where HCPs receive personalized and contextually relevant 

messages at the optimal time through their preferred channel. 

Next-Best-Action equips sales and marketing teams with 

AI-driven recommendations when and where they are most 

likely to take action. Armed with these insights, companies can 

improve productivity and optimize outreach efforts to build 

stronger relationships with HCPs. 

Join this webinar to learn how IQVIA is a trusted partner to 

life sciences companies looking to reach HCPs in smart, 

meaningful ways to improve patient outcomes and drive 

business results.

3 Key Takeaways

• How real-time insights into HCP needs are critical to 

successful omnichannel execution 

• How to optimize resources and field teams to drive 

impactful engagements at scale across markets and brands 

• How serving up the right insights at the optimal time 

and place within user workflows are key to ensuring 

recommendation adoption
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Serial 
Problem 
Solver
Teva CEO Kåre Schultz talks 
about his long industry experience 
tackling major strategic and 
operational challenges, and  
how he is progressing on his  
current mission to turn around 
Teva’s fortunes

By Julian Upton
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A fter studying economics at the University 
of  Copenhagen, Kåre Schultz began his 
career in consulting (at what was then 
Andersen Consulting, now Accenture). 

Soon after, he was recruited by the Copenhagen branch 
of  McKinsey & Company to work on the SmithKline 
Beecham merger in London. He would fly from Copen-
hagen to London every Sunday night and come back 
to Denmark on Thursday or Friday. After three years, 
this commute was taking its toll. Schultz had a house 
and a young family based in Copenhagen, so he began 
looking for roles closer to home. 

At this time (1989), the Danish companies Novo 
Industri and Nordisk Gentofte had just merged to form 
Novo Nordisk. Schultz had an opportunity to join the 
newly expanded organization as an economist. He was 
immediately interested in applying his skills and expe-
rience to “all those challenges that you have with merg-
ers.” As well as dealing with the process of  organiza-
tional integration, he found he also enjoyed tackling 
issues that he wouldn’t have expected to like, such as 
operational problems with manufacturing. He rose 
quickly in the organization. 

“I would be promoted when there was a problem 
that had to be solved. And as there was always a prob-
lem that needed to be solved, I kept getting promoted,” 
he told Pharm Exec. 

Schultz would remain at Novo Nordisk for more than 
25 years, serving in a number of  leadership roles, from 
vice president of  product supply to chief  operating offi-
cer. He played a major role in modernizing the com-
pany’s large-scale biologic production and in leading 
Novo’s expansion into the US and Chinese markets. In 
2015, he left Novo to assume the role of  CEO at another 
of  Denmark’s top drugmakers, Lundbeck. 

The challenges at Lundbeck appealed to his prob-
lem-solving nature and experience. The company was 
at that time facing a period “with an unusual number 
of  uncertain variables,” involving critical patent expira-
tions, exchange-rate fluctuations, and a planned roll-out 
of  a new generation of  products. One of  Schultz’s first 
moves was to cut Lundbeck’s workforce by more than 
a sixth (1,000 jobs) to reduce its cost base. He facilitated 
further savings by minimizing general and administra-
tive functions at the company’s affiliates and halting 
some of  its early-stage research projects. Within 18 
months, Lundbeck was showing improved revenue and 
profits. A new US focus started to pay off, driving a 5% 
sales growth overall in the first half  of  2016. Among 
Lundbeck’s newer products, sales of  the antidepressant 

Brintellix (Trintellix in the US) grew by 103% and 
almost doubled for the antipsychotic, Abilify Maintena.

TEVA TURNAROUND
Meanwhile, the Board of  the troubled, Israeli-head-
quartered drugmaker, Teva Pharmaceuticals, was taking 
note of  Schultz’s progress at Lundbeck. In mid-2017, 
Teva’s stock had fallen 43% from start of  the year. In a 
bid to tackle its massive debt, which had spiraled to $34 
billion after the company’s $40 billion acquisition of  
Actavis Generics (the generics arms of  Allergan), the 
company reported it would be reducing its profit fore-
cast by a billion dollars, cutting thousands of  jobs, and 
selling off non-core assets. The 2016 Actavis acquisition 
had been led by then-CEO Erez Vigodman, with the 
intention of  turning Teva into a generics giant. But 
generics competition in the US was intensifying and 
prices were eroding; soon it became apparent that Teva’s 
$40 billion outlay would not pay off. The latest in a 
series of  costly takeovers for Teva, the Actavis deal made 
Vigodman’s position untenable; he exited the company 
in February 2017. By the time Teva tapped Schultz for 
the chief  executive role in September; the company had 
been without a permanent CEO for six months.

Many pharma leaders may have balked at the idea 
of  turning Teva around, but to Schultz the company’s 
position was appealing. “Teva had challenges, basically, 
on all points,” he says. “It had challenges with its bal-
ance sheet and with the patent expiry of  its blockbuster 
multiple sclerosis treatment, Copaxone. It had huge inte-
gration challenges in that it had acquired some 20 com-
panies over 20 years and had never really completed 
any basic integration.” But at the same time, Schultz 
goes on, it had “an enormous portfolio of  some 30,000 
products, providing more pharmaceuticals to the world 
than any other company. Added to that, Teva is based 
in Israel, which is a super interesting place.”

Photos/Jonathan Bloom

Kåre Schultz (left) was named CEO of Teva in September 2017.
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Certainly, Teva was a different kind of  company to those in 
which Schultz had gained his experience. Novo Nordisk and Lun-
dbeck are organizations with “a strong focus and stable founda-
tions, focused on high levels of  ethics, compliance, and environ-
mental, social and corporate governance (ESG),” he notes. “They 
had grown slowly and organically over a long period. Teva, how-
ever, had done exactly the opposite: aggressive acquisitions all 
around the world, broad portfolio, all kinds of  technologies. Any-
thing you can imagine can be reproduced at Teva.” 

What Schultz set out to do was to “bring to Teva some of  the 
virtues I picked up throughout my career.” He explains: “So we 
are now working as what I call ‘One Teva.’ We’re not siloed; 
we’re trying to integrate the whole organization and get the basics 
right so that we are a lot stronger, a lot more efficient.” One of  
his challenges is to shift Teva’s strategy toward one of  organic 
growth rather than acquisition.” He says, “Teva has always had 
the same strong values as a company, so 
there was no clash for me on the values 
side. But on the strategic side, it needed 
huge change.”

With the Teva Board and his manage-
ment team, Schultz created a three-
phase plan. “The first phase was the 
restructuring, which was quite severe and 
unpleasant, in the sense that we had to 
say goodbye to a lot of  good people,” he 
says. “That was something I aimed to 
complete in my first two-and-a-half  years 
with the company, and it all went ahead the way it was planned. 
We had to say goodbye to some 13,000 people and we reduced 
the spend base by $3 billion a year.” 

The second phase concerns a process of  “stabilizing and opti-
mizing;” this is where Teva is now. “We are allocating all our free 
cash flow to debt reduction,” explains Schultz, “to head back to 
a normal balance sheet, a normal debt situation, one that is no 

longer a threat to the company.” He adds, “When I started, Teva 
had $34 billion of  debt; we’re now down to something like $23 
billion, and we need to bring that down further.” 

The third phase will begin after 2023, “when we expect to see 
some significant growth in the top line,” says Schultz. “We are 
seeding this third phase by optimizing our manufacturing and 
expanding our portfolios of  biosimilars, generics, and biologics.”

WORKING AROUND COVID
As this wholesale restructuring of  Teva was under way, the storm 
of  COVID-19 came sweeping in. But Schultz approached the 
pandemic with the same pragmatic steadiness he brings to any 
other problem. While the volume patterns for many Teva prod-
ucts have been disturbed, some significantly (the absence of  a 
“cough and cold season” last winter, for example, affected the 
company’s volumes in Europe), Schultz believes Teva will see “a 

more normal demand pattern in the sec-
ond half  of  this year.” 

Rather than dwelling on the pitfalls of  
the last 18 months, Schultz praises the 
“phenomenal job” the Teva employees 
have done in the midst of  the disruption. 
“The teams in manufacturing, logistics, 
distribution, etc., were able to overcome 
the obstacles and basically keep supplying 
patients worldwide with the new prod-
ucts,” he says. At the start of  the pan-
demic, Schultz introduced once-weekly 

meetings that were focused just on COVID-related issues. “We 
got the whole thing tightly organized within the first couple of  
weeks and we kept control on the situation with weekly updates 
on all the different elements and situations.” This regular, com-
pany-wide contact, he says, “actually strengthened collaboration 
at Teva between regions, markets, and districts. Employee engage-
ment has gone up dramatically and positively.”

While he concedes that, from a long-term perspective, not 
being able to travel and have physical meetings with his teams 
will be damaging to business development, again he sets his stall 
on an imminent resolution. “I just hope we get everybody vac-
cinated worldwide as soon as possible and, maybe a year from 
now, return to more normal traveling patterns.”

This core of  optimism helps to shape Schultz’s broader out-
look as an inveterate problem solver. He strides toward solutions, 
even when facing obstacles that may seem insurmountable. “I’ve 
always said yes to any problem that was presented to me. It’s a 
part of  my personality,” he says. “I’m very driven by complex 
problems, and, with its long timelines and complicated opera-
tional and manufacturing aspects, pharma is one of  the more 
complex businesses.” He adds, “I think that is what has kept me 
in this business for so long.” 

FAST FOCUS

» Kåre Schultz holds a master’s degree in Economics from 
the University of Copenhagen.

» Teva appointed Schultz after a seven-month search for  
a new CEO. 

» Following the news of Schultz’s move from Lundbeck  
to Teva, shares in Lundbeck fell more than 12% on the  
Copenhagen stock exchange, while Teva’s increased 
almost 13% on the Tel Aviv stock exchange.

» Schultz has served on the Board of Directors of the  
Danish companies Royal Unibrew and LEGO. He is  
currently a member of the Board of Directors of  
International Flavors and Fragrances Inc.

“I’ve always said yes to 
any problem that was 
presented to me. It’s a 
part of my personality
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New Heights  
These five brands prove that pharma marketers 
can pull it together with compelling stories,  
and meaningful patient impact, even during  
a pandemic

‘Rare’ Reinforcement

Evrysdi 
Latest disease-modifying market entrant for 
SMA addresses administration, access gaps
By Lisa Henderson

I n August 2020, Genentech’s Evrysdi became the third treat-
ment to enter the market for spinal muscular atrophy (SMA). 
August is also SMA Awareness month, bringing global focus 
to this autosomal recessive genetic disease. It is one of  the 

more “common” of  rare diseases, affecting as many as 10,000 to 
25,000 children and adults in the US, with one in 6,000 to 10,000 
born with the disease. SMA is caused by degeneration of  motor 
neurons in the anterior horn of  the spinal cord that results in pro-
gressive motor weakness. There are five clinical types 
of  SMA (0, 1, 2, 3, and 4), which are classified based 
on the types of  muscles and genes affected, range in 
age of  onset, severity of  muscle weakness, and pat-
terns of  clinical features. Some types of  SMA lead to 
death in early infancy, while others appear as mild 
muscle weakness in adulthood. 

All three approved therapies for SMA are con-
sidered SMN-enhancing, which means they increase 
the amount of  survival motor neuron (SMN) protein 
in the body. Individuals with SMA don’t produce 

the SMN protein at high enough levels, which leads the motor 
neuron cells to shrink and eventually die. 

Of  the three therapies, Biogen’s Spinraza was approved in 
December 2016, for all ages and SMA types. It is administered 
through intrathecal (spinal) injections every three months and 
makes the SMN protein produced by the SMN2 gene functional. 
Zolgensma, approved in 2019, was featured in our brand profiles 
last year (https://www.pharmexec.com/view/one-time-for-life-
time-zolgensma), primarily because of  its $2.1 million price tag 
and it being the first gene therapy for SMA. The one-time intra-
venously delivered adeno-associated virus (AAV) vector-based 
gene therapy is for the treatment of  patients less than 2 years old. 
Made by Novartis, Zolgensma delivers a copy of  the gene encod-
ing the human SMN protein, which enables patients to make 
their own SMN protein. 

HOMEFIELD ADVANTAGE
Against this backdrop, Evrysdi enters with the distinction of  

being the first oral medication, and the first at-
home treatment, taken once daily for adults and 
children two months and older. Dheeraj Telraja, 
executive marketing director, Genentech (a mem-
ber of  the Roche Group), noted that the approval 
of  Evrysdi was based on data from a robust clinical 
trial program designed to represent a broad range 
of  people living with SMA, mirroring the real world 
of  this disease. 

“It included data from our FIREFISH and SUN-
FISH trials. FIREFISH included infants with Type 

Our Selections
Evrysdi (Genentech)

Nurtec ODT (Biohaven 

Pharmaceuticals)

Orgovyx (Myovant 

Sciences) 

Palforzia (Aimmune)

Wegovy (Novo  

Nordisk)
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1 SMA while SUNFISH included people aged 2 to 25 years with 
Types 2 or 3 SMA,” says Telraja. “Both trials showed Evrysdi 
improved motor function in patients. These trials included study 
sites around the world, including North 
America, Europe, and Asia.” 

Telraja told Pharm Exec that launch 
marketing activities included education 
to physicians and the SMA community. 
And the importance of  that community 
cannot be underestimated. Telraja says, 
“We’ve been awestruck by the passion 
and strength of  the people living with 
SMA and their families. Throughout the 
development of  Evrysdi, we’ve had the 
meaningful opportunity to meet with many from the community 
and learn from their unique experiences. It is a process that has 
been eye-opening and insightful.” 

The Evrysdi team, through collaboration with the SMA Foun-
dation, also sought input from SMA patients, family, and care-
givers, as well as healthcare providers on trial design to ensure 
they reflected the real-world SMA experience. 

In addition, Genentech’s community support includes the 
launch of  SMA My Way (https://www.smamyway.com), which 
offers stories from people living with SMA, or from their caregiv-
ers, as well as practical tools, tips, and events. 

Other support includes Genentech’s sponsorship of  Cure 
SMA’s “Walk-n-Roll” events this year. Walk-n-Roll has been held 
nationwide for more than 20 years, raising funds and generating 
disease awareness.

SCREENING AND DIAGNOSIS
Awareness of  SMA includes its 2018 placement on the Recom-
mended Uniform Screening Panel (RUSP) for newborn screen-
ing, and 38 states currently screen for SMA. One in 40 to 50 
people (or six million Americans) are carriers of  the SMA gene. 
Newborn screening is one way to identify if  the newborn has 
received two copies of  this recessive and defective gene. In 
December 2020, the Health Resources and Services Administra-
tion (HRSA), an agency of  the HHS, released an update on the 
SMA RUSP program and noted that one challenge is related to 
the availability of  clinical experts after a positive newborn screen. 
This may be an area for concern, as the importance for indi-
viduals with SMA to begin therapy as soon after diagnosis as 
possible cannot be understated. In infants with SMA Type 1, 
90% of  motor neurons have been lost by six months of  age. And 
once these neurons are lost, they cannot be regenerated.

ACCESS GAINS  
Teljara noted that in this first year of  US 
approval, there has been significant uptake 
for Evrysdi. “As stated during the Roche Q2 
sales update on July 22, approximately 1,800 
patients in the US had been treated after 
less than 11 months. Overall, more than 

4,000 patients have 
now been treated 
with Evrysdi in clin-
ical trials, compassionate use and real-
world settings,” he says. 

Though it is the third disease-modifying 
therapy to enter the rare disease SMA mar-
ketplace in four years, Teljara says that prior 
to the approval of  Evrysdi, more than 
half—55%—of  people with SMA were not 
on any disease-modifying therapy, repre-

senting a tremendous unmet need. “These people were untreated 
for various reasons, including complicating health factors, such 
as scoliosis, contractures, and spinal fusions that may create 
administration barriers; limited clinical data in adolescents and 
adults; and other access and administration challenges,” he notes. 
He added that approximately 32% of  new Evrysdi patients had 
not been previously taking disease-modifying therapy.

Evrysdi has been approved for use in 54 countries and sub-
mitted in a further 33 countries. According to Teljara, Genentech 
expects to continue sharing new findings from its clinical trial 
program, including additional results from JEWELFISH, in peo-
ple with Types 1-3 SMA who have been previously treated with 
another SMA-targeting therapy, and RAINBOWFISH, in babies 
with pre-symptomatic SMA, which are not included in the cur-
rent label. 

Dheeraj Telraja

We’ve been awestruck 
by the passion and 

strength of the people 
living with SMA 
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No Small Feat 

Nurtec ODT
The aggressive strategy behind a small 
company’s quick ascent in migraine market 
By Fran Pollaro

J im Kramer, host of  CNBC’s Mad Money, who also serves 
as the chief  spokesman for the American Migraine Foun-
dation, hosted Biohaven Pharmaceuticals CEO Vlad 
Coric, MD, as a guest in the beginning of  June 2021. Much 

like the 97% of  all migraine sufferers, he knows exactly what trig-
gers a potential attack for him: “So Vlad, I wake up…immediately 
look at the weather. And the weather says there’s going to be a 
thunderstorm in seven hours, so I know I have to take a Nurtec 
because I’ll get a migraine if  I don’t because that’s what happens 
with a barometric change.” 

This interview aired a few weeks after Biohaven’s Nurtec ODT 
(orally dissolving tablet) added a new FDA approval for preventing 
episodic migraines after a pivotal Phase III trial. This new approval 
makes Nurtec the first oral CGRP (calcitonin gene-related peptide) 
receptor antagonist approved for preventive treatment of  migraine 
and the only migraine medication approved for both acute and 
preventive treatment—a differentiator in the current market.

The new approval comes on the heels of  an incredible quarter. 
From the beginning of  April to the end of  June, Nurtec’s total sales 
were $93 million, vastly exceeding Wall Street analysts’ projection 
of  $50 million. Biohaven is a small, yet nimble company of  about 
1,000 employees advancing a digital-first, patient-centric approach 

with a CEO who believes “if  you’re going to 
be smaller in size, you’ve got to invest in really 
good people. It’s people that make your cor-
poration, not the other way around.” 

Coric told Pharm Exec that they put a lot 
of  care into growing a managed market 
team that was seasoned and high-perform-
ing. The team was assembled far in advance 
to create a budget impact analysis to 

approach insurance payers with the cost-effective benefits of  get-
ting migraine sufferers back to work and off disability. While a lot 
of  drugs fail to hit the 60% insurance coverage mark, Biohaven 
hit 80% coverage in the first half  of  2020, and subsequently hit 
90% at the year mark. In contrast to Biohaven’s biblical “David” 
stature, AbbVie, which offers Nurtec’s main competitor Ubrelvy, 
is a Goliath company that boasts 40,000 strong. AbbVie intro-
duced Ubrelvy (another orally administered CGRP receptor 
antagonist) a couple months before Nurtec in January 2020. 

On Aug. 6 of  this year, Biohaven reported that Nurtec ODT 
had a sizable advantage over Ubrelvy when it comes to new-to-
brand prescriptions (new patients who’ve never been on a branded 
medicine), capturing 56% of  the market share in comparison to 
Ubrelvy’s 44.1%. Despite being a highly efficacious treatment to 
stop a migraine at the onset, Nurtec ODT’s indication to prevent 
episodic migraine (fewer than 15 days of  headaches per month) 
gives it an advantage far beyond the lean approach of  only having 
to advertise one product for a dual therapy.

The World Health Organization characterizes migraine as one 
of  the 10 most disabling medical illnesses in the world. With 40 mil-
lion people in the US and 1 billion people worldwide suffering from 
migraine, it has the potential to fulfill a sizable unmet need—only 
15% of  people who meet the clinical criteria for preventive treat-
ment actually use it. Generally, people take injectables for preventive, 
so the opportunity for a safe, effective oral solution is very apparent. 

“We are now the only migraine medicine with one drug that 
has acute and prevention. So people can take it, treat their episode 
now, and prevent the next migraine. That’s a big deal,” says Coric. 
“In the past, migraine patients were put on multiple meds—trip-
tans for acute and then Topamax for prevention. I believe it’s bet-
ter to have less medicine in a person, so not only is it one dissolving 
tablet for acute and prevention, but you also don’t even need to 
take it every day to have the preventive effects.” 

This flexibility allows patients and doctors to customize by dial-
ing up or down between acute and preventive treatment. If  you’re 
like “Ellie,” a student patient advocate that enrolled in a Nurtec 
clinical trial back in 2018, you might take Nurtec in anticipation 
of  a big exam, an important function, or any other of  the many 
migraine triggers.

Biohaven’s patient-centric approach is something its CEO is not 
only proud of  but directly attributes to its commercial success. “As 
a physician, I wanted to develop the drug around patients, listen 
to what they’re telling us about how they want to use it, and then 
have the patient tell their story,” Coric told Pharm Exec. “So, what 
you’ll see in our marketing this last year is it’s not just Ellie but it’s 
all these social influencers and people who are willing to step for-

Vlad Coric
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ward, break down stigma after illness, talk about their illness and 
their response. That’s how we’re going to educate people.”

One of  those social influencers is Khloe Kardashian, a mega-
influencer with 174 million Instagram followers, who signed on 
in July of  2020. While it’s acknowledged that Kardashian’s reach 
is a wonderful benefit, Coric states that their partnership hap-
pened organically. After being clued in that she documented her 
struggle with migraine on Keeping Up with the Kardashians, he 
decided to reach out.  

“We let Khloe know that there was a new treatment available, 
so she ended up trying it before we had any agreement,” says 
Coric. “She had a robust response and was so grateful. It doesn’t 
get any better than that—a genuine patient need, whether it’s 
Khloe or Ellie. Khloe had been suffering from migraine since she 
was a young adolescent, and [Nurtec] impacted her so much that 
she agreed to be a spokesperson.”  

From there, Kardashian shared her experience on The View, 
and another migraine sufferer gave it a try and joined the ranks, 
Whoopi Goldberg, who had been suffering for 40 years. And if  
you’re a NASCAR fan, you’ll see Nurtec advertising on the 51 
car of  Rick Ware’s racing team throughout 2021. Ware’s son 
Cody has been suffering from stress-induced migraine since he 
was 18 years old, so for him, the conversion from hopeful patient 
to evangelist was similar. Coric summed it up to Pharm Exec, “It’s 
the patient story. We’re dedicated to following the patient’s story 
and telling it in a genuine way. That’s what we’re about.”

Despite fierce competition from players with much larger foot-
prints, Biohaven looks to become the market leader in the oral 
CGRP space. Coric plans to stick to its small company roots, 
staying smart, nimble, and applying its digital-first, patient-centric 
strategy to other neuroscience solutions, much like it did when it 
launched Nurtec a couple weeks after the arrival of  COVID-19 
in the US.  
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options! Previously, re-doing a patient or market 

segmentation was a big endeavor, and there were 

limited data resources to support very detailed, 

granular segmentation.

Recently, the availability of real-world data 

has enabled a massive increase in the level of 

detail forecasters can use to approach their 

segmentation strategy. In this webinar, we’ll look 

at different methods of market segmentation and 

how to evaluate the tradeoffs between different 

segmentation strategies for your product.

3 Key Takeaways

• Why market segmentation matters for your 

product strategy

• How real-world data is changing the way 

forecasters segment their forecasts

• Can more detailed segmentation help  
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Formidable Option

Orgovyx
Hopeful new standard of care for advanced 
prostate cancer capitalizing on momentum
By Andy Studna

M yovant Sciences ushered in the new year of  2021 
the very best way the company knew how: its first 
drug launch. Receiving FDA approval on Dec. 18, 
2020, following priority review, Orgovyx® (relu-

golix) is the first and only oral gonadotropin-releasing hormone 
(GnRH) receptor antagonist for the treatment of  adult patients 
with advanced prostate cancer. 

Orgovyx works by blocking the pituitary gland from making 
hormones called luteinizing hormone and follicle-stimulating 
hormone, which reduces the amount of  testosterone the testicles 
can make.

“The approval and availability of  Orgovyx is a meaningful step 
as Myovant works to bring about a new standard of  care for men 

with advanced prostate cancer,” Dave 
Marek, CEO of  Myovant Sciences, told 
Pharm Exec. “Orgovyx was shown to be able 
to rapidly reduce testosterone levels without 
an initial hormonal surge.  Additionally, the 
Phase III HERO study showed that when 
therapy is stopped, more than half  of  
patients in the exploratory subgroup had tes-
tosterone levels return to normal over the 

course of  a couple of  months. The Orgovyx efficacy and safety 
profile* offers an option that may fit the needs of  patients and 
physicians, providing control of  testosterone, which is important 
in the treatment of  advanced prostate cancer.”

Prior to Orgovyx being available through authorized specialty 
distributors on Jan. 5, 2021, adult patients with advanced prostate 
cancer could only receive treatment through injections or small 
implants under the skin. One such therapy, androgen deprivation, 
uses drugs to lower levels of  the hormones that help prostate can-
cer cells grow. Now, with the approval of  Orgovyx, men with 
advanced prostate cancer can have the efficacy and safety profile 
of  a GnRH antagonist in a daily one-pill treatment option that  
potentially reduces the need for clinic visits and injections. “In this 
way, we believe that Orgovyx has the potential to be a new stan-
dard of  care in androgen deprivation therapy,” says Marek.

In addition to its first approval, the Swiss company also wel-
comed 2021 by agreeing to a new partnership with Pfizer, which 

paid $650 million-plus to co-market Orgovyx. According to 
Marek, the efficacy and safety data from the Phase III HERO 
study of  Orgovyx in men with advanced prostate cancer, published 
in the New England Journal of  Medicine, generated excitement from 
several potential partners. 

“While we were fully prepared to launch without a collabora-
tion, after thoughtful review, we chose Pfizer as an ideal partner 
based on their robust capabilities and significant experience in 
prostate cancer and women’s health,” says Marek. “Pfizer has 
been an outstanding partner and an important contributor to our 
early launch success.”

In the randomized, open-label trial, patients received either 
Orgovyx once daily or injections of  leuprolide, another hormone-
targeting drug, every three months for 48 weeks. The objective 
was to determine if  Orgovyx achieved and maintained low enough 
levels of  testosterone by day 29 through the end of  treatment. The 
622 patients who received Orgovyx had a castration rate of  96.7%.

LOOKING FORWARD
Following launch, Myovant reported Q4 FY20 Orgovyx product 
revenue of  $3.6 million in its first launch quarter in addition to 
having greater than 2,000 prescribed patients through April. The 
momentum from launch has continued to accelerate with net 
product revenues of  $10.5 million for first quarter 2021, which 
exceeds analyst expectations for a consecutive quarter.

“This performance reflects the consistent positive feedback 
we’ve received from clinicians on the differentiated clinical profile 
of  Orgovyx,” says Marek. “Despite this early success, we know 
we have much more road in front of  us to enable more patients 
to have the opportunity to benefit from Orgovyx.”

Immediately following launch, Myovant and Pfizer were tar-

Dave Marek
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geting healthcare providers while building out payer coverage for 
Orgovyx. Now, the companies are expanding their engagement to 
reach out more directly to men with prostate cancer. “We’re pleased 
with the payers’ recognition of  the efficacy, safety, and administra-
tion profile of  Orgovyx that has contributed to our early coverage 
success,” says Marek.

As of  July 1, 2021, Myovant and Pfizer have achieved commer-
cial (over 60%) and Medicare Part D (over 70%) coverage for 
Orgovyx. The companies are continuing to engage in negotiations 
with payers to make 2021 coverage decisions and expect to achieve 
broad coverage before their original calendar year-end 2021 goal. 
Marek adds, “We have formed the beginnings of  a foundation that 
we believe can support our long-term vision: to establish Orgovyx 
as the standard of  care for androgen deprivation therapy for men 
with advanced prostate cancer.”

Even while looking forward to the continued success of  
Orgovyx, there is still much to be said about the efforts put forward 
by those who contributed during one of  the peaks of  the COVID-
19 pandemic in late 2020. The initial phase of  commercial plan-
ning was led by board member Adele Gulfo, and later assumed by 
newly appointed Chief  Commercial Officer Lauren Merendino. 
Through the relationship of  majority shareholder Sumitovant Bio-
pharma, Myovant leveraged the capabilities of  Sunovion as its 
market access partner to expedite contracting and distribution 
execution. In addition, Pfizer’s team of  experienced sales reps was 
on board just four weeks after launch to further expedite outreach. 
Marek concludes, “I’m proud of  what our team and partners 
accomplished as they truly exemplified our culture of  collabora-
tion where we are all unified and devoted to improving the lives 
of  patients with advanced prostate cancer.”  
* For full efficacy and safety information about ORGOVYX, please see the full prescribing infor-
mation here: https://bit.ly/38xjVA0

Fear Factor

Palforzia
Peanut allergies raise fears among parents, 
teachers, but treatment is now available
By Elaine Quilici

L iving with peanut allergy can be like living in an earth-
quake zone. Sufferers might go through life enduring 
tremors in the form of  a tingling sensation around the 
mouth or hives, but the life-threatening chance of  “the 

big one” always looms. Not knowing if  or when it will occur can 

leave patients and their families in a constant state of  anxiety. The 
Jan. 31, 2020, FDA approval of  Aimmune Therapeutic’s Palforzia® 
[Peanut (arachis hypogaea) Allergen Powder-dnfp] has helped 
relieve some of  that stress.

“Even if  you don’t have children or family members or are your-
self  affected by food allergies…the impact of  these things on peo-
ple’s daily lives [can be great],” says Andrew Oxtoby, president and 
CEO of  Aimmune. “It’s completely disruptive in terms of  whether 
or not [families] decide to eat at restaurants or go on vacation. It is 
something beyond the clinical aspect of  a potential inflammatory 
reaction. It’s not knowing day to day whether your child is going to 
be exposed to something that may potentially kill them.”

Aimmune’s new product, Palforzia, is an oral immunotherapy 
treatment for peanut allergy that gradually exposes patients to 
increasing amounts of  the allergen. Over time, patients are able to 
tolerate a greater amount, and their immune system is essentially 
reprogrammed until they reach a maintenance phase.

“We’re not looking to have it so that people can dig into peanut 
butter sandwiches,” says Oxtoby. “What we’re trying to do is make 
sure that in the event that they are exposed to some amounts of  
peanut, either inadvertently by eating another cross-contaminated 
food or by being exposed to it, the chance of  them having a severe 
reaction is greatly reduced.”

The treatment is approved for children ages 4 to 17, and those 
who have experienced a serious allergic reaction seem to be highly 
motivated to take it. “Palforzia can instill confidence that there is 
an FDA-approved option, which is covered by insurance programs, 
that families can discuss with their physician,” says Oxtoby. “It is 
well-researched, well-studied, and has a well-characterized manu-
facturing process. It provides them the chance to take back control 
of  their lives. It’s about empowerment.”

The prevalence of  peanut allergy among children has risen in 
recent years. In fact, a 2013 report by the Centers for Disease Con-
trol and Prevention estimated that between 1997 and 1999, food 
allergies affected about 3.4% of  American children. By 2011, that 
number reached 5.1%. According to the organization Food Allergy 
Research & Education (FARE), results from a 2015–2016 survey 
indicate that 5.6 million children, or nearly 8%, have food allergies. 
That’s about two children in every classroom.

Introducing children to foods earlier in life can be one way of  
addressing allergies. Oxtoby hopes that therapies such as Palforzia 
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will start having an impact and ultimately cause a decrease in the 
incidence of  allergic reactions.

Oral immunotherapy has been around for many decades in 
various conditions, including food allergy. There are centers around 

the US that offer similar desensitization treat-
ments for a variety of  food allergies. 

However, the difference with Palforzia is 
that patients now have the knowledge that 
the drug has been rigorously studied through 
randomized controlled trials and approved 
by FDA. Every dose has the same allergenic 
profile and is precisely weighed so families 

know that their child is getting exactly what is prescribed.
“In some cases, the very first dose is the equivalent of  one-six-

hundredths of  a peanut,” says 
Oxtoby. “While some individual 
clinics may have been doing this 
in an off-label fashion for years, 
precisely measuring out one-six-
hundredth of  a peanut consis-
tently, accurately weighing the 
amount of  peanut, and having the 
right and consistent allergenic 
profile through the up-dosing 
phase is a difficult process, as you 
can imagine. We’ve been able to 
bring that through the formal 
manufacturing process and clini-
cal trial rigor that we have.”

While some food allergies nat-
urally alleviate over time, peanut 
allergy is persistent—80% of  chil-
dren do not outgrow it. In contrast, egg and milk allergies only 
last into adulthood about 20% of  the time. This is one reason 
Aimmune chose to address peanut allergy first. However, the 
company currently has a Phase II program in egg allergy, as well 
as a multi-nut allergy product.

Launching Palforzia in the face of  the COVID-19 pandemic 
wasn’t easy. “I certainly would never recommend anybody launch 
a new product in the midst of  a global pandemic,” says Oxtoby. 
“It’s not advisable. But nobody could have predicted this. We got 
approved on Jan. 31 and set about our launch as we had origi-
nally planned. We had our account managers trained and talking 
to allergists during February, getting them certified in the [FDA-
required] Risk Evaluation and Mitigation Strategy [REMS] pro-
gram to be able to administer the product.”

Oxtoby recalls the first child was given Palforzia in Atlanta on 
March 13, 2020—the exact day the US president declared a 
national state of  emergency. The most acute effect was that many 
allergy practices closed their doors. As they gradually reopened, 

their attention was not on adopting new immunotherapies, how-
ever. Many were simply trying to stay in business, provide care 
to existing patients, and address more common issues such as 
environmental allergies.

Aimmune was unable to move forward with some of  the nor-
mal launch activities it had planned, including immersive in-
person training workshops scheduled around the country. In addi-
tion to rethinking launch strategies, the company had to face 
issues with the treatment itself.

“We didn’t want to appear tone deaf, to ignore the fact that 
our treatment requires patients to go into the physician’s office 
for 11 up-doses during a six-month period,” says Oxtoby. “That’s 
something that in a normal environment people understand and 
can sign up for and plan for. In an environment where people 

were reluctant to leave their homes, 
that’s not ideal. So, we put a lot of  
things on hold until this year, and 
we’ve just really started to launch 
this drug in the way that we always 
intended to.”

Another aspect of  COVID that 
affected Palforzia’s uptake were 
modified school schedules that 
often eliminated lunchtimes. Many 
parents weren’t in a rush to adopt 
the therapy because they were able 
to closely monitor their children’s 
diets at home. Even though they 
understood the long-term benefit 
of  Palforzia, there was no immedi-
ate need to begin treatment during 
lockdown. In fact, many patients 

have signed up for the program but are waiting to start the prod-
uct until school resumes on a more normal schedule.

COVID wasn’t the only disruptor for Aimmune during 2020. 
Oxtoby, who was chief  commercial officer at the time of  launch, 
transitioned to his current role of  president and CEO in October 
2020, just when the company was being acquired by Nestlé Health 
Science and right before Palforzia’s EU approval in December. 
Managing such change reinforced the value of  frequent commu-
nication for Oxtoby. “With people working virtually, you have to 
think about how to make sure they feel like they’re still part of  the 
company and the community, and focused on the mission,” he says.

Oxtoby understands that not every drug is right for every 
patient, but Palforzia marks a major step forward for the food 
allergy community. “We’re the first and only approved treatment 
for any food allergy,” he says. “There are over 1.6 million chil-
dren within our label with peanut allergy in the US. There’s an 
awful lot of  children out there that are hopefully going to ben-
efit from this.”  

Andrew Oxtoby
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Rethinking Obesity 

Wegovy
New drug aims to turn obesity into treatable 
chronic condition 
By Julian Upton

O ne remarkable feature of  Novo Nordisk’s Wegovy 
(semaglutide) story is the lightning speed of  the US 
launch, one of  the fastest ever for the organization. 
The sales team was in the field with the obesity 

drug just 72 hours after its FDA approval on June 4, 2021; it hit 
the pharmacy shelves on June 18. Doug Langa, executive vice 
president, head of  North America operations and president, 
Novo Nordisk US, attributes this giddying momentum to a “one-
team approach.” The drug had already sped quickly through 
the FDA approval process thanks to a priority review voucher; 
in the face of  a condensed timeline, “everybody really stepped 
up,” Langa told Pharm Exec. “From development through regu-
latory to sales and marketing, we all worked together with a sin-
gular purpose.” 

Even with the COVID pandemic pushing pharma to raise its 
game like never before, we might ask what the hurry was. But Novo 
has been eager to move forward with Wegovy since Phase III results 
released in February showed that one-third of  patients taking sema-
glutide lost more than 20% of  their body weight during the 
68-week trial. Novo’s existing obesity treatment, Saxenda, launched 
in the US in 2015, was doing “solid business,” but this drug requires 
a daily injection; patients taking Wegovy need just a weekly injec-
tion. Further, Wegovy is “significantly more potent than all of  the 
currently available weight loss medications,” Novo has stated. 
What’s more, the 100,000 patients taking Saxenda represent just 
“a small fraction of  the patient pool,” Langa told Pharm Exec. “We 
have a hundred million people in the US with obesity, roughly 
42% of  the adult population. And less than 3% currently receive 
anti-obesity medications (AOMs), so there is a huge unmet need 
for a treatment like Wegovy to help people lose weight and keep 
it off.” It seems clear why Novo didn’t want to wait around.

Still, for Langa, a 30-year veteran of  pharma, obesity remains 
“one of  the most challenging disease states” he’s been involved 
in. “It’s still misunderstood; it’s still underdiagnosed. There’s still 
this stigma and bias associated with it,” he explains. “It’s gut-
wrenching at times to hear people say obesity is not a disease, it’s 
just a result of  lack of  willpower. But we know that it’s a matter 
of  biology. It is a serious chronic and progressive disease; it’s 
associated with decreased life expectancy and is a gateway into 
something like 60 other health conditions.” For years now, Novo 

has been focusing on three areas to improve understanding 
around obesity, and this work continues apace. The first is getting 
more healthcare professionals to recognize obesity, to treat it as 
a chronic disease, and be willing to write prescriptions for it, along 
with recommending diet and exercise. “Quite simply, we need 
more HCPs treating obesity,” says Langa. Second, he says, there 
aren’t enough people with obesity seeking treatment; the afore-
mentioned stigma is preventing those with the disease from talk-
ing to HCPs about it. The third issue is the problem of  payer 
resistance to putting AOMs on the formulary. “We need access 
and reimbursement, just like any other product,” says Langa. 
“Seniors, for example, can’t even get a prescription benefit in 
Part D for AOMs and obesity medication.”

The promotional campaign around Wegovy, offering virtual 
training sessions for 5,000 HCPs and the creation of  an educa-
tional website called Rethink Obesity, looks however to have 
played a big part in combating the negative thinking around the 
disease. “Unaided awareness” of  Wegovy among HCPs is over 
50%, “which is really incredible for a launch product,” says 
Langa. More than that, when the drug hit the market, initial 
demand outstripped supply, resulting in product delays of  up to 
four weeks. Novo is ramping up production of  Wegovy in an 
attempt to close this gap. “We take ownership of  this issue and 
we’re working 24/7 to correct it,” says Langa, “but it’s going to 
take some time to meet the demand.” He expects this to happen 
“by early 2022, if  not sooner.” 

Temporary shortage issues aside, the response to Wegovy’s 
launch led investment banking company Jefferies to report that 
the drug “has the potential to at least double or triple” the obe-
sity market. Taking a more measured tone, Langa told Pharm 
Exec, “We’re certainly encouraged and enthused about the early 
interest from HCPs, but we need to work through the current 
supply constraints first and then see what the demand curve 
finally looks like.” The most important thing, he adds, is that 
“we believe in the clinical profile of  the product and what it can 
mean for patients.”  
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C ompanies decide how much to spend for launch 
based on many factors, including their expectations 
for the product and where it fits in the overall cor-
porate strategy. It is common, though, for compa-

nies to wait to increase their spending until the year before 
launch. This is especially true for emerging companies that 
tend to be resource-constrained and risk-averse until they are 
certain that launch is imminent. The problem with this wait-
and-see approach is that many clinical-stage companies find 
themselves either underfunding launches and underperform-
ing in the market, or overfunding launches too late in the 
launch period in an attempt to catch up, thus incurring costs 
that do not add incremental value to commercial success.

Syneos Health conducted a survey and executive round-
table of  more than 300 industry leaders across biopharma, 
finance, and advisory executives in small-to-midsized compa-
nies to better understand their experiences in launch invest-
ment strategy, including launch forecasting; breakeven expec-
tations; timing, levels and drivers of  launch and Selling, 
General & Administrative (SG&A) spend; and key areas of  
spend. We explored potential reasons why executives tend to 
underspend, how spend expectations differ by role and experi-
ence and how companies can course correct. 

EXISTING EXPERIENCE IN SG&A LAUNCH SPENDING
We previously published an in-depth analysis of  pre-launch/
launch-year SG&A spend in a sample of  emerging companies 
launching their first product to understand the threshold of  
SG&A investment needed to increase the probability of  a suc-
cessful launch. As shown in Figure 1 on the following page, 
the study found that companies that spent a minimum of  75% 
of  their launch-year forecasted revenue in their pre-launch 
year (L-1) had higher rates of  launch success as defined by           
achieving analyst consensus forecast. 

Not a single company that spent less than 75% of  their 

launch year forecasted revenue in L-1 achieved a successful 
launch. Excessive overspending didn’t necessarily help either. 
Less than half  (40%) of  the companies that spent more than 
250% of  their launch-year forecasted revenue in L-1 failed 
to achieve their forecasted revenue potential. The study 
revealed an L-1 launch spend “sweet spot” in the 75% to 
250% range. While companies frequently underspend, inves-
tors and advisory professionals who guide biopharma execu-
tives on these exact SG&A decisions consider higher levels 
of  spend more appropriate.

• Underspending is the norm, but finance/advisory pro-
fessionals expect more. Company executives are more con-
servative in their spend expectations than are financial/advi-
sory professionals. 

• Three years prior to launch, a little more than one-third 
(38%) of  the biopharmaceutical executives expect to spend 
greater than 50% of  projected launch-year revenues, compared 
to more than two-thirds (68%) of  finance and advisory profes-
sionals—a 30% gap between the two groups. 

• Two years prior to launch, slightly more biopharmaceu-
tical executives (49%) expect SG&A spend at the greater than 
50% level, compared to three years prior to launch. The 
finance and advisory professionals spend at L-2 stays roughly 
the same (67%), which reduces the gap slightly between the 
two groups (compared to L-3) but remains significant—in this 
case, 18%. 

This difference may be due to an inclination on the part of  
biopharmaceutical executives to hedge development risk by 
tying spending to expected development and financial mile-
stones, such as clinical program progression, fundraising and 
partnering agreements, and regulatory filing acceptance/ 
approval. Stage-gating is an industrywide practice, and a high 
proportion of  biopharmaceutical executives in our survey 
(78%) indicated they have delayed launch spend due to a stage-
gating strategy. However, it can be challenging to “catch up” 
in spending after milestones are met, potentially resulting in 

Investing for Success
Finding the Right Launch Balance
Challenge assumptions and reset expectations when it comes 
to pre-launch SG&A investment to increase the odds of 
commercial success

NAVEEN MURTHY 
Senior Managing Director, Head of 
Product and Franchise Strategy
SACHIN PURWAR 
MICHAEL SARSHAD 
Directors 
SCOTT COONS 
Launch Manager

all with Commercial Advisory Group,
Syneos Health Consulting
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Figure 1. SG&A spend expectations by role, as a percentage of Year 1 forecasted revenue.
Source: Syneos Health

an inefficient use of  resources and a shorter planning window 
available around launch. The runway from investment to 
approval might be as short as six months, leaving little time to 
sufficiently lay the groundwork and prepare the market for 
product entry and market access, especially for more innova-
tive or potentially practice-changing therapies. 

Executives may have low pre-launch spend expectations for 
other reasons, too—for example, if  they perceive there will be 
difficulty making the business case for investment; if  they expe-
rience challenges in their ability to demonstrate cash manage-
ment abilities to the company’s board and investors; or if  they 
have other priorities given their assessment of  product poten-
tial or its place in their overall corporate strategy.

MORE LAUNCH EXPERIENCE ASSOCIATED WITH 
HIGHER SPEND EXPECTATIONS
We also assessed to what degree biopharmaceutical executives’ 
pre-launch spend expectations might be influenced by their 
previous launch experience. As shown in Figure 2 on page 36, 
we found those who had launched at least three products are 
not only willing to spend more each year pre-launch than their 
less experienced counterparts, but also tend to invest more 
appropriately. Specifically: 

1. Launch Experience: Executives with experience launch-
ing just one product do not expect to spend enough to meet 
the >75% threshold in L-3 and L-2 prior to launch; just 6% 
of  them expect to spend sufficiently in L-1.

2. Launch Experiences: Executives with two launch experi-
ences expect to spend more, but less than still is optimal 
because they are not starting to spend sufficiently until L-2.

3. Launch Experiences: Executives with three launch expe-
riences expect to spend more optimally by doing so earlier in 
L-3 as they begin engaging with and preparing the market, 
and they continue to invest through L-2 and L-1.

COURSE-CORRECTING FOR OPTIMAL PRE-
LAUNCH INVESTMENT
Our research suggests that it is wise to challenge assumptions 
and reset expectations when it comes to pre-launch SG&A 
investment, both with regard to the timing of  certain activities 
and levels of  investment needed to increase the odds of  com-
mercial success. Strategies include:

• Clearly define the opportunity and critical success factors: 
This is critical, and yet companies often lack the robust insights 
required to build a strong business case to use with investors. 
To address this, companies should look to gain a firm under-
standing of  the market by conducting a scenario-based oppor-
tunity assessment, conducting it early and updating it as con-
ditions change. 

• Align launch investment with corporate strategy and prod-
uct potential, earlier in the process: Have a good sense of  
market dynamics and product potential in order to make tar-
geted investments to pull forward the strategy. Certain market-
shaping activities, such as disease-state education and aware-
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With the increase in rare disease treatment development, there’s an 
even stronger need for natural history evidence to help inform everything 
in the development lifecycle – from clinical trial design through payer 
discussions. As the appetite for natural history data grows, so do the 
number of sources and methods for obtaining those data. 

From the front end of clinical development, to building out endpoints 
and finding patients for a study, there are different methods to 
conduct natural history of disease (NHOD) studies to drive meaningful 
patient results which, in turn, will fit your desired goals. The best 
approach for your needs requires a balance of desired evidence, 
audience, geography, timeline, and budgets. But how do you know 
what that could or should look like? 

During this webinar, IQVIA experts will be joined by a partner 
organization, United Rheumatology, for an engaging discussion 
around the different methods to successfully conduct a NHOD study. 
This webinar will cover various strategies including literature reviews 
to partnering with patient organizations, direct-to-patient registries, 
retrospective chart reviews, and other emerging approaches to execute 
NHOD studies in your clinical development program. 

The conversation will highlight different successful outcomes in 
clinical trial support as well as understanding how to use data to 
uncover patients with a rare disease (or those who may be candidates 
for a clinical study) with special focus on the use of patient advocacy 
groups and patient-generated data.

3 key takeaways

• Discover the diversity of NHOD studies and how to consider 
the study needs when deciding on the design and operational 
approach. 

• Uncover how disease-specific databases can provide direct real 
world evidence of patients’ natural history to create context for 
clinical development. 

• Learn about the value of patient advocacy groups and the value 
of patient-generated data in the pursuit of NHOD information.
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ness programs, conducting appropriate and early primary and 
secondary market research with KOLs, HCPs, payers, and 
patients, as well as peer-to-peer programs, require a longer 
runway, and the efforts and investment can pay dividends at 
launch.

• Reassess pre-launch investments over time: Be prepared 
to challenge assumptions about what spending levels should 
be at key clinical, regulatory and financial milestones, backed 
by comprehensive market analysis and launch expertise. 

• Explore synergistic partnerships: Teaming up with other 
organizations can help secure additional funding while offset-
ting any perceived development risks and supports the sharing 
of  critical knowledge and resources. This could include part-
nerships with other companies in similar therapeutic areas 
with common interests. 

• Surround yourself  with launch experience and expertise: 
Build a team that is experienced in the market and has launch 
experience in a similar therapeutic area. Look outside the com-
pany for third-party perspectives and partners who can bring 
in best practices and case studies from other launches in order 
to avoid costly missteps early on. 

• Invest more resources upfront in breaking down silos and 
integrating strategic planning across functions: Plan to inte-
grate strategic imperatives across the various functions and 
key stakeholders in the market. Clearly identify how each 
activity can be mapped back to the strategic imperatives and 

outline the level of  resourcing required to successfully com-
plete those activities.

• Define the impact of  delaying spend: It is critical to clar-
ify the strategic choices the organization is making in delaying 
spend and what tradeoffs are taking place as a result. This will 
help identify priority areas for investment and create transpar-
ency if  the product does not capture full value.

• Schedule formal check-ins with your executive team and 
Board: Having formal check-ins to review the spending strat-
egy can help identify potential reasons for deviation, such as 
changes in the competitive and market access landscape or 
new market research insights, and support investment to take 
corrective action.

CONCLUSION
Risk is inherent to the business of  drug discovery, and clinical-
stage companies launching their first product have an acute 
awareness of  this fact. This, in part, helps explain why many 
companies either underfund launches while hedging bets on 
their product’s potential, or attempt to play catch-up too late in 
the game and end up incurring unnecessary costs that add little 
incremental value. Keeping the above strategies in mind—which 
will involve thoughtfully challenging a few assumptions about 
pre-launch SG&A spend along the way—can help emerging, 
clinical-stage companies spend more appropriately and strategi-
cally, thus increasing their potential for launch success. 

Figure 2. SG&A spend expectations by launch experience, as a percentage of Year 1 forecast.
Source: Syneos Health
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Developing a Product 
Launch Strategy for an 
Orphan Drug
Commercializing an orphan drug can be challenging, however, 
using a framework and a checklist that incorporates the right 
elements can prove beneficial

AMANJEET SALUJA
Principal, Axtria

NITIN RIYAL
Director, Axtria

W ith shrinking pipelines, increasing treatment 
costs, stiffer competition, and stricter regula-
tions, pharma companies struggle more than 
ever to make their drugs succeed. With orphan 

drugs (ODs), commercialization is even more difficult given the 
lack of  knowledge about the disease state, fewer analogs to derive 
lessons from, and little understanding of  the patient experience. 
Thus, pharma companies must invest early in the drug develop-
ment lifecycle to understand market requirements and implement 
a robust product launch strategy. A well-planned go-to-market 
framework should follow an integrated approach from developing 
a winning commercialization strategy to operationalizing it.

CHALLENGES IN COMMERCIALIZING ORPHAN 
DRUGS
Pharma companies face unique challenges when commercial-
izing ODs. Due to these factors, the rare disease (RD) and OD 
commercialization model differs significantly from non-RDs and 
non-ODs. 

Here are four of  the top challenges:
Diagnosis issues: Often, doctors struggle to diagnose RDs 

as patients face long evaluation times and multiple physicians 
before diagnosis. Further, patients may struggle to find physicians 
with the right expertise to provide an accurate, speedy diagnosis. 

Medical and economic burdens: RDs may cause patients 
chronic or progressive physical deterioration, disability, or early 
death. This causes patients, caregivers, and their families signifi-
cant financial burden. The latest reports show that in 2018, the 
mean annual OD patient cost was $150,854 versus just $33,654 
for non-OD patients. 

Pricing and value assessment issues: Rare diseases bring 
challenges involving research and health technology assessment, 

clinical outcome assessment, drug valuation, and use of  traditional 
health economic models of  outcome assessments that may not 
apply or require adjustments when applied to ODs. 

Government role and rare disease patient organiza-
tions (RDPOs): Globally, government reimbursement for ODs 
vary as questions arise regarding the return-on-investment of  
spending significant resources on RDs affecting few people. The 
number of  non-OD indications for OD drugs is also increasing, 
likely causing the tax credit cut for OD clinical trial costs from 
50% to 25%, as the FDA reports. Lastly, RDPOs, defined as non-
profit organizations representing the needs of  patients with RDs, 
play an increasingly important role in advocating research for RDs, 
prioritizing RD research by governments and pharma companies, 
and promoting greater involvement of  patients and related indi-
viduals in research.

COMMERCIALIZATION ELEMENTS FOR ORPHAN 
DRUGS
Successfully commercializing ODs requires a range of  strategic 
and tactical elements for pharma companies to implement. These 
elements are listed below in approximate chronological order 
according to the life cycle of  the product, from the clinical trial 
stage through to post-launch:  

1. Patient development for RD clinical trials: Pharma  
must work closely with patients and RDPOs to recruit clinical 
trial patients. 

2. Improvement in RD diagnosis and treatment: Pharma com-
panies must collaborate and share data on RD mechanism dis-
covery and accelerate pathways for patients to accurate diagno-
ses. Further, they must educate physicians, engage patients, and 
create an RD physician registry for patients. 

3. Market access and patient affordability: Pharma companies 
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need to develop strong RD health economic models to demon-
strate value to payers to subsidize patient healthcare costs.

4. Pre-launch preparations: Pharma companies should increase 
efforts pre-launch to ensure a successful OD launch.

5. Sales and marketing activities: Pharma should harness a 
solid digital and social media presence for patient, caregiver, phy-
sician, and key opinion leader (KOL) engagement. Further, com-
panies should provide caregivers greater support, conduct patient-
journey analyses, and prioritize informative sales and marketing 
strategies over traditional persuasive approaches. 

6. Specialized supply chain development: Pharma companies 
must understand the distribution of  ODs for RDs through spe-
cialty pharmacy and buy-and-bill channels. Specific OD treat-
ments may require specialized supply chains. 

7. Engagement with government agencies and policy decision-
makers: Pharma companies must actively engage with govern-
ment agencies and policy decision-makers to address the  eco-
nomic and social impacts of  RDs. 

8. Greater cross-functional collaboration with internal pharma 
organizational units: Pharma tends to run initiatives in silos and 
stick to legacy systems. These behaviors cause commercial initia-
tives to trail behind clinical and result in poor launches. To break 
these barriers, the industry must think through initiatives well, 
adopt cross-functional approaches, and leverage data and analyt-
ics to help launches succeed.

RARE DISEASE DRUG LAUNCH USE CASE
A specialty pharma company was in the advanced stage of  
launching a novel drug for a RD. The business team struggled to 
answer the basic questions around the target population, top treat-
ers, and the treatment journey. Together, we collaborated with 
the client to develop a commercialization strategy after a thorough 
analysis of  the patients’ treatment journey while answering the 
following questions:

• Who is the target customer? How can we target them?
• What is the precise patient pool?
• What would the go-to-market model look like?
• What will be the salesforce size, structure, and deployment 

strategy?
This rare disease had a high misdiagnosis rate, which made 

determining the specific patient population difficult. In addition, 
the disease had a complex diagnosis and treatment process involv-
ing multiple healthcare professionals (HCPs), causing difficulty in 
determining the correct targets. 

The analysis involved using multiple datasets, including patient-
level data and HCP affiliation data. Given the disease’s complex 
treatment and diagnosis patterns, several dataset instances involved 
the alignment of  a single patient with multiple HCPs and led to 
the difficulty in the HCP segmentation and valuation process 
resulted. Targeting also became challenging as the exercise 

required identifying HCPs with the most recently treated or diag-
nosed patients. The company also faced difficulty identifying high-
value HCPs as the ZIP code information in the patient and HCP 
data differed.

For the go-to-market strategy, we followed a five-step approach 
to segment and target the HCPs, which included: 

1. Patient journey and segmentation schema
2. Customer segmentation
3. Customer valuation and targeting
4. Salesforce size, structure, and deployment
5. KOL identification
Each of  these fives steps involved specific activities including 

using longitudinal patient-level data to examine how HCPs treat 
specific patient segments that classified as priority targets; defining 
high-value targets and ensured optimized salesforce coverage using 
a robust go-to-market approach, including salesforce size, structure, 
and alignment; and using a local, regional, and national sphere of  
KOL influence (while indexing distances for population density).

KEY TAKEAWAYS AND BENEFITS  
Using the framework outlined, we helped the client upgrade its 
processes in the following ways:

1. Efficient targeting: created a precise patient pool that increased 
efficiency in the targeting process

2. Personalized messaging: tailored to HCP segments
3. High-value HCPs: defined the HCPs’ value and identified 

their roles and positions in the patients’ treatment journeys
4. Execution strategy: developed a targeted go-to-market 

approach including the optimal salesforce size, structure, and align-
ment while factoring in the local market nuances, real-world con-
straints, sales leaders’ preferences, and data gaps

5. Dossiers: created intuitive and impactful territory and region-
level dossiers 

To give a drug a robust and early head start, companies must 
understand the market and customers early in its life cycle. This is 
especially relevant in orphan diseases that might involve multiple 
stakeholders in various stages of  the patient journey. In these sce-
narios, identifying the HCPs and KOLs that need targeting is of  
utmost importance. Companies can then approach these high-value 
customers with segment-appropriate messaging. 

Pharma companies must perform a thorough analysis of  the 
treatment journey to develop a foolproof  commercialization strat-
egy. The orphan and rare disease landscape poses a limitation in 
terms of  limited data availability and treatment journey under-
standing. However, by studying the analog and proxy market, it is 
possible to create an effective go-to-market strategy that ensures 
launch success. Overall, a successful launch in these constrained 
disease populations should involve a strong understanding of  end-
to-end commercialization processes driven by strong advanced ana-
lytics expertise and deep experience in the rare disease space. 
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Wondering how you can expand real world evidence 
(RWE) knowledge and buy-in in your Pharma or MedTech 
organization? Curious about how you can initiate increased 
innovation around RWE? Regardless of the size and scope 
of your organization, how can you help address these 
considerations and turn them into opportunities for innovation? 

During this on-camera webinar, IQVIA experts will be joined by 
a current IQVIA customer to highlight strategic approaches and 
actionable tactics for building and improving RWE knowledge 
throughout your organization to help tap into new opportunities. 
Whether you work for an established organization or a growing 
one, there are different needs and often gaps that can be 
closed by taking the time to educate and train teams in an 
interactive and rewarding way. IQVIA’s Real World Academy On-
Call is an effective resource to help you meet those needs. 

The webinar will be of most interest to those in biopharma 
and medical device and diagnostics companies, with roles 
focused in RWE Centers of Excellence, HEOR, Medical Affairs, 
Epidemiology, Clinical Development, Market Access, and Brand. 

3 Key takeaways

• Actionable ways to fill RWE knowledge gaps, ranging from 
foundational education to innovative applications

• Best practices by which to generate internal support for 
RWE and communicate its value at a product level 

• Use of tactics that can amplify a consistent and unified RWE 
message for your product both internally and externally 
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S tartup and small-sized biopharmaceutical companies 
must navigate an array of  challenges when they plan 
to go to market with their new drug—whether they 
already have a few products on the market or are 

launching their first treatment. Approximately 40% of  new drugs 
launched in the past 15 years underperform financial forecasts 
by more than 20%.1 The breakdown can happen at many differ-
ent points along the commercial journey. Taking precautions 
along the way can help companies avoid pitfalls and better lever-
age market opportunity.

1. COMMERCIALIZATION TEAM: VETERAN LEADERS 
OR STARTUP DOERS?
Many startups build teams of  highly skilled and experienced lead-
ers from large pharma companies only to realize later that while 
these individuals are great leaders, they are no longer accustomed 
to rolling up their sleeves to perform the critical business activi-
ties needed for market success.

The key step in building a high-functioning commercialization 
team is to be mindful of  the skillsets needed internally versus those 
a company might leverage from external sources—think less about 
leaders and more about “leader doers” who have a mix of  small 
and large company experiences. These individuals will under-
stand how to leverage a process learned in a larger organization 
while moving efficiently to the end goal. Discard the notion that 
a good candidate has to already be a therapeutic expert. Diversity 
of  backgrounds and therapeutic experiences typically result in 
the most creative solutions.

2. LEADERSHIP: DOES GOOD SCIENCE  
SELL ITSELF?
All too often, we encounter founders who are exceptionally gifted 
scientists, researchers, or product innovators. At the end of  the 
day, a startup is about bringing products to market, and in today’s 
complex market, good science is not enough.

During the transition from Phase II to Phase III clinical trials, 

it is best for a new leader to take the reins. This does not mean a 
company is abandoning great scientific advancement, but it does 
mean it is prioritizing the business acumen required to build and 
execute a successful product commercialization strategy. 

With success, it will be able to fund the scientific exploration 
that delivers on the vision and mission the founder originally had 
for the company.

3. MARKET: WHAT IS THE TRUE MARKET 
OPPORTUNITY? 
True innovation often finds solutions to problems that are not 
well understood or even documented. This can mean a product 
is entering a market where no market previously existed. Chief  
commercial officers (CCOs) working in uncharted waters need 
to force themselves to build a situation assessment of  the target 
market today and memorialize assumptions about the market. 
Such a document will inform and guide a strategic plan going 
forward and identify gaps in knowledge that, when answered, 
might serve to define additional go-to-market requirements such 
as clinical evidence, packaging nuisances, and messaging strate-
gies. Especially in unestablished markets, the application of  expe-
rience from other markets can help to chart a strategic course 
for commercialization.

4. SALES: DO PERSONAL RELATIONSHIPS MATTER 
IN THE DIGITAL AGE?
During the COVID-19 pandemic, virtual selling kicked into high 
gear. This way of  selling helped to sustain many organizations’ 
ability to engage customers at all levels. While there is no doubt 
that virtual engagement is here to stay, relationships still matter. 
CCOs should not lose sight of  the power of  in-person selling. Cus-
tomer relationships are built over time and in-person engagement 
facilitates this growth. Such activities also allow for engagement of  
an entire treatment team, many members of  whom are more essen-
tial to serving the needs of  the patient than the healthcare profes-
sional. Being face-to-face with customers to see their expressions 

VICKI MORGAN
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Startup Launch Guide
Avoiding 10 Common Pain Points 
With opportunity and risk lurking in equal measure, today’s key 
considerations for biopharma startups when building their leadership 
teams and product go-to-market strategies are outlined
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and body language helps determine the appropriate balance of  
how to best engage with them in the most meaningful manner.

5. REACHING PATIENTS: DO DTC TV ADS HELP 
A LAUNCH?
Who doesn’t want to film a TV ad? While it can be a lot of  fun, 
decision-makers should first assess if  it truly makes sense for the 
brand. Direct-to-consumer (DTC) TV advertising can seem effi-
cient, especially for small organizations trying to get the word 
out; however, it is also expensive to pro-
duce an ad and submit it for FDA 
review, as well as purchase the required 
media placements to break through the 
competitive noise. In today’s environ-
ment, there are more sophisticated dig-
ital solutions.

If  your heart is set on DTC TV, iden-
tify a key market-share performance 
milestone to align with a decision point—
the point when you will evaluate if  DTC 
TV is right for the brand. For instance, 
when the product has captured a reason-
able share of  the market without DTC TV or the brand has 
exceeded particular financial milestones.

6. BOARDS OF DIRECTORS: HOW TO BEST ENGAGE 
AND LEVERAGE A BOARD?  
Just as a company evolves from a clinical organization to a com-
mercial one, a board of  directors should also evolve over time. 
Great boards view themselves as a partner and advocate. They 
ask good questions, pressure-test ideas, suggest alternative solu-
tions, and make introductions to contacts and former colleagues 
when specialized support for problem solving is needed. The more 
diversity on a board, the more functional and supportive they can 
be of  the organization. Every near-term startup commercial orga-
nization requires true commercial expertise on its board to best 
support fruitful commercial conversations and ensure time is not 
wasted educating the board on commercial fundamentals.

7. THE US MARKET: TO BUILD OR NOT TO BUILD?
It seems logical that if  a company has achieved success in one 
market it might want to replicate that success in another market. 
Before taking such a big leap, however, it is essential to understand 
potential hurdles. Every market is different and presents unique 
opportunities and challenges that, if  misunderstood, might jeop-
ardize the overall success of  a product launch. For instance, for 
many diseases the treatment algorithms employed in Europe are 
different than those used in the US, the path to seeing a specialist 
can be different, and the coverage and reimbursement policies 
can be more complex, just to name a few.

On-the-ground partners are essential to evaluating a perceived 
market opportunity, accelerating a company’s ability to establish 
a presence, and implementing a plan for future success.

8. BUSINESS RESULTS: IS THIS A BILLION-DOLLAR 
MARKET OPPORTUNITY?
Statements about the size of  a market need to be based in real-
time and on thoughtful analysis of  the available evidence. This 
does not mean a company has to commission a $750,000 fore-

casting exercise, but it does mean it 
should apply a logical and thoughtful 
approach to estimates of  market size and 
opportunity.

Understanding the path to utilization 
is a key component in refining a com-
pany’s estimated market size and informs 
product strategy. This process maps how 
the available patient base shrinks from 
the time of  origination, evaluation, and 
diagnosis, through class and brand choice 
and product fulfillment. Not only does 
this information highlight drivers and 

barriers to product use, but it also helps to identify the key leverage 
points where leaders can intervene to influence a decision.

9. STRATEGISTS: NOT ALL CONSULTANTS ARE 
THE SAME 
Leaders need business partners who have been in similar situa-
tions to help maximize their efficiency and preparedness. Con-
sultants with a mix of  hands-on experience, including working 
in-house at pharma and startup biotech companies, understand 
the type of  support a team will need as the organization grows 
and the timing of  when it will be needed. Compressed timelines 
and high-pressure situations make executional strategists ideal 
partners. They not only quickly understand the big picture but 
are willing and able to get in the weeds by rolling up their sleeves 
and execute on your behalf.

10. COMMERCIALIZATION STRATEGY: ISN’T IT JUST 
ANOTHER WAY TO SAY MARKETING?
Marketing is just one subset of  the commercial strategy puzzle. 
Commercialization strategy is the result of  how business insights 
from different functional areas come together to define four to 
five product objectives that leaders will execute against at launch. 
It defines what they know about the market today and the path 
they will follow to seamlessly and successfully disrupt the status 
quo at launch. 

Reference
1. https://www.lek.com/insights/ei/biopharma-launch-trends-lessons-learned-
leks-launch-monitor

Think less about leaders 
and more about ‘leader 
doers’ who have a mix 

of small and large 
company experiences 

 

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/
https://www.lek.com/insights/ei/biopharma-launch-trends-lessons-learned-leks-launch-monitor


DEDICATED DIALOGUE DEDICATED DIALOGUESPONSORED CONTENT SPONSORED CONTENT

Reaching audiences with the right message at the right 
moment determines asset success.

Future commercial models will be built on today’s customer 
engagement drivers: entrepreneurial field leadership, medical domain 
expertise, omnichannel engagement and amplification, and precision 

data analytics. Bringing together human understanding of behavioral 
motivators with therapeutic expertise and sophisticated data intelligence 
will accelerate commercial success, deliver predictable growth, and drive 
access and adoption. Pharmaceutical Executive recently spoke with 
Michelle Keefe, president of commercial solutions at Syneos Health, about 
how harnessing the drivers of customer engagement informs decisions in 
product development, which leads to enhanced experiences for patients and 
healthcare providers. 

PHARM EXEC: How have biopharma commercial models evolved?
KEEFE: New product launches are entering a more competitive and crowded 
marketplace. Relentless pricing pressures and regulatory authorities have 
a more decisive impact on the commercial success of a product worldwide. 
Therefore, approval is no longer the end game. Creating and communicating 
value, optimizing access, ensuring the ideal promotional mix, and reaching 
each audience with the right message at the right moment will determine 
the success of an asset. This requires a new mix of expertise and skills. You 
need strong medical domain expertise. Additionally, field leaders need to be 
entrepreneurial and bring their judgment and experience to local markets. 
Omnichannel engagement and amplification are critical to reinforce tailored, 
connected, and supportive messaging delivered directly to customers. 
Lastly, marry all this with precision data analytics to measure what you are 
doing and fuel new behaviors that have of-the-moment relevance for sales 
professionals and customers.

PHARM EXEC: How does everything you just described vary between large 
pharma and emerging small to midsize pharma?
KEEFE: Overall, the mix and needs are the same: They require a flexible  
and adaptable commercial model to optimize performance. Large  
pharma has already built its infrastructure, supplementing their expertise 
with outsource solutions to adapt, test, and pivot more quickly. Smaller, 
innovative biopharmaceutical companies with limited commercial  
resources often look for a different level of support. Our customers want 
an organic extension of their team. They prefer our end-to-end, integrated 
delivery model that increases efficiency, scale, and speed by utilizing our 
global infrastructure and expertise. This enables them to retain control of 
their assets longer, keep options open, and respond to the market dynamics, 
opportunities or challenges.

From Lab to Life: Key Drivers of Customer  
Engagement are Redefining  
Commercialization and Product Development

PHARM EXEC: How are healthcare providers (HCPs), 
patients, and payer expectations changing in this post 
COVID-19 world?
KEEFE: COVID-19 accelerated the shift toward healthcare 
consumerization; this means bringing new offerings to 
market and adjusting offerings to address the needs of 
an aging population. Relationships with technology will 
deepen as HCPs and patients rely on—and embrace—
digital channels to connect and streamline processes. 
There is a need to advance customer engagement, 
which is largely shared at the executive level, but digital 
infrastructure and talent is either missing or underutilized 
to support multi- or omnichannel engagement models. 
So, marketers will need more sophisticated models and 
tools to understand which high-impact audiences to 
target, what the optimal frequency of outreach is, and 
how to measure for return on investment and continuous 
improvement. There will be an increased need for 
integrated analytics to measure the relative impact of 
different channels on individuals, and segment behavior 
to inform optimization strategies. For payers, there is a 
growing need to plan in an unpredictable time, such as 
preparing for the promise of cell and gene therapy. 

PHARM EXEC: What does all this mean for the future of 
sales reps?
KEEFE: Sales reps are absolutely here to stay, but 
everything we learned through the pandemic indicates 
that digital is a relationship extender, not a replacement. 
Multiple channels drive more success, and relationships 
are the great accelerator of growth. Syneos Health 
Digital Amplifier and Kinetic™ solutions make it 
possible to surround HCPs with specific brand messages 
based on customer relationship management activity, 
triggered by the rep or driven by the physicians’ digital 
preferences. The technology allows companies and reps 
to communicate with HCPs on call plans and harmonize 
face-to-face and non-personal tactics to ensure 
connectivity. A critical aspect of that starts with delivering 
one-to-one personal engagement based on targeting 
and segmentation to build consistency and enhance the 
ability to identify the next best touch point. 

PHARM EXEC: How can biopharma companies, 
regulators, and payers use these innovations to inform 
product development and commercialize therapies?
KEEFE: More than ever, biopharmaceutical companies, 
regulators, and payers should harness the power of data to 
inform product development and the commercialization 
of new drug therapies. For example, innovations in 
technology and data behavioral science make it possible 
to efficiently and cost effectively identify and engage 
with qualified HCPs and synchronize the content that 
HCPs receive digitally in real time. The result can be an 
acceleration in patient referrals and recruitment that nets 
time and cost savings, improves trial participant diversity, 
and delivers better and faster patient care. 

PHARM EXEC: What does it take now to reach  
peak sales?
KEEFE: Most launches are underfunded and fail to meet 
forecast expectations. There are access delays to newly 
launched products, and payer coverage is an exception to 
the rule. Payers are consolidating and increasing patient 
cost sharing. Patients, HCPs, and payers have different 
expectations than they did five years ago. Whether 
emerging, mid-size or large, it is important to have a 
partner who understands product development, including 
clarifying the roadmap to commercialization, having a 
precise plan for all variables unique to the asset, leveraging 
existing infrastructure to exact needs, scaling accordingly, 
accelerating the process without sacrificing quality, and 
sharpening competitiveness. No matter where a company 
is in the development process, connect intelligence across 
channels, technologies, and content to provide a clear, 
actionable, and measurable picture of relationship-building 
efforts and resulting customer behaviors.

Michelle Keefe 
President,  
Commercial Solutions 
Syneos Health®
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each audience with the right message at the right moment will determine 
the success of an asset. This requires a new mix of expertise and skills. You 
need strong medical domain expertise. Additionally, field leaders need to be 
entrepreneurial and bring their judgment and experience to local markets. 
Omnichannel engagement and amplification are critical to reinforce tailored, 
connected, and supportive messaging delivered directly to customers. 
Lastly, marry all this with precision data analytics to measure what you are 
doing and fuel new behaviors that have of-the-moment relevance for sales 
professionals and customers.

PHARM EXEC: How does everything you just described vary between large 
pharma and emerging small to midsize pharma?
KEEFE: Overall, the mix and needs are the same: They require a flexible  
and adaptable commercial model to optimize performance. Large  
pharma has already built its infrastructure, supplementing their expertise 
with outsource solutions to adapt, test, and pivot more quickly. Smaller, 
innovative biopharmaceutical companies with limited commercial  
resources often look for a different level of support. Our customers want 
an organic extension of their team. They prefer our end-to-end, integrated 
delivery model that increases efficiency, scale, and speed by utilizing our 
global infrastructure and expertise. This enables them to retain control of 
their assets longer, keep options open, and respond to the market dynamics, 
opportunities or challenges.
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Commercialization and Product Development

PHARM EXEC: How are healthcare providers (HCPs), 
patients, and payer expectations changing in this post 
COVID-19 world?
KEEFE: COVID-19 accelerated the shift toward healthcare 
consumerization; this means bringing new offerings to 
market and adjusting offerings to address the needs of 
an aging population. Relationships with technology will 
deepen as HCPs and patients rely on—and embrace—
digital channels to connect and streamline processes. 
There is a need to advance customer engagement, 
which is largely shared at the executive level, but digital 
infrastructure and talent is either missing or underutilized 
to support multi- or omnichannel engagement models. 
So, marketers will need more sophisticated models and 
tools to understand which high-impact audiences to 
target, what the optimal frequency of outreach is, and 
how to measure for return on investment and continuous 
improvement. There will be an increased need for 
integrated analytics to measure the relative impact of 
different channels on individuals, and segment behavior 
to inform optimization strategies. For payers, there is a 
growing need to plan in an unpredictable time, such as 
preparing for the promise of cell and gene therapy. 

PHARM EXEC: What does all this mean for the future of 
sales reps?
KEEFE: Sales reps are absolutely here to stay, but 
everything we learned through the pandemic indicates 
that digital is a relationship extender, not a replacement. 
Multiple channels drive more success, and relationships 
are the great accelerator of growth. Syneos Health 
Digital Amplifier and Kinetic™ solutions make it 
possible to surround HCPs with specific brand messages 
based on customer relationship management activity, 
triggered by the rep or driven by the physicians’ digital 
preferences. The technology allows companies and reps 
to communicate with HCPs on call plans and harmonize 
face-to-face and non-personal tactics to ensure 
connectivity. A critical aspect of that starts with delivering 
one-to-one personal engagement based on targeting 
and segmentation to build consistency and enhance the 
ability to identify the next best touch point. 

PHARM EXEC: How can biopharma companies, 
regulators, and payers use these innovations to inform 
product development and commercialize therapies?
KEEFE: More than ever, biopharmaceutical companies, 
regulators, and payers should harness the power of data to 
inform product development and the commercialization 
of new drug therapies. For example, innovations in 
technology and data behavioral science make it possible 
to efficiently and cost effectively identify and engage 
with qualified HCPs and synchronize the content that 
HCPs receive digitally in real time. The result can be an 
acceleration in patient referrals and recruitment that nets 
time and cost savings, improves trial participant diversity, 
and delivers better and faster patient care. 

PHARM EXEC: What does it take now to reach  
peak sales?
KEEFE: Most launches are underfunded and fail to meet 
forecast expectations. There are access delays to newly 
launched products, and payer coverage is an exception to 
the rule. Payers are consolidating and increasing patient 
cost sharing. Patients, HCPs, and payers have different 
expectations than they did five years ago. Whether 
emerging, mid-size or large, it is important to have a 
partner who understands product development, including 
clarifying the roadmap to commercialization, having a 
precise plan for all variables unique to the asset, leveraging 
existing infrastructure to exact needs, scaling accordingly, 
accelerating the process without sacrificing quality, and 
sharpening competitiveness. No matter where a company 
is in the development process, connect intelligence across 
channels, technologies, and content to provide a clear, 
actionable, and measurable picture of relationship-building 
efforts and resulting customer behaviors.
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Commercial Solutions 
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N ot that long ago, the overall mood in the pharmaceuti-
cal and biotechnology industries was somewhat gloomy. 
The public image of  the industry had fallen from being 
one of  the most respected to being characterized as 

the greedy villain behind high drug prices. Innovation by the large 
pharma companies had slowed dramatically, even with a slew of  
innovations focused on speeding up the drug discovery process and 
on new technologies. The stock market valuations had relentlessly 
fallen and IPOs of  biotech companies were few and far between. 

Dialing forward to the picture over the last two years or so and 
the situation is far more positive. A flurry of  new and innovative 
drugs has shown a global audience that the biopharma industry 
serves a critical role in fighting diseases. This has been highlighted 
by new, high-profile discoveries and effective solutions to the cur-
rent coronavirus crisis, whether it is vaccines or drugs that reduce 
the severity of  the disease for those who are infected. The hugely 
important development of  vaccines to combat COVID-19 has 
saved millions of  lives and, at the same time, changed the attitude 
of  the general public in a more positive direction. Innovation has 
exploded in all parts of  the ecosystem: large pharma, biotech, and 
collaborations between large pharma and biotech companies, 
research organizations, and universities. Many of  the innovations 
have been revolutionary (mRNA, immuno-oncology, CRISPR, 
stem cells, etc.) and others have been evolutionary advances. Drugs 
and drug delivery systems are being approved in numbers that are 
very strong. The shift into orphan drugs has created opportunities 
for biopharma companies of  all sizes and has changed the relation-
ship between biotechs and big pharma. Funding for biotech orga-
nizations via private investors and institutions and the public mar-
kets has been robust, including record numbers of  IPOs.

These factors and other structural changes have had a major 
impact on the strategies of  all of  the companies in the biopharma 
ecosystem and have impacted the texture of  the M&A, financing, 
strategic partnering and licensing, and other strategic/financial 
parameters of  the industry.

As exciting as the positive developments have been, the industry, 
and certainly specific segments of  the industry, still face some very 

significant challenges now and going forward. Generic and specialty 
pharma companies are struggling to reestablish a winning formula 
for growth and profitability. The pandemic has had a significant 
impact on the availability of  many drugs, has disrupted supply 
chains, and constrained the ability to conduct clinical trials when 
so many people have been sheltering at home and hospitals have 
been forced to devote their resources to treat COVID-19 patients 
and less on clinical trial activities and research. Other challenges 
include the high cost of  drug development, continuing controver-
sies around pricing, the scrutiny of  orphan-drug pricing, increasing 
price and formulary pressure from payers, weak pricing leverage 
outside the US, and structural changes in healthcare and govern-
ment policies in large countries such as the US and China that are 
impacting pharma companies.  

The rest of  this article will look at what happened from an M&A, 
stock market and financing point of  view in 2020 and the first half  
of  2021 and what we expect for the rest of  the year and beyond. 
We will also comment on the implications of  these trends for senior 
executives and investor decisions in the pharma and biotech sectors.

PHARMA EQUITY MARKET PERFORMANCE
During the first half  of  2021, global Western equity markets 
surged as excess funds flowed into the Western equity markets 
and there were positive economic signs in the US, China, and, to 
a certain extent, the European Union. 

By the end of  the first half, the S&P 500 had increased dra-
matically by 16.1% and the S&P Euro 350 had grown by 13%. 

The overall picture for the pharma industry was positive, but, 
with the exception of  European biopharma, lagged the increase 
in overall Western equity market prices. The Y&P US Biopharma 
index increased by 9.1% , the European Biopharma index increased 
by 15.6%, and the Y&P Generic Pharma decreased by 9.1%.

In terms of  trailing price-to-earnings (P/E) ratios at the end of  
the second half  versus year-end 2020, the US biopharma company 
average was flat at 27.6x versus 27.9x, the Europe average increased 
dramatically to 35.2x from 27.2x, and the generic pharma company 
average increased slightly off a low base to 20.5x from 19.2x.

Doubling Down On 
Innovation, Recovery
Though M&A activity and equity market outputs have been mixed, 
and pandemic challenges linger on, the outlooks for pharma and 
biotech remain stable—driven by R&D gains, record IPO levels 
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offerings, with 228 of  them worth $28.1 billion completed in the 
first half  of  2021 versus 375 offerings worth $55.3 billion com-
pleted in all of  2020.

In terms of  IPOs, there was also a surge—69 IPOs were com-
pleted worth $11.2 billion in the first half, compared to 90 IPOs 
worth $17.5 billion in 2020.

At the current pace, equity issuance will reach record levels. 
The equity markets fell heavily in love with the biotech sector a 
few years ago and that love affair has continued, with a slight 
pause recently. 

Biotech M&A activity has been modest historically, with small 
spurts of  activity from time to time. However, that has changed 
in the last year or so and continued in 2021.

In the first half  of  this year, activity in terms of  the number 
of  deals was on an annualized pace greater than 2020, but not 
in terms of  dollar volume. Seventeen deals worth $11.1 billion 
were completed versus 32 deals worth $52.8 billion completed 
in 2020.

The deals are happening at an earlier stage, which is contrib-
uting to the smaller average deal size. Not surprisingly, all of  the 
buyers were large pharma companies.

The dollar value of  the pipeline of  deals as of  June 30, 2021 
was $5.4 billion (12 deals).

OUTLOOK: PHARMA 
Business. The business outlook for pharma manufacturers is 
positive with regard to drug development and the volume and 
quality of  promising drugs in the pipeline. The industry’s inno-
vations in drug development and productivity have improved. 
Combined with indirect R&D pursuits through the biotech indus-
try, overall development activity has been strong and should con-
tinue to be strong.

There has been a shift in emphasis toward orphan drugs, 
oncology therapies, new innovations such as mRNA, gene therapy, 
CAR-T, immune system solutions, CRISPR, etc.

The current pandemic has been a plus for the reputation of  
the industry, but a negative with regard to the ability to execute 
clinical trials and to maintain industry supply chains.

Generic pharma companies are under severe profit pressures 
and will continue to consolidate, cut costs, and try to push selec-
tively into higher value and more protected product areas. They 
are under intense pricing and competitive pressure.

We think there will be a continued counterbalancing of   
the positive news versus the business challenges for the bio- 
pharma industry.

Equity markets. The stock market prices and valuations of  
the ethical pharma industry companies have been positive, but 
not as positive as the overall Western equity markets (with the 
exception of  European ethical pharma organizations). Ethical 

Hence, the pharma stock market performance was positive, 
but less positive than the overall markets. 

PHARMA EQUITY FINANCING AND M&A
Equity issuance dollar volume in the first half  of  2021 totaled 
$9.6 billion versus $27.2 billion for all of  2020. This is a strong 
dollar showing relative to history, but a slower pace than last year.

The number of  offerings, on the other hand, is running at a 
record pace with 63 offerings completed in the first half, an 
annualized pace well above the record 85 last year. There were 
no special-purpose acquisition company (SPAC) IPOs, however.

The most dramatic financial trend development has been the 
collapse in pharma M&A volume. Only five deals worth $7.2 
billion were completed in the first half  of  2021 versus 25 deals 
completed worth $109.1 billion during all of  2020. There was 
only one of  any size—the $3.8 billion acquisition of  GW Phar-
maceuticals by Jazz Pharmaceuticals.

Clearly, the relative focus has not been on pharma targets, but 
on biotech acquisitions, partnering, in-licensing, and on internal 
drug development activities instead of  large pharma deals. There 
is also the recognition that mega deals in the past did deliver cost 
reduction synergies, but they have been disappointing from a 
product portfolio and drug development standpoint.

Although there has been a major drop in M&A volume, we 
expect a pick-up in the near-term based on the current deal back-
log. As of  June 30, 2021, the dollar value of  deals announced but 
not closed was $44.2 billion (seven deals), the largest of  which 
being AstraZeneca’s $43.3 billion purchase of  Alexion. 

BIOTECH EQUITY MARKET PERFORMANCE
The biotech sector shares have done very well in recent years, 
fueled by positive news about biotech drug development and the 
positive perception of  the biopharma industry, but performance 
this year has been volatile. That has been evident in the overall 
biotech industry stock market showing. 

Although the NBI broad biotech index technically increased 
by 8.8% from Jan. 1 to June 30, one has to look at the fluctua-
tions in between. The NBI climbed from 4,731 at the start of  the 
year to 5,447 on Feb. 8, only to crash thereafter to levels below 
the start of  the year after threatening comments were made about 
drug pricing by a US senator and mixed comments from FDA 
about vaccines. What followed was an index that gyrated from 
4,600 to 5,100, ending on June 30 at 5,147.

Medium-to-small biotech companies, as a subgroup, did far 
better, with the Y&P Biotech Mid-Small Cap index increasing by 
24.7%, well above the NBI index and the overall market indices.

BIOTECH EQUITY FINANCING AND M&A
The positive story with regard to equity biotech equity offerings 
continued in the first half  of  this year. There was a surge in equity 
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pharma industry company valuations have been stable due to the 
netting of  positive news coming from the industry during the 
pandemic with the negative news around pricing and the ongo-
ing R&D and commercial challenges of  the industry. 

Generic pharma company share prices and valuations, on the 
other hand, will continue to be suppressed as these companies 
deal with serious business issues/pressures.

Equity financing. We expect the equity financing market for 
pharma to be modest, but very healthy. The pharma industry tends 
not to raise new equity very often unless an individual company 
has to raise equity to repair its balance sheet after an acquisition. 
Since M&A activity has not been as substantial, financing needs 
continue to be modest.

M&A. Young & Partners expects M&A activity to be modest for 
the reasons mentioned. Normal strategic fill-ins will continue, 
with much of  the focus on medium-to-large deals with a strategic 
rationale or a theme around adding new and growing technolo-
gies and products. A return to mega deals is highly unlikely. 

Separately, pharma companies will continue to be focused on 
acquiring biotechs, which is affecting the biotech M&A volume. 
But pharma is also heavily pursuing in-licensing arrangements, 
partnerships, and joint ventures with biotech organizations and 
other pharma companies.

OUTLOOK: BIOTECH 
Business. The development capabilities of  biotech companies 
have been and should continue to be positive overall, with an 
escalation in the scale and speed of  innovation. The prevalence 
of  orphan-drug opportunities that lower the time to approval, 
the clinical trial costs, and much smaller sales forces all are favor-
able for biotech companies.

Although there will be successes and failures by individual orga-
nizations, biotech companies have demonstrated their ability to 
develop new drugs at a faster pace than the larger pharma compa-
nies. This trend will continue the rest of  this year and well beyond.

Equity markets. Recently, there has been some weakness and 
volatility in the performance of  biotech stocks, but it still has been 
positive and we expect the market to strongly support biotech com-
panies in the future. 

We expect the positive view of  the biopharma industry and 
the regular announcements of  successful R&D discoveries and 
successful clinical trials will continue to fuel the positive stock 
market treatment of  the biotech industry long-term.

Part of  the recent volatility this year has been driven by news 
stories around pricing and the nervousness of  the market. We 
believe price volatility will continue to drive bouts of  positive and 
negative industry news.

Equity financing. Biotech companies will continue to tap the 
equity markets at high rates for the rest of  2021 and beyond for 
both IPOs and secondary offerings at record rates as long as the 
market continues to favor biotechs.

This will be a strong year for biotech company access to fund-
ing, as these organizations access the equity markets, and pursue 
partnering, licensing, and royalty monetization for funding and 
for shareholder liquidity.

M&A. The number of  biotech M&As will continue to be very 
strong for the rest of  2021 and into 2022, but the absence of  large 
deals will suppress the dollar volume. Many of  the deals will con-
tinue to be done by big pharma. Buyer interest will be focused on 
specific targets in favored therapeutic and technology areas and 
on biotech companies that have made significant clinical progress.

IMPLICATIONS FOR SENIOR MANAGEMENT
For ethical pharma companies, there will continue to be a wide 
variety of  tools to acquire revenues and pipeline drugs to supple-
ment internal R&D efforts and a large number of  biotech com-
pany opportunities available. However, M&A valuations will 
remain challenging, particularly for companies with promising 
drugs in late-stage clinical trials or awaiting FDA approval, as well 
as the terms for partnering and in-licensing deals. The challenge 
will be to pick the right overall mix of  M&A, licensing, and part-
nering to accomplish corporate strategic goals and defend and 
deliver shareholder value.

Generic pharma companies will continue to face a number of  
industry challenges. This will result in a continuation of  industry 
consolidation and selective strategies around diversification. CEOs 
of  generic pharma companies must be prepared to shift to very 
different strategies to survive and to thrive.

For biotechs, public and private, the future is exciting from the 
drug development side in terms of  the product approval environ-
ment and innovation and the improvement that these companies 
have seen in the IPO, secondary equity financing, and M&A mar-
kets. However, prosperity or disappointment will vary. Unfortu-
nately, the markets have been volatile and have played favorites 
with regard to therapies, technologies, and stages of  development. 

It will be important to have an integrated business and financial/
shareholder value strategy. One can easily pursue a development 
or business strategy that optimizes the odds of  a successful product 
outcome, but it may not create the best financing and shareholder 
value/liquidity result. From the financial/shareholder value per-
spective, the key for biotechs will be to properly assess their cash 
flow requirements and create and execute a flexible financing/
M&A plan that properly assesses how much capital is needed and 
what will create the most shareholder value, whether it is through 
private placements, partnering, IPOs and secondary offerings, roy-
alty monetizations, or sources of  non-dilutive financing. 

 

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/


C E L E B R A T I N G  R X C E L L E N C E

2 0 2 1

The only healthcare awards show 
judged entirely by healthcare professionals

NON-21-TSN0519_APEX_EventCover_M4.indd   1NON-21-TSN0519_APEX_EventCover_M4.indd   1 8/23/21   11:15 AM8/23/21   11:15 AM

 

MASTER THE SCIENCE OF SUCCESS 

https://apex.pharmexec.com/pages/apex-home


48

The prognosis is positive 

With all the challenges and obstacles we’ve faced over the past 18 months, I sit here 
feeling amazed. In unrehearsed unity, you, the individuals responsible for creating 
some of the most innovative work in healthcare today, kept everything on track – 
without skipping a beat. And most of you did this from your dining room tables, guest 
bedrooms, and basements. 

The Pharmaceutical Executive® APEX Awards was already slated to be a memorable 
event in the healthcare awards arena. After all, healthcare professionals, those who 
audience our work every day, are the judges. But your tenacity, dedication, and sheer 
passion for delivering extraordinary advertising in the face of the past year’s events 
have made our first annual event a truly positive one for the history books. 

We all have a reason to celebrate this year. My sincerest congratulations to everyone 
who entered, as well as our esteemed category winners! 

Mike Hennessy Jr. 
CEO & President, MJH Life Sciences™ 

From the CEO

 

MASTER THE SCIENCE OF SUCCESS 



49

We started this just like any great  
idea – by asking, “What if …?”

Every year, there are many wonderful awards shows that celebrate the amazing 
work in healthcare advertising. Some are legendary. To be recognized by any one of 
them can have a significant and positive effect on individual careers and large-team 
relationships. 

When we committed to creating our own healthcare awards event, we took an entirely 
new approach by asking, “What if the individuals judging the work weren’t agency 
peers – but actual healthcare professionals?” The more we thought about it, the more 
it made sense. A lot of sense. After all, for decades we’ve been inviting everyone from 
general practitioners to seasoned specialists to sit through endless hours of research to 
determine if our work is strategically relevant and markedly effective. 

So, here we are! Welcome to the first-annual Pharmaceutical Executive® APEX Awards. 
After a year of unique and unexpected challenges, we have arrived at this moment of 
recognition and celebration. 

From everyone who played a role in putting this special evening together, along with 
every healthcare professional who judged the work, we invite you to sit back and enjoy 
this very special evening! 

Event Description
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Categories
The work in each category below is judged according to 2 primary audiences and objectives: 
1. Product and promotional work (FDA regulated) 
2. Disease awareness, general education, and health and wellness work (not FDA regulated)

Aesthetics/Dermatology

Cardiovascular

Central Nervous System

Devices

Direct-to-Consumer

Direct-to-Patient

Gastroenterology 

Hematology

Immunology

Men’s Health

Metabolic 

Oncology

Ophthalmology

Pediatrics

Rare Disease

Respiratory

Surgery

Women’s Health

Veterinary

Our Sponsors:
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is the largest privately held medical 
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States. We deliver direct access 
and engagement of professional 
audiences by providing integrated, 
omni-channel communications, 
products, services and events to drive 
informed decisions in eight distinct 
healthcare markets.
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Defy the Laws of Psoriasis
• Company Name: Sun Pharmaceutical Industries, Ltd.

• Agency Name: CDMP

• Account Service Lead: Craig Lieberman | CDMP

• Art Director: John England | CDMP

• Copywriter: Randy Malone | CDMP

• Production: Lemonade Productions

Break Through
• Company Name: Sun Pharmaceuticals

• Agency Name: Fingerpaint

Flakes
• Company Name: Sun Pharmaceuticals

• Agency Name: Fingerpaint

Aesthetics/Dermatology

 WINNER
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Healthful Living Heart Health
• Company Name: Amarin Pharma

• Agency Name: PAC Media Group/Pangaea Creative House

• Account Service Lead: France Kenyon | PAC Media Group  
(Publishers Alliance Corporation)

• Art Director: Carolyn West | Pangaea Creative House

• Production: Bruce Simon | Yes Press

 F A L L  / 

 W I N T E R

 2 0 2 0

S P E C I A L  H E A R T  H E A L T H  G U I D E

Scan to read 
on your phone

Good Fats vs. 
Bad Fats

What You Need to Know

5 Heart-Healthy 
Food Swaps

INFLAMMATION
How It Increases Your Disease Risk

PAGE 22

False
Trueor

TEST YOUR HEART KNOWLEDGE

Heart Advice
from Top Heart Docs

TREAT YOURSELF
Chocolate that’s Good for You

PAGE 15

Cardiovascular

EMERPHED™ | The OR is a busy place,  
let Nexus Pharmaceuticals simplify it for you.
• Company Name: Nexus Pharmaceuticals

• Production: Dan West | Blue Key Media

 WINNER
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SK DSE Hostage Campaign
• Company Name: SK Life Science

• Agency Name: CDMP

• Account Service Lead: Lauren Hughes | CDMP

• Art Director: Gary Scheiner | CDMP

• Copywriter: Michelle Casclola | CDMP

• Production: Mindy Miller Berg | Traveling Picture  
Show Company (TPSC)

1982-1991 = 2002-2012 =1992-2001 =

AED=antiepileptic drug.

I am

63% 64% 61%

Few can evade me

I’m still going s
trong

It’s time for the world 
to know the truth about 

seizures

Poor response to AEDs? There’s plenty of that. 
Yet many of my captives continue to be prescribed 
the same medications, year after year, without 
switching—even though they are the very 
medications that fail to stop me completely.3

• 1.8 million of your adult patients who are still seizing are my captives1

•  According to the CDC, nearly 60% of your adult patients with epilepsy continue  
to have seizures despite the use of AEDs1

•  With each failed AED treatment regimen, my grip on each captive grows tighter,  
as their likelihood of ever achieving zero seizures slips further and further away2

•  More than a dozen AEDs have tried to challenge me over the past 2 decades,  
but what difference has it made?2

• Seizure freedom rates today are nearly identical to what they were in the 1980s2

•  These statistics may alarm you. The percentage of patients who achieved 1 year  
of seizure freedom was2:

Central Nervous System

 WINNER
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The Mood Modifier
• Company Name: SOLO

• Agency Name: Saatchi & Saatchi Wellness

• Account Service Lead: Oded Lavie | Publicis Groupe Israel

• Art Director: Niyati Mehta | Saatchi & Saatchi Wellness

• Copywriter: Scott Carlton | Saatchi & Saatchi Wellness

• Production: Ian Phillips | Saatchi & Saatchi Wellness

STRATAFIX™ Why Knot? Speed and  
Strength Campaign
• Company Name: Ethicon, Inc.

• Agency Name: Propeller

• Account Service Lead: Eileen Topps | Propeller

• Art Director: Glenn Mason | Propeller

• Copywriter: Daniella Appolonia | Propeller

• Production: Waldir Bolanos | Propeller

Devices

 Say Goodbye
• Company Name: AngioDynamics

• Agency Name: Fingerpaint

 WINNER
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Flakes
• Company Name: Sun Pharmaceuticals

• Agency Name: Fingerpaint

The Prescription Paper Pill Bottle
• Company Name: Tikkun Olam Makers: TOM

• Agency Name: Saatchi & Saatchi Wellness

• Account Service Lead: Oded Lavie |  

Publicis Groupe Israel

• Art Director: Jeremy Scharlack |  

Saatchi & Saatchi Wellness

• Copywriter: Scott Carlton |  

Saatchi & Saatchi Wellness

• Production: Ian Phillips |  

Saatchi & Saatchi Wellness

Direct-to-Consumer FDA-REGULATED

 WINNER
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The EsophaCrew: EoE Disease Awareness
• Company Name: Takeda Pharmaceutical  

Company Limited

• Agency Name: Saatchi & Saatchi Wellness

• Account Service Lead: Ivana Maksimovic |  
Saatchi & Saatchi Wellness

• Art Director: Brice Rogers | Saatchi & Saatchi Wellness

• Copywriter: Randy Malone | Saatchi & Saatchi Wellness

• Production: Saatchi & Saatchi Wellness

OP on the TV – Raising awareness  
of Osteoporosis
• Company Name: Amgen

• Agency Name: Hearts & Science

Facing MBC Together
• Company Name: Athenex Inc.

• Agency Name: Truth Serum NTWK

• Account Service Lead: Jennifer Peters, SVP,  
Business Director/Agency Services | Proximyl Health

• Art Director: Halen Van Dang, VP, Creative Director, Art |  
Proximyl Health

• Copywriter: Glenn Hauler, Creative Director | Proximyl Health

Direct-to-Consumer –   
Disease Awareness/EducationUNREGULATED

 WINNER
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Wake Up & RYBELSUS® Launch Campaign
• Company Name: Novo Nordisk Inc.

• Agency Name: CultHealth

• Account Service Lead: Amanda Puglia |  
CultHealth

• Art Director: Zack Mitchum | CultHealth

• Copywriter: Sault Katz | CultHealth

• Production: Rob Farber | Rogue Producer

O Zone Billy Gardell TV Spot
• Company Name: Novo Nordisk Inc.

• Agency Name: CultHealth

• Account Service Lead: Nicole Lopez |  
CultHealth

• Art Director: Omar Padron | CultHealth

• Copywriter: Justin Anzalone | CultHealth

• Production: Monika Magda 

Direct-to-Patient –  
Disease Awareness/Education FDA-REGULATED

 WINNER
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Unraveling the Mental Health Toll of COVID –  
A WebMD and Medscape Patient Awareness 
and Education Campaign in 2020/2021
• Company Name: Takeda Pharmaceuticals U.S.A. Inc  

and Lundbeck Health

• Agency Name: Medscape Education

• Account Service Lead: Jovana Lubarda, PhD |  
Medscape Education

Direct-to-Patient –  
Disease Awareness/Education

Healthful Living – Cold and Flu Magazine 
• Company Name: RB Health

• Agency Name: PAC Media Group/Pangaea Creative House

• Account Service Lead: France Kenyon | PAC Media Group  
(Publishers Alliance Corporation)

• Art Director: Elizabeth Chan | Pangaea Creative House

• Copywriter: Valerie Latona | Pangaea Creative House

• Production: Bruce Simon | Yes Pres

7 EXPERT 
HEALTH 

TIPS

SHOULD  
YOU EXERCISE 
WITH A COLD?

Top foods 
your body 
needs now

Best  
Feel-Better 

TeasDebunked!
COLD &  

FLU MYTHS

Boost  
  your  
immunity 
with food

C O L D  &  F L U  G U I D E

Healthful
Living F A L L / 

W I N T E R  

2 0 2 0

Scan to read  
on your phone

UNREGULATED

 WINNER
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Take on Acne
• Company Name: Sun Pharmaceuticals

• Agency Name: Fingerpaint

Healthful Living – Antibiotic Awareness 
Magazine
• Company Name: RB Health

• Agency Name: PAC Media Group/Pangaea Creative House

• Account Service Lead: France Kenyon | PAC Media Group  
(Publishers Alliance Corporation)

• Art Director: Elizabeth Chan | Pangaea Creative House

• Copywriter: Valerie Latona | Pangaea Creative House

• Production: Bruce Simon | Yes Press

Healthful
Living F A L L / 

W I N T E R  

2 0 2 0

3 THINGS YOUR 
DOCTOR WANTS 
YOU TO KNOW 

Antibiotics: 
When you need them 

(when you don’t)

Virus vs. 
Infection

Foods that 
help heal  
your gut

Boost your 
immunity 

S P E C I A L  I M M U N I T Y  G U I D E

Which one do you have?

Scan to read  
on your phone

Direct-to-Patient –  
Disease Awareness/Education

 F A L L  / 

 W I N T E R

 2 0 2 0

S P E C I A L  H E A R T  H E A L T H  G U I D E

Scan to read 
on your phone

Good Fats vs. 
Bad Fats

What You Need to Know

5 Heart-Healthy 
Food Swaps

INFLAMMATION
How It Increases Your Disease Risk

PAGE 22

False
Trueor

TEST YOUR HEART KNOWLEDGE

Heart Advice
from Top Heart Docs

TREAT YOURSELF
Chocolate that’s Good for You

PAGE 15

Healthful Living – Heart Health Magazine
• Company Name: Amarin

• Agency Name: PAC Media Group/Pangaea Creative House

• Account Service Lead: France Kenyon | PAC  
Media Group (Publishers Alliance Corporation)

• Art Director: Carolyn West | Pangaea Creative House

• Copywriter: Valerie Latona | Pangaea Creative House

• Production: Bruce Simon | Yes Press

UNREGULATED
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Bring Erythroid Maturation to Life
• Company Name: Bristol Myers Squibb

• Agency Name: CDMP

• Account Service Lead: Jennifer Santorsola | CDMP

• Art Director: Gary Scheiner | CDMP

• Copywriter: Randy Malone | CDMP

One in a Million (Could Be One of Your Patients)
• Company Name: Bio Products Laboratory USA

• Agency Name: Tim Peters and Company, Inc.

• Account Service Lead: Melissa Mowerya | APCO Worldwide

Hematology

Dimensionalizing the Patient Experience in PNH
• Company Name: Apellis

• Agency Name: Centron

• Account Service Lead: Laura Fiorenza | Centron

• Art Director: KC Chung | Centron

• Copywriter: Jaclyn Kish | Centron

 WINNER
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A focus on the essential.

No learning curve.   

Strategic clarity.

Creativity beyond the expected.

Meaningful customer connections.

A thriving culture of “less.”  

Simply thrive with us.

www.centronnyc.com | @centronnyc
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Break Through (to shorter infusion times)
• Company Name: Bio Products Laboratory USA

• Agency Name: Therapeutics

• Account Service Lead: Melissa Mowerya | APCO Worldwide

All About APDS
• Company Name: Pharming N.V

• Agency Name: Zantzoo

• Core Contributors: Sarah Rouhan | Zantzoo, Joe Harper  
(Executive Director Medical), and Damian Clarke-Bruce  
(Executive Director Marketing) | Pharming

Respiratory Viral Infections in 
Immunocompromised Patients
• Company Name: ADMA Biologics, Inc.

• Agency Name: Syneos Health

• Account Service Lead: Ashley Woerner | Cadent Medical Communications

• Art Director: Jason Moya | Syneos Health

• Copywriter: Derek Francis | Syneos Health

• Production: Jamie Calabro | Syneos Health

Help Patients 

BREAK THROUGH
to Shorter Infusion Times

with Gammaplex 10%

Please see Important Safety Information on page 7 and 
Full Prescribing Information in pocket.

Gammaplex 10% is indicated for replacement therapy in primary  
humoral immunodeficiency (PI) in adults and pediatric patients  
2 years of age and older and for the treatment of chronic immune 
thrombocytopenic purpura (ITP) in adults. Gammaplex 10% is 
contraindicated in patients who have had a history of anaphylactic 
or severe systemic reactions to human immune globulin and IgA  
deficient patients with antibodies to IgA and a history of hypersensitivity.

Immunology

 WINNER

A focus on the essential.

No learning curve.   

Strategic clarity.

Creativity beyond the expected.

Meaningful customer connections.

A thriving culture of “less.”  

Simply thrive with us.

www.centronnyc.com | @centronnyc

Centron_Focus_HouseAd_M01.indd   1Centron_Focus_HouseAd_M01.indd   1 8/20/21   9:28 AM8/20/21   9:28 AM
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Hyperkalemia Revolving Door Campaign
• Company Name: Vifor Pharma, Inc

• Agency Name: H4B Chelsea

• Account Service Lead: Lauren Berkoff | H4B Chelsea

• Art Director: Greg Ylagan | H4B Chelsea

• Copywriter: Becky Phillips | H4B Chelsea

• Production: Zully Ortiz | Havas Health & You

Veltassa Compass Campaign
• Company Name: Vifor Pharma, Inc

• Agency Name: H4B Chelsea

• Account Service Lead: Lauren Berkoff | H4B Chelsea

• Art Director: Greg Ylagan | H4B Chelsea

• Copywriter: Becky Phillips | H4B Chelsea

• Production: Zully Ortiz | Havas Health & You

Products With Purpose
• Company Name: DSM

• Agency Name: Fingerpaint

Metabolic

 WINNER
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Trojan Horse
• Company Name: Gilead Sciences

• Agency Name: Brick City Greenhouse

NERLYNX Experience
• Company Name: Puma Biotechnology

• Agency Name: Splice Agency

• Account Service Lead: Leah Mize | H4B Chelsea

• Art Director: Elena Herrero | Splice Agency

• Copywriter: Giancarlo La Giorgia | Splice Agency

• Production: Marianne Kaiser | Splice Agency

BRAFTOVI Breaking Through
• Company Name: Pfizer

• Agency Name: Biolumina

• Account Service Lead: Laura Marczika (SVP,  
Group Account Supervisor), Pam Buechel (VP,  
Group Account Supervisor) | Biolumina

• Art Director: Troy Clark (SVP, Creative Director, Art) 
| Biolumina

• Copywriter: Anne Brown (SVP, Creative Director, Copy),  
Jesse Wildrick (VP, Associate, Creative Director, Copy)  
| Biolumina

• Production: Mike Seymour (Associate Director  
of Production) | Biolumina

Oncology  FDA-REGULATED

 WINNER
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©2021 Brick City Greenhouse, LLC. All rights reserved.

GR E AT N E S S  GR O W S  O N  T H E  F L IP S IDE
 

We are thrilled to be nominated as a finalist for the Oncology – Branded  
(FDA-regulated) Award. This is a testament to the great, collaborative relationship 

we share with Gilead and we couldn’t be more proud of this nomination.

To get here, we took the antiquated healthcare agency model and  
turned it on its head. It’s a breath of fresh air for the brands we serve.

Want to explore if the flipside is right for you?  
Find out more at brickcitygreenhouse.com. 
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Oncology –  
Disease Awareness/EducationUNREGULATED

Treat Like It’s 2020 –  
Disease State Education Campaign
• Company Name: Astrazeneca

• Agency Name: Biolumina

• Account Service Lead: Jessica Henkel (SVP, Group Account 
Supervisor), Garrett Garner (SVP, Group Account Supervisor), 
Darcy Raymond  (Account Supervisor) | Biolumina

• Art Director: Kami Fuhrman  (SVP, Associate Creative Director, 
Art), Donna Marvin-Platt (Group Art Supervisor) | Biolumina

• Copywriter: Stella Daily (SVP, Associate Creative Director, Copy),  
Lauren Jordan (VP, Group Copy Supervisor) | Biolumina

Be in the Know –  
Disease State Education Campaign
• Company Name: Astrazeneca

• Agency Name: Biolumina

• Account Service Lead: Jessica Henkel (SVP, Group Account 
Supervisor), Garrett Garner (SVP, Group Account Supervisor), 
Darcy Raymond  (Account Supervisor) | Biolumina

• Art Director: Kami Fuhrman (SVP, Associate Creative Director,  
Art), Donna Marvin-Platt (Group Art Supervisor) | Biolumina

• Copywriter: Stella Daily (SVP, Associate  
Creative Director, Copy), Lauren Jordan  
(VP, Group Copy Supervisor) | Biolumina

 WINNER

©2021 Brick City Greenhouse, LLC. All rights reserved.

GR E AT N E S S  GR O W S  O N  T H E  F L IP S IDE
 

We are thrilled to be nominated as a finalist for the Oncology – Branded  
(FDA-regulated) Award. This is a testament to the great, collaborative relationship 

we share with Gilead and we couldn’t be more proud of this nomination.

To get here, we took the antiquated healthcare agency model and  
turned it on its head. It’s a breath of fresh air for the brands we serve.

Want to explore if the flipside is right for you?  
Find out more at brickcitygreenhouse.com. 
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THE CURE   
FOR BOREDOM IS 

  CURIOSITY
~Dorothy Parker

AT BIOLUMINA, 
WE EMBRACE THE POWER OF CURIOSITY.

Why? Because we believe curiosity builds better insights, brands,  
collaboration, careers, and, ultimately, a better agency.

To learn more about our oncology-focused, customer-agnostic and 
curiosity-driven agency, contact:

Kirsten A. Kantak, President & CEO 
 kkantak@biolumina.com or 347-327-0692
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Neuropathy Reality Experience
• Company Name: Athenex Inc

• Agency Name: Truth Serum NTWK

• Account Service Lead: Jennifer Peters, VP,  
Business Director/Agency Services | Proximyl Health

• Art Director: Halen Van Dang, VP, Creative Director, Art |  
Proximyl Health

• Copywriter: Ann Manousos, Copywriter/Creative Strategist |  
Proximyl Health

• Production: PXL House

Oncology –  
Disease Awareness/EducationUNREGULATED
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Visionaries Campaign
• Company Name: Regeneron

• Agency Name: RevHealth LLC

EYSUVIS: The Fast Flare Fighter
• Company Name: Kala Pharmaceuticals

• Agency Name: QBFox Healthcomm

• Account Service Lead: Mark Vespole |  
QBFox Healthcomm

• Art Director: George Abdy | QBFox Healthcomm

• Copywriter: Jason Doce | QBFox Healthcomm

Ophthalmology

INITIATE ZERVIATE
• Company Name: Eyevance Pharmaceuticals

• Agency Name: Elevate Healthcare Marketing

• Account Service Lead: Scott Harper |  
Elevate Healthcare Marketing

• Art Director: Tara Powers | Elevate Healthcare Marketing

• Copywriter: Evan Finkelstein |  
Elevate Healthcare Marketing

• Production: Erin Hlivia | Elevate Healthcare Marketing

INDICATIONS AND USAGE  
ZERVIATE® (cetirizine ophthalmic solution) 0.24% is a histamine-1 (H1) receptor antagonist indicated for treatment  
of ocular itching associated with allergic conjunctivitis.
DOSAGE AND ADMINISTRATION 
Instill one drop of ZERVIATE in each affected eye twice daily (approximately 8 hours apart).
IMPORTANT SAFETY INFORMATION 
WARNINGS AND PRECAUTIONS 
Contamination of Tip and Solution: As with any eye drop, care should be taken not to touch the eyelids or 
surrounding areas with the dropper tip of the bottle or tip of the single-use container to avoid injury to the eye  
and to prevent contaminating the tip and solution. Keep the multi-dose bottle closed when not in use. Discard  
the single-use container after using in each eye.
Please see Important Safety Information and Full Prescribing Information. Learn more at MyZERVIATE.com

For ocular itch associated with allergic conjunctivitis 

INITIATE ZERVIATE®

Choose the topical prescription treatment  
that delivers the proven power of cetirizine 
(active ingredient in ZYRTEC*)1,2

Available by prescription only 

 WINNER
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Searching for 
the right spot?

If you’re looking to partner with a smart, experienced agency 
who knows their way around, pull up a cushion.

2 Changebridge Rd / Montville NJ 07045  / qbfox.com / 973.723.9198
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Preservation
• Company Name: PTC Therapeutics

• Agency Name: CultHealth

• Account Service Lead: Doug Esposito | CultHealth

• Art Director: Janessa Broche | CultHealth

• Copywriter: Saul Katz | CultHealth

Another Day WON
• Company Name: Zogenix, Inc.

• Agency Name: CrowdPharm

• Account Service Lead: Ingrid Dahlin | Cross & Wild

• Art Director: Dan Lutz | CrowdPharm

• Copywriter: Karen Cooksey | CrowdPharm

• Production: Kaley Wagner | CrowdPharm

1

Rare Disease FDA-REGULATED

Break Through to New Possibilities
• Company Name: Harmony Biosciences

• Agency Name: Synchrony Healthcare  
Communications, Inc

 WINNER
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Virtual LEAP: Keeping Patients at the Center  
of Everything We Do
• Company Name: Alexion Pharmaceuticals

• Account Service Lead: Sonia Singhvi |  
Alexion Pharmaceuticals

1 | R A R E  I N S P I R A T I O N .  C H A N G I N G  L I V E S .

A bold 
ambition.
Reimagine from the outside-in what 
it means to be a patient-centric leader
and create innovative-value added 
solutions in the communities we serve. 
Not just in our principles and values, 
but in our actions every day.

1

Embedding Patient Centricity and Creating 
Value through LEAP

Rare Disease –   
Disease Awareness/EducationUNREGULATED

Dimensionalizing the Patient Experience in PNH
• Company Name: Apellis

• Agency Name: Centron

• Account Service Lead: Laura Fiorenza | Centron

• Art Director: KC Chung | Centron

• Copywriter: Jaclyn Kish | Centron

 WINNER
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Respiratory Viral Infections in 
Immunocompromised Patients
• Company Name: ADMA Biologics, Inc

• Agency Name: Syneos Health

• Account Service Lead: Ashley Woerner | Cadent Medical Communications

• Art Director: Jason Moya | Syneos Health

• Copywriter: Derek Francis | Cadent Medical Communications

• Production: Jamie Calabro | Syneos Health

Know Narcolepsy: There’s More to Know
• Company Name: Harmony Biosciences

• Agency Name: Synchrony Healthcare 
Communications, Inc

Rare Disease –  
Disease Awareness/Education UNREGULATED
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A Breath of Fresh Air
• Company Name: Covis Pharma US

• Agency Name: GLOW Interactive

• Account Service Lead: Patrick Mullaney |  
GLOW Interactive

• Art Director: Kurt Kretten | GLOW Interactive

• Copywriter: Darrell Grysko | GLOW Interactive

Respiratory Viral Infections in 
Immunocompromised Patients
• Company Name: ADMA Biologics, Inc

• Agency Name: Syneos Health

• Account Service Lead: Ashley Woerner | Cadent Medical Communications

• Art Director: Jason Moya | Syneos Health

• Copywriter: Derek Francis | Cadent Medical Communications

• Production: Jamie Calabro | Syneos Health

Respiratory

For My Lung Health
• Company Name: ATS: American Thoracic Society and  

CHEST: American College of Chest Physicians

• Agency Name: Glue Advertising

• Account Service Lead: Cindy Macles | Glue Advertising

• Art Director: Cristiano Andreotti | Glue Advertising

• Copywriter: Judy Tabak | Glue Advertising

UNREGULATED

 WINNER
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Say Goodbye
• Company Name: AngioDynamics

• Agency Name: Fingerpaint

EMERPHED™ | The OR is a busy place,  
let Nexus Pharmaceuticals simplify it for you.
• Company Name: Nexus Pharmaceuticals

• Production: Dan West | Blue Key Media

Surgery

 WINNER

Xiaflex DC Branded Digital Detail Aid
• Company Name: Endo Pharmaceuticals Inc.

• Agency Name: Fingerpaint
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 WINNER

Veterinary

Sileo® Monstrous Results
• Company Name: Zoetis

• Agency Name: Fingerpaint
A CAMPAIGN WITH 
MONSTROUS RESULTS
How “noise monsters” helped educate dog owners 
and vets about a little-known, scary condition

The Frightening Truth About  
Dogs and Noises 

While a dog’s overreaction to noises can seem 
funny, cute, or harmless, these pups have a 

serious medical condition called noise aversion. 
Our first objective of this campaign was to 
educate dog owners about the seriousness  

and signs of noise aversion.

Everyday Noises 
 Can Hurt, Too 

Most dog owners don’t know that everyday 
noises inside and outside of the home, like the 
running of a vacuum or lawn mower, can have 

the same effect as hearing thunder or fireworks. 
The second objective of this campaign was to 
educate owners about the common sounds  

that can cause fear in their dogs. 

Treatment With Sileo®  
Can Help 

Dog owners also aren’t aware that Sileo® can 
help lessen their dog’s fear, and many vets 

don’t know about the brand as a sound solution 
to noise aversion. The third objective of this 

campaign was to educate dog owners about 
the brand and drive them to their vets for a 

diagnosis and prescription.

THE SCARY SITUATION

THE SOUND SOLUTION

We created the “noise monsters”—depictions of 
fireworks and other sounds that cause fear in dogs—
to educate dog owners about noise aversion and 
direct them to Sileo® as a solution.

Ads linked to a super-cool, interactive quiz to help 
owners assess if their dog is experiencing noise 
aversion. Dogs were given names that corresponded 
to their scores: Brave Buddy (not scared), Spooked 
Pooch (somewhat scared), and Petrified Pup 
(terrified).

Short, social video ads helped build awareness 
about the upcoming July 4th holiday and the other 
sounds around the home that can trigger symptoms 
of noise aversion. 175% increase  

in click-through rate over 
the 2019 social campaign

22,621 quiz 
completions  
and counting to help  

aid in diagnosis

More 
prescriptions 

written for Sileo®

Helping more 
dogs be brave  

when facing “noise 
monsters”

 1,352,536 reach 
with a 2.91%  

click-through rate

THE RESULTS

That’s what we call “the sound of success.”
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Bringing Sexy Back
• Company Name: Reckitt

• Agency Name: Havas Health & You

• Account Service Lead: Katie Reynolds |  
H4B Chelsea

• Art Director: Juliette Bednarz | H4B Chelsea

• Copywriter: Deirdre Dempsey | H4B Chelsea

• Production: John Varellie | H4B Chelsea

Owned and Operated
• Company Name: TherapeuticsMD

• Agency Name: H4B Chelsea

• Account Service Lead: Monique Prestigiacomo |  
H4B Chelsea

• Art Director: Leigh Ortman | H4B Chelsea

• Copywriter: Andrea Baraiola | H4B Chelsea

• Production: Zully Ortiz | H4B Chelsea

Women’s Health FDA-REGULATED

 WINNER
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Women’s Health  FDA-REGULATED

Twirla® (levonorgestrel and ethinyl estradiol) 
transdermal system Fits My Life Campaign
• Company Name: Agile Therapeutics®

• Agency Name: LevLane

• Account Service Lead: Timmy Garde | LevLane

Balcoltra: Right from the Start
• Company Name: Avion Pharmaceuticals

• Agency Name: CDMP

• Account Service Lead: Gennyfer Santel | Splice Agency

• Art Director: Kaityln Quealy | Splice Agency

• Copywriter: Lisa Ladehoff | Splice Agency

• Production: Marianne Kaiser | Splice Agency
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Neuropathy Reality Experience
• Company Name: Athenex Inc.

• Agency Name: Truth Serum NTWK

• Account Service Lead: Jennifer Peters, SVP, 
Business Director/Agency Services | Proximyl Health

• Art Director: Halen Van Dang, VP, Creative Director,  
Art | Proximyl Health

• Copywriter: Ann Manousos, Copywriter/Creative  
Strategist | Proximyl Health

• Production: PXL House

Facing MBC Together
• Company Name: Athenex Inc.

• Agency Name: Truth Serum NTWK

• Account Service Lead: Jennifer Peters, SVP, 
Business Director/Agency Services | Proximyl Health

• Art Director: Halen Van Dang, VP, Creative Director,  
Art | Proximyl Health

• Copywriter: Glenn Hauler, Creative Director, Copy | 
Proximyl Health

Women’s Health –  
Disease Awareness/Education

OP on the TV – Raising awareness  
of Osteoporosis
• Company Name: Amgen

• Agency Name: Hearts & Science

UNREGULATED

 WINNER
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©2021 Truth Serum NTWK™. A brand of MJH Life Sciences™.

Good marketing creates conversation, which means listening is as important as speaking. That’s 
why, with unmatched real-time access to your customers, we make real conversations happen 
with your customers to get to real truths. We believe that when you understand your customer 
base better, you can use the insights in real time to create better targeted and more powerful 
content. Start your conversation with us today.

Can your marketing communications network do that? 

Find out the secret to the serum at truthserumntwk.com or  
by contacting Managing Director Frank Saia at franksaia@truthserumntwk.com

We know a thing, or 7.6 million, about your customers.

Strategic and  
Creative Agency

Creative  
Campaigns

Market 
Research

Community 
Activation

Digital and  
Strategic Services

UNREGULATED
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https://www.truthserumntwk.com/
https://www.hraresearch.com/?__hstc=145183915.ff2bcde028ba6d46546319bb93fd5595.1631117709244.1631117709244.1631117709244.1&__hssc=145183915.1.1631117709244&__hsfp=4043529008
https://www.proximylhealth.com/?__hstc=145183915.ff2bcde028ba6d46546319bb93fd5595.1631117709244.1631117709244.1631117709244.1&__hssc=145183915.3.1631117709244&__hsfp=4043529008
https://www.thewhyse.com/?__hstc=145183915.ff2bcde028ba6d46546319bb93fd5595.1631117709244.1631117709244.1631117709244.1&__hssc=145183915.4.1631117709244&__hsfp=4043529008
https://products.medstro.com/?__hstc=145183915.ff2bcde028ba6d46546319bb93fd5595.1631117709244.1631117709244.1631117709244.1&__hssc=145183915.5.1631117709244&__hsfp=4043529008
https://www.theoutletcreative.com/
https://www.truthserumntwk.com/


WWW.PHARMEXEC.COM

Back Page82 PHARMACEUTICAL EXECUTIVE SEPTEMBER 2021

When Innovation 
Outpaces HTA, Access 
Struggles to Keep Up
Scientific advances are benefiting cancer patients, but it will take a 
pandemic-like response to ensure patients everywhere have access

The COVID-19 pandemic has taught us many life-chang-
ing things on both personal and professional levels. The 
healthcare industry’s response to the novel coronavirus 
demonstrated above all what can be achieved when 

everyone urgently works together for the common good. For most 
of  us, rarely have we witnessed such public focus on virus detec-
tion, contact tracing, prevention, vaccine development, and testing. 
As the world faced its greatest health crisis of  our time, science 
beamed brighter than ever. This led to a new appreciation for the 
pharmaceutical industry and how innovation made the difference 
between life and death for so many. I believe it will take this same 
kind of  Herculean effort in oncology—where my passion lies—to 
ensure patients everywhere can benefit from the incredible scientific 
progress we have made in recent years. 

Today, more than 33 million people are living with cancer 
worldwide, managing their disease through diligent monitoring 
and treatment, but that’s not good enough. The goal should never 
be just survival. It should be to prevent it, cure it, or help patients 
live well with it—to provide them the kind of cancer care that 
allows them to thrive. The science is there, as tremendous strides 
have been made in recent years to better understand the oncologic 
drivers of cancers and how targeted therapies can deliver game-
changing precision to maximize patient benefit. Identifying the 
right patients and understanding the biomarkers that will lead to 
the right treatments is the kind of innovation that has revolution-
ized cancer treatment.

The question remains—if the science is there, why aren’t more 
people receiving optimal cancer care from the latest innovations? 
Barriers to improved cancer care are substantial and have less to 
do with medical science than the infrastructure that connects inno-
vation to patients. Accelerated scientific development greatly out-
paces health technology assessment (HTA) procedures that clearly 
belong to an earlier era and fail to link unmet medical needs with 
the benefits innovation can bring to patients. Geography, economic 
status, and lack of awareness all further compound the disparities 
in care and explain why innovation reaches some patients, but not 
all, everywhere. The system needs to deliver for everyone; and it 

will take a mighty force to overcome these barriers, but it can be 
done if we work together. The power of the collective commu-
nity—industry professionals, medical colleagues, policymakers, 
patients, and patient advocacy partners—can work together to 
address the disparities that are preventing access to innovation. 

One specific barrier to breakthrough science is the lack of 
access to comprehensive genomic testing. Decades of scientific 
study have led researchers to understand biomarkers as a blueprint 
for cancer. Genomic testing is the linchpin for precision medicine, 
allowing us to move away from a one-size-fits-all approach to 
cancer treatment and prescribe therapies that are personalized to 
the specific genome of an individual patient, giving us a higher 
confidence level for a positive outcome. 

Availability and access to clinical trials is yet another obstacle 
patients face. For example, in the US, only 8% of cancer patients 
enroll in clinical trials, due largely to the fact that the majority of 
patients seeking care do not have a trial available for their cancer 
type and stage at their treating institution. To gain access to these 
clinical trials, many times the burden falls onto the patient to either 
travel, sometimes far and wide, to participate or to continue on 
therapies that are not optimized for their care. 

How can we unlock the potential of new treatments if the infra-
structure of the healthcare system is blocking the literal gateway 
for innovation? The heartbreaking reality is that two patients with 
similar cancers and biomarkers may experience drastically differ-
ent outcomes. For those living in areas where genomic testing is 
available, they will benefit from 21st century innovation; the other 
will be locked out of optimal care. 

Identifying specific barriers is the first step. Then the collective 
whole can work together to remove the barriers, ensuring that our 
healthcare infrastructure advances at the same rate as innovation 
so that all patients receive the same, game-changing cancer care. 
When facing one of the most difficult challenges of their lives, 
many cancer patients and their families also have to deal with 
overwhelming barriers to care. Identifying and breaking down 
these barriers can provide patients with the care they need and 
help to improve their quality of life. 

ROBERT LaCAZE
Member of the Executive Commit-
tee of Bayer AG’s Pharmaceuticals 
Division and Head of the Oncology 
Strategic Business Unit

 

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/


CONTACT US
iqvia.com/contact

For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com C
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Presented by:

Sponsored by:

Register now for free! 
www.pharmexec.com/pe_p/
innovation

SPEAKERS:

Marni Hall, PhD, MPH 
VP Clinical Evidence,  
Head of U.S. Regulatory Science and Strategy, 
IQVIA

MODERATOR:

Lisa Henderson  
Editorial Director,  
Pharmaceutical Executive

On-demand webinar
Aired Thursday, August 19, 2021

Real World Evidence, Innovation, and Regulatory Science – What you 
should know to keep up in the rapidly evolving regulatory landscape

The 21st Century Cures Act, COVID-19, and the pending real 
world data guidance slated for later in 2021, have brightened 
the spotlight on the power of real world data (RWD) and real 
world evidence (RWE). RWE continues to be at the forefront 
in providing value in regulatory science and innovation when it 
comes to new data, methods, and tools. How do you leverage 
RWE in a manner that is fit-for-purpose, to support a regulatory 
submission?

IQVIA speaker, Dr. Marni Hall will discuss the importance of 
regulatory science as regulators innovate, and the critical 
role the industry plays in helping to shape the future use of 
RWE. The presentation will introduce RWD and RWE, discuss 
innovative approaches and processes you can take back to your 
organization to foster use of RWE, and highlight success stories 
in leveraging RWE to support regulatory approvals. You don’t 
always know how useful your data can be, the insights you can 
glean, and the opportunity it presents, until that data is looked 
at through another lens.  

3 key takeaways

• Understand what RWE is and how it may be used in 
regulatory decision-making.  

• Better understand what fit-for-purpose data and studies 
entail, and why one-size fits all approaches do not apply 
when it comes to using RWE for regulatory decision-making.   

• Learn how innovation is part of the regulatory process and 
how you can bring this information and innovative ways of 
thinking back to your organization.
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You see a product.
We see a path.
 

What’s your vision for commercialization success?

Email CommercializationStrategy@amerisourcebergen.com 
for a free copy of your Commercialization Launch Guide.

Whether you’re part of a global powerhouse or a one-man show, you’re an 
innovator. You want to make the most of scientific advances and move health 
forward to change patient lives for the better.
 
We do, too. And AmerisourceBergen is the only commercialization  
partner with the combination of proven solutions, diverse perspectives, and 
unmatched scale to make that happen. We build partnerships that unlock 
product potential and get medications to patients who need them. 
 
Let’s work together to envision new paths to healthier futures 
around the world.
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