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Our Launch-Time Menu
As of Sept. 1, FDA’s CDER has approved 39 novel drugs. But, as we 
know, long before approval, plans are set in motion to successfully 
launch drugs into the market. Depending on the therapeutic need, 
these plans can range from complex delivery logistics, to creative 
advertising campaigns, to elevated scientific meetings, to supporting 
patients through access programs. Each brand launch has its own 
unique story, and in this Product Launch issue, we highlight five 
products, all approved in 2019, and showcase what is now their early 
brand journey (see coverage starting on page 20). 

T he brands are chosen with input from the Pharmaceuti-
cal Executive Editorial Advisory Board. In alphabetical 
order, they are:

• Oxbryta, from Global Blood Therapeutics, is a breakthrough 
drug for sickle cell anemia approved late November 2019. Oxb-
ryta is the first drug to treat the root cause of  sickle cell anemia 
rather than just managing symptoms, in a once-a-day tablet for-
mulation. Net sales surpassed Wall Street analysts’ predictions, 
making Oxbryta’s story a clear choice.  

• Skyrizi, from AbbVie, was approved in April 2019 for severe 
plaque psoriasis. Based on Phase III data that showed it could clear 
skin lesions by 90% in up to three quarters of  patients within a 
week, the drug’s strong advertising presence in a large patient pop-
ulation, and sales of  $300 million in Q1 2020 are the reasons for 
Skyrizi’s inclusion. 

• Spravato,  Janssen Pharmaceuticals’ drug for major depres-
sive disorder (MDD) was approved in March 2019. Based on a 
form of  the “party drug” ketamine, Spravato was the first treat-
ment for MDD to win approval in years. Delivered as a nasal 
spray for use with oral antidepressant treatments, its launch story 
includes a NICE rejection against the backdrop of  a lack of  new 
therapies in mental health.

• Vascepa, from Amarin, was approved in December 2019, 
making it one of  the two latest approvals to launch in the COVID 
era. Vascepa was approved on a priority review by FDA to reduce 
cardiovascular risk and mortality for patients who are already man-
aged on statins. Based on EPA, which is found in fish oil, Vascepa’s 
launch story combines patient education to a large consumer pub-
lic familiar with omega-3s, but lacking knowledge on the difference 
between taking supplements for health prevention vs. treating an 
inherently dangerous medical disease. 

• Zolgensma, Novartis’s gene therapy approved in  May 2019 
for spinal muscular atrophy. Though the most expensive therapy 

currently on the market, the value proposition coupled with its sci-
entific breakthrough make the Zolgensma story a compelling read. 

As some of  our stories will highlight, are the challenges of  prod-
uct launch and prescription sales during COVID. For some, launch 
became an exercise of  pivoting and execution in ways that, while 
maybe under exploration at the time, were largely unfamiliar to all 
stakeholders. In this article, https://bit.ly/31LXRiD, the theme of  
launching a product during the pandemic was discussed. 

Other companies have also gone on record about their launch 
challenges, including Paratek Pharmaceuticals’ efforts one-year into 
the launch of  its antibiotic NUZYRA (https://bit.ly/3bkaOTL), 
and at the end of  April, Immunomedics’ launch of  breast cancer 
drug Trodelvy, as discussed by its CFO/CBO Usama Malik here: 
https://bit.ly/3lPytAC.

We are glad that these executives choose to share their experi-
ences with you on our website. We are also happy to announce that 
our recent virtual conference is now available complementary to 
watch on-demand. Just register first to view these sessions here: 
https://bit.ly/2QN36bC. The conference focused on physician 
education and reaching doctors during and after COVID-19 and 
featured presentations and discussion with pharma speakers from 
Pfizer, Eli Lilly, and AstraZeneca.

Clearly, COVID touches on every topic we regularly cover, and 
that will be evident in the upcoming months. Next month, our 
October issue will focus on Hub Services and one of  the core capa-
bilities of  supporting patients. It’s evident these organizations that 
support pharmaceutical companies and physicians’ efforts to get 
prescription medicines to patients in a safe and educational man-
ner were effected, but not fazed, during COVID. 

As for pharma professionals, they remain focused on patients 
and family. Whether its patient safety during COVID, more time 
spent with family for executives, or the business goals of  gaining 
on therapies for patients and families, there is a common thread 
that keeps this industry humming at all times. 
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JILL WECHSLER
is Pharmaceutical Executive’s
Washington Correspondent.  
She can be reached at
jillwechsler7@gmail.com

T he White House initiative to encourage US produc-
tion of essential medicines calls on FDA to set the 
parameters for and implement main aspects of the 
program. Under the executive order issued by Presi-

dent Trump Aug. 6, FDA first will determine which medicines 
fall under the program’s requirements. In addition, the agency 
will collect information from manufacturers on drug and ingre-
dient origins and accelerate approval of qualifying products and 
their production facilities. 

FDA had 30 days to draw up a list of  “essential medicines, 
medical countermeasures, and their critical inputs”—i.e., active 
pharmaceutical ingredients (APIs) and other components—and 
another 60 days to finalize it. The list will cover therapies and 
medical products that the US “must have available” at all times, 
particularly treatments for infectious diseases and to protect against 
chemical, biological, radiological, and nuclear (CBRN) threats. 

To ensure demand for domestically made medicines, federal 
agencies that purchase drugs, including the Department of  Health 
and Human Services (HHS), the Department of  Defense and the 
Department of  Veterans Affairs, will develop plans in 90 days for 
steering procurement and contracts to those essential medicines 
produced at home. Those agencies will have to submit annual 
reports in 2021 on where they source these critical products. The 
US Trade Representative, moreover, will exclude those listed prod-
ucts from free trade agreements, while federal agencies will look to 
revise environmental and other regulations likely to inhibit con-
struction of  new pharmaceutical facilities in the US.  

There are some notable exceptions to the program. The “Buy 
American” requirements won’t apply to medicines not available in 
sufficient quantities in the US, to US-made products that are 25% 
more expensive than imports; or in cases of  a national emergency. 
At the same time, the new policies will aim to combat trade in 
counterfeit goods and protect intellectual property. 

FDA also will seek to reduce supply chain vulnerabilities by col-
lecting data on the sources of  and shortages in critical drugs and 
medical devices and their ingredients, plus information on the date 
of  a facility’s most recent inspection and the results of  such inspec-

tions. To accomplish these goals, the agency will identify where 
new regulations or guidance are needed to collect production infor-
mation and will negotiate with other countries to increase foreign 
inspections—including unannounced site visits—of  firms produc-
ing essential medicines. And the government will limit imports from 
manufacturers that refuse or unreasonably delay an inspection. 

At the same time, FDA will encourage pharma manufacturers 
to shift production to the US by offering accelerated approval of  
essential medicines made in the US, particularly those needed to 
counter infectious disease and CBRN threat preparedness. The 
agency will issue guidance on developing advanced manufacturing 
techniques for domestic production of  essential therapies, while 
also looking to identify and propose changes in laws and regula-
tions found to erect barriers to domestic production efforts.

HIGHER PRICES?
A main objection to the Buy American policy for pharmaceuti-
cals is that domestically produced critical medicines are likely to 
be more expensive than those made overseas. Generic drug mak-
ers, in particular, acknowledge that APIs and drugs from China 
and India are cheaper than those made in the US and that gov-
ernment contracts for pharmaceuticals need to assume higher 
prices for American-made products. 

In this light, the initiative to increase purchases from domestic 
producers runs counter to an earlier White House announcement 
advancing four drug price control initiatives, including an interna-
tional reference pricing scheme for drugs and biologics. President 
Trump issued executive orders on July 24 that call for certain health 
centers to pass on price discounts on insulin and epinephrine  and 
to allow drug imports from Canada and other countries, policies 
announced previously and already  undergoing analysis for impact 
and implementation. Another proposal would reduce rebates paid 
to “middlemen” managing Medicare drug plans, which analysts 
say would raise premiums for beneficiaries. Trump again floated 
the idea of  setting an international pricing index, or “most favored 
nation” policy, to link prices paid for Medicare Part B medicines 
to those paid overseas. 

FDA in Hot Seat        
on ‘Buy American’ 
Drug Policy  
Tasked with setting up framework for essential medicine program 
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TINA FASCETTI
Managing Director/                 
Chief Creative Officer,                      
Truth Serum NTWK

A ll agencies, at one time or another, assert that they 
have an innovative agency model. For many, this 
just means rebranding old processes with new 
names. And in those cases where the claim may 

be valid at the moment in time, soon enough, others will simu-
late aspects of the approach so that the shiny object looks the 
same all over again. In order for networks to truly implement a 
proprietary methodology, a fundamental alteration in agency 
DNA must take place. The process we call Living Creative is 
not only a proprietary methodology but also one that’s impos-
sible to duplicate without vast and fixed internal resources of a 
different kind.

 
A NEW APPROACH TO MARKET RESEARCH
Market research, then ideation, characterizes traditional agency 
creative processes. Discovery yields insights about customers, 
markets, and the competition. Ideation generates a series of pro-
motional concepts. The client selects a few and performs quality 
and quantity research. Tweaks are made, and a final campaign 
survives the journey; weeks and weeks pass. But imagine cutting 
that time in half and getting a higher quality product. Living 
Creative is designed to do just that. 

Concepts and messaging are co-created in real time with 
customers, so the ideas grow organically into genetically original 
content. That is, the customers are part of the creative team. At 
its very heart, this approach mandates unmatched access to 
HCPs and patients. 

WHY LIVING CREATIVE IS THE FUTURE 
“Market Research—Ideation—Market Research” characterizes 
a traditional agency creative process. This approach operates 
under the philosophy that one concept fits all target customers. 
On the other hand, we believe segmenting customers by mind-
set, or belief, leads to a different conclusion and, therefore, a truly 
unique model. Living Creative envisions co-creation with cus-
tomers in real time to identify ideas that truly represent differ-
ences in mindsets. Some ideas need to invite curiosity, while 

others build better engagement with the brand, and, finally, some 
ideas reaffirm beliefs about the brand to maintain strong loyalty. 
Living Creative allows manufacturers to cover a broad spectrum 
of customers so that no segment of their audience goes unserved. 
Different campaigns can run at the same time, at no greater cost 
to clients.

AVOIDING TESTING BIAS, SAVING PRECIOUS TIME
Physicians are trained to find pathology. Show them a creative 
or marketing idea, and they’ll tell you what’s wrong with it. Part 
of this dynamic is rooted in the belief that if they aren’t critical, 
then they’re not paying close enough attention. However, during 
Living Creative sessions, a negative bias is replaced with pride 
of ownership. That is, they are an integral part of birthing the 
baby, so they feel that special bond with what they’ve created.

Of course, clients are still free to put the ideas into traditional 
research. Our experiences with Living Creative show us that 
greenhouse ideas do a far better job of succeeding in testing. 
Rather than waiting weeks to find out if HCPs and patients like 
the ideas, we already know that at the start. Throughout per-
forming many Living Creative sessions, we’ve found that we can 
cut the entire timeline down by weeks at the same costs afforded 
by other approaches.

WIDE REACH
MJH Life Sciences™ is the largest privately held, full-service 
medical media company in North America, with a monthly out-
reach of 5.4 million health and wellness practitioners and patients 
from every medical specialty and every disease state. Truth 
Serum NTWK™ is the agency network within MJH. Truth 
Serum takes a client challenge, instantly puts together a cohort 
of target customers and agency creative teams, and just lets the 
ideas flow with Living Creative. 

So, if you’re looking for a true, new agency model that will 
continually outpace the industry’s penchant for same-old-same-
old, give Living Creative a chance to reveal the future of health-
care promotion. 

Living Creative     
and the Future 
of Promotion 
Model rewires the DNA in healthcare agency marketing 

https://www.truthserumntwk.com/
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REFLECTOR
is Pharmaceutical

Executive’s
correspondent in

Brussels

I t could have been a volcano, but a European threat to phar-
maceutical innovation is now looking less like storms of lava 
and poisonous gases, and more like smoke. Four years after 
Dutch Health Minister Edith Schippers famously led Euro-

pean health ministers into an assault on European Union encour-
agement for rare disease research, and after countless calls for the 
scheme to be abolished to prevent rapacious drug firms from 
abusive exploitation and massive overcharging for dubious prod-
ucts, the European Commission published in early August an 
evaluation that leans towards keeping the scheme in place.

Schippers was backed by many other national health ministers 
when she argued that the incentives the EU offered for developing 
orphan and pediatric drugs—and notably market exclusivity 
rewards—were disproportionate. The scheme was permitting 
“inappropriate market behavior” by drug firms, with salami-slic-
ing of indications to qualify for support under the orphan drug 
scheme and “very high prices for benefits that are not always clear.” 
But under diplomatic pressure from bigger EU countries—Ger-
many and the UK in particular – the more radical action she was 
advocating was diluted to a call for a full evaluation of the schemes.

 It is this evaluation which has at last appeared, and it reveals 
broad support for the principle of the scheme. The Commission 
says the program has “fostered the development and availability 
of medicines for patients with rare diseases and for children,” and 
has “redirected private and public investment toward previously 
neglected areas through incentives, obligations, and rewards.” 
There are now more medicines for patients with rare diseases and 
for children, they have become available faster, and have reached 
more patients, it says. Clinical trials in children have been boosted 
and so has the development of new medicines for them. And the 
“off-label” use of drugs for adults in children has declined accord-
ingly. Individual countries “could not have achieved this result 
due to the small number of patients concerned and the fragmen-
tation of the market,” and overall, “incentives remain relevant to 
encourage the development of medicines for rare diseases.”

The evaluation is not entirely complimentary. The benefits 
“come with a cost,” the Commission says, and may in some cases 
(such as market exclusivity of 10 years) be over-generous or unjus-

tified, it says, warning of lack of clarity over “whether the addi-
tional market exclusivity period was needed to recover the addi-
tional costs of R&D.” And the medicines developed “are not 
accessible by patients equally in all member states,” it adds. 

 The scheme has created “inefficiencies which need to be cor-
rected,” the evaluation concludes—and its conclusion is now likely 
to guide the EU’s future action in this area. So changes are com-
ing. But the current European Commission has repeatedly 
espoused innovation and industrial competitiveness—including 
in healthcare—since it took office in late 2019, and that will play 
into the follow-up. For an industry anxious that another blow was 
to be struck at its research efforts and its intellectual property pro-
tection, there is an air of palpable relief over the evaluation. All 
the more so, since the political environment for the drug industry 
over the last few years has been largely hostile, with surging resent-
ment about drug prices.

 The battleground is now likely to shift to broader issues of the 
European pharmaceutical market. The evaluation has pointed 
the way, in its comments on problems of access to innovative prod-
ucts developed under the scheme. “It ascribes the difficulties 
mainly to factors outside the scope of the scheme, “such as strate-
gic launch decisions by pharmaceutical companies and national 
pricing policies and reimbursement systems.” 

This is familiar territory to the drug industry, and while it is 
rocky terrain, the industry holds an advantage in Europe in that 
each member state has its own pricing and reimbursement system, 
which leaves concerted EU action a very remote prospect. What 
is most likely to result in the foreseeable future is an intensified 
debate over identifiable costs of research, and over how far public-
funded research has contributed. The tone of this debate is 
reflected in one of the few responses so far to the evaluation from 
civil society (summer is still summer in Europe): the European 
consumers organization, BEUC, said: “ Shedding light onto R&D 
costs will be crucial to move toward a medicines pricing model 
that works better for consumers. That is why manufacturers who 
wish to benefit from orphan drug incentives must be required to 
submit data on these costs to both the European Medicines Agency 
and national authorities.” 

Key Support
for Rare Disease
Medicine Scheme 
 Orphan drug incentives set to remain in place in Europe   
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A rtificial Intelligence (AI) fueled by real-world health-
care data has yet to be fully leveraged by biophar-
maceutical companies but is poised to revolutionize 
their business strategies. For example, one can use 

AI to find healthcare practitioners who are currently managing 
yet-to-be-diagnosed patients with difficult-to-diagnose diseases 
and identify impactful clinical networks that can be leveraged to 
change clinician behavior. To realize the value, business leaders 
must become intelligent AI consumers.

In 1949, economist Benjamin Graham published The Intelligent 
Investor, which elevated the concept of  making informed invest-
ment decisions in a complex marketplace where hype often prevails 
over substance. He recommended prudence rather than gambling 
on the next big idea. Since Graham’s time, technology has trans-
formed the informatics business landscape with the emergence of  
inexpensive computing platforms and social media, the expansion 
of  the internet and handheld devices, and the commoditization 
of  information. In biopharmaceutical marketing, it comes down 
to unlocking the value in this vast interconnected network.

The stakes have never been higher when it comes to finding 
ways to use this information in support of  patient care, building 
shareholder value, and expanding market share. 

More recently, the advent of  inexpensive AI platforms has 
offered the prospect, if  not the necessity in a highly competitive 
landscape, of  partnering in business collaborations to understand 
this flood of  information. Faced with the certainty that one must 
get involved in the AI marketplace, how does one proceed to assess 
potential business partners, find value, and avoid hype?

Before investing, it’s important to understand what AI actually 
is and what an experienced AI provider can offer beyond access to 
the technology. AI is a broad, rapidly changing field of  research, 
yet the kind of  product you’ll likely need to focus on represents a 
specific subset of  AI. The definition of  AI is “the capability of  a 
machine to imitate intelligent human behavior.” At a broad level, 
there are two types of  AI: General and narrow (See Figure 1 at top).

• General AI doesn’t exist yet; narrow AI is the only 
product in the marketplace today. Within narrow AI, intel-
ligence is either programmed by human beings or learned. The 
latter, known as machine learning (ML), is the modern rendition 
of  narrow AI prevalent in today’s marketplace.

• Narrow AI: “Machine intelligence that equals or exceeds 
human intelligence for specific tasks.” 

PROGRAMMED VS. LEARNED AI
• Narrow human programmed: A good example is Deep 

Blue®, where the human behavior is playing chess, and intelligence 
is designed by humans, rather than acquired through experience.

• Narrow machine learned: A good example is the wide 
spectrum of  computer algorithms that have no capabilities prior 
to being exposed to data, but develop capabilities afterwards.

Machines learn from examples. Assume we have two popula-
tions of  patients with different diseases. While it would be onerous 
for humans to look for differences between these populations, ML 
finds these patterns rapidly. However, ML depends on human cre-
ativity to be successful. High-value consultants support essential 
activities required before, during, and after ML. An effective strat-
egy does not amount to using the latest ML algorithm. No single 
approach works well all the time. ML is one tool among many used 
during strategic solution design with an experienced business part-
ner who can match marketing goals and provide AI solutions.

THE DIFFERENTIATOR IS HUMAN TALENT
Knowledgeable, experienced human talent is needed to produce 
the best solutions. While a subset of ML algorithms holds prom-
ise and more powerful learning agents may eventually need less 
human support, human input is still required. Knowing what to 
predict and how to transform data to bring out latent information 
prior to ML requires human talent.

Failing to partner with an effective AI company can leave you 
at a strategic and tactical disadvantage. No single ML event is usu-
ally sufficient to solve a problem. What is typically required is a 
complex layering up of  ML solutions that are formulated in differ-
ent ways and selected to work in concert. Human experts are crit-
ical when developing these complex ensemble solutions.

Finally, hybrid approaches not obvious to less experienced AI 
providers can make or break a project. For example, combining 
AI that finds difficult-to-diagnose patients with network influence-
mapping AI has synergy. Simultaneously, influencing diagnosis 
and treatment is preferable to just influencing diagnosis and leav-
ing brand to chance. 

The Intelligent           
AI  
Consumer
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A fter the George Floyd incident in May, I received a 
f lood of company statements on diversity in the 
workplace. I was left to wonder, however, how deep 
the message actually went. Most companies realize 

the importance of diversity and inclusion (D&I) and many even 
have resource groups to address such issues. But as the weeks fol-
lowing the incident pressed on, I heard little more and was left to 
believe that many companies may be getting stuck in the subse-
quent dialogue.

Stephen Frost, CEO of Frost Included, an organization that 
provides diversity and inclusion solutions, says he would currently 
give pharma a “B” grade when it comes to diversity in pharma. 
While companies are good at complying with legal benchmarks, 
he says some fall short when it comes to delivering positive mar-
keting messages about diversity that have substance. But the real 
challenge is turning those messages into action with inclusion.

“Systemic issues, such as limited role models, have caused a 
dearth of diverse talent in senior levels within the pharmaceutical 
industry,” says Dr. Tracy Duberman, president and CEO of The 
Leadership Development Group. “We know that children often 
follow the lead set by their parents. If people grow up with parents 
in a scientific field, they are more inclined to see themselves in that 
type of career. For communities that lack those role models, it’s 
harder for children to imagine those professions for themselves, 
so they don’t necessarily gravitate toward them.”

In a CNBC interview following the George Floyd incident, 
Merck Chairman and CEO Ken Frazier spoke about “closing the 
opportunity gap” and the value of internships that offer minori-
ties the chance to work in pharma. Many times, if interns prove 
themselves, they are asked to stay on. This helps fill the pipeline 
with members of communities that are underrepresented.

“The way to create a diverse pipeline is to start people young,” 
says Duberman. “An effective way to do so is through leadership 
development that includes a sponsorship component. Sponsors, 
typically key decision-makers in organizations, are committed to 
promoting their proteges and work to advocate for stretch assign-
ments for their proteges to grow early in their careers. To make 
it stick, organizations have to commit to embedding diversity as 
part of their overall culture, mission, vision, and values.”

A diverse workforce goes beyond enhancing employee equal-
ity; it also helps increase productivity. The 2020 Diversity Wins 
report from McKinsey & Company revealed that the most gender-
diverse companies are 48% more likely to outperform the least 
gender-diverse companies. The 2019 data also found that com-
panies in the top quartile for gender diversity on executive teams 
are 25% more likely to have above-average profitability than com-
panies in the fourth quartile; that number is 36% in the case of 
ethnic and cultural diversity. 

And according to a December 2019 Morgan Stanley report, 
companies with the strongest racial and ethnic diversity are 35% 
more likely to have financial returns above their industry medians, 
and business teams outperform on sales and profits when their 
gender mix is equal.

“People see diversity/inclusion as a separate work stream, as 
an opportunity cost rather than as a methodology of the job,” says 
Frost. “[If you] think of it not as extra workload but as a mindset 
and a methodology to apply to your everyday work, then it doesn’t 
become an opportunity cost; it becomes a resource.”

When you consider that similar backgrounds and information 
often produce similar results, the value of different viewpoints is 
clear: Diversity drives innovation. “That push and that pull, that 
constructive conflict, is important to solve problems,” says Duber-
man. “Because if everybody’s always in agreement, then you’re 
not necessarily finding the breakthrough answer.”

Unfortunately, there’s no quick fix to incorporating diversity 
into the workplace. It requires behavioral change, which experts 
say can take up to three months. To break out of old patterns, 
companies should start by tracking data, having honest discus-
sions, and addressing the cognitive dissonance between how peo-
ple act privately and how they like to be seen acting in public. To 
close that gap, leaders can take simple actions, such as talking less 
and listening more in meetings, to show that all opinions count.

“The totality of these actions can then be tracked over time as 
behavioral change,” says Frost. “The importance of this is that it’s 
not me telling you what to do, but it’s about you figuring out your 
own cognitive dissonance, based on the evidence, and then prac-
ticing [new behaviors]. To create behavioral change, which is the 
real value, you need to get into that kind of leadership work.” 

The Importance 
of Embracing 
Diversity
Creating behavioral change in the pharma workplace

mailto:equilici@mjhlifesciences.com
https://www.pharmexec.com/


1111

WWW.PHARMEXEC.COM

SEPTEMBER 2020 PHARMACEUTICAL EXECUTIVE Technology

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

Among the many adverse effects of the COVID-19 
pandemic, a shortage of drugs, protective equip-
ment, and test kits, product delays, loss of employee 
productivity, and enforced plant closures have been 

among those exposing the weaknesses of the pharma supply 
chain. These challenges pose inevitable problems for the supply 
of COVID vaccines—when they eventually become available—
especially as governments will need to expedite distribution of 
these treatments to billions of people worldwide. Indeed, the 
World Economic Forum (WEF) has reported that distributing 
the COVID-19 vaccine “will require one of the largest supply 
chain capacities for fighting pandemics ever built,” facilitating 
the distribution of between seven to 19 billion vaccine doses (the 
higher figure accounting for double doses where required and for 
loss of doses during storage and transit).1

Traditional supply chains, however, are at the mercy of bottle-
necks, quality control issues, theft, and counterfeiting. As the 
world clamors for the first COVID vaccines, such problems are 
likely to be amplified. To avoid these established supply-chain 
vulnerabilities, pharma is looking to blockchain and its transpar-
ent digital ledger technology, which records and logs transactions 
into “blocks” into a database across a network of computers with 
no centralized entry point. “Servers are set up over various dif-
ferent data centers and across different geographies,” explains 
VAI Chief Information Officer Kevin Beasley. “If any particular 
server becomes compromised or fails for whatever reason, the 
data still stored in multiple locations.” All users can see the trans-
actions and the changes to the blockchain, and once data is 
entered it cannot be changed. “You can go back and update 
records to say that the previous record was incorrect and log new 
information, but the original data is immutable,” Beasley told 
Pharm Exec. Blockchain, then, offers “a permanent audit trail.”

Pointing to a Harvard Business Review article stating that the 
supply chain for a COVID-19 vaccine “must be equitable,”2 WEF 
adds that such equitability “can only be built on [an] openly 
verifiable, consensus-driven system having immutable integrity 

of data with no single source of control.” As vaccine access “will 
critically depend on an information system with the highest pos-
sible integrity,” WEF reports that blockchain technology will be 
essential for equitable COVID-19 vaccine distribution. While 
the organization accepts that, so far, blockchain has been mostly 
used in pilot experiments in retail and transport logistics “to 
enable real-time tracking of shipments and shared access of data 
between consortium members, building trust,” it asserts that it is 
now time for these pilot-scheme learnings to be “utilized to enable 
a truly global ledger for the COVID-19 vaccine supply chain.”

For the vaccine manufacturers, blockchain allows for the accu-
rate tracking of all aspects of the supply chain, from packaging 
and cold-chain transit to distribution strategies and storage. As 
Beasley says, many components go into a vaccine, not just active 
or inactive viral components, and there can be questions about 
where they are sourced, how they were supplied, etc. With block-
chain, manufacturers can track any component included in their 
vaccines. In July, San Francisco-based technology company 
Chronicled—the custodian of MediLedger, a decentralized net-
work that connects trading partners without revealing private or 
competitively sensitive data—reported that MediLedger’s prod-
uct verification solution will help fight counterfeits and fraud in 
the medication used for the treatment of COVID-19 by enabling 
pharmacies and hospitals to authenticate high risk or suspect 
products. It works through a barcode scan that validates product 
data against the original manufacturer’s data. 

“The whole purpose of blockchain is trust—you can actually 
trust in the data,” says Beasley. Blockchain-based supply chains 
would engender this trust in everyone “from manufacturers to 
doctors and the recipients of the vaccine.” 

---
1. “How the massive plan to deliver the COVID-19 vaccine could make 
history,” World Economic Forum (weforum.org), July 17, 2020.
2. “A Covid-19 Vaccine Will Need Equitable, Global Distribution,”  
Harvard Business Review, April 2, 2020.

Vaccine Supply: 
Trusting in 
Blockchain 
As we wait for a COVID-19 vaccine, pharma is looking to blockchain 
technology to prepare for the major supply-chain obstacles to come
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A n unprecedented number of biotechnology equity 
offerings continue to be a main source of alpha for 
investors. In the first half of this year, biotech IPOs 
have raised $7.7 billion, 149% ahead of last year’s 

output during the same period. 
Impressively, about 90% of them were upsize, with an aver-

age increase in the number of shares issued of around 30%, and 
85% of these deals priced at the high end or above the range. 
The average return for biotech IPOs year to date exceeds 80%. 
Since money truly does chase returns, it is not surprising that the 
sector has generated the largest levels of oversubscription. Not 
only are the valuations rising but the number of IPOs year to date 
is up 79%, to 129 initial public offerings.  

Nineteen of the 41 IPOs in biotech in the first half of this year 
were oncology-focused. These deals raised $4.45 billion, with 
an average pre-money valuation of ~$700 million. The average 
offer-to-current share price is up 65%. 

Follow-on issuance is up even more, at 185%, to $24.7 billion, 
which is a total of $32.4 billion injected into the space to poten-
tially fuel innovations into the next decade. What are the reasons 
for such a steep increase? 

 » The sector is innovating at an accelerated pace; many     
of these financings have followed quickly on the heels      
of the announcement of positive data. 
 » FDA has already approved 38 new drugs; the agency 
cleared a total of 48 for the full year 2019.
 » Vaccines and therapeutics are critical to ending the 
COVID-19 pandemic and reopening the economy.

The cost of capital has probably never been lower for the sec-
tor, which will allow many companies to accelerate and expand 
their pipeline development and scale their operations. 

Not surprisingly, against this backdrop, venture capital fund-
ing into US-based biopharma companies topped $6.4 billion in 
2Q 2020, making it the largest quarter in the industry’s history. 
[For a wider look at biotech’s market performance in the first 
half of 2020, as well as pharma’s, see the story on page 38].

M&A CONTRIBUTES
In the first half of 2020, there have been over 125 product deals, 
and over 50 of these were related to COVID-19 therapies and 
vaccines. Investors continue to view the biopharma sector as key 
to reopening the economy. Development activities for vaccines 
and therapeutics are being accelerated. FDA Commissioner Ste-
phen Hahn recently said his agency was prepared to approve a 
vaccine as soon as possible, and before Phase III trials were 
complete, as long as officials believed the benefits outweighed 
the risk. FDA might also choose to award an emergency use 
authorization for certain groups rather than a full approval of a 
vaccine before Phase III trials are complete. 

Large cap pharma companies have $500 billion in cash, 
which they may choose to deploy, suggesting M&A could accel-
erate. Over $10 billion has been invested in new partnerships, 
which suggests that we will see more M&A announcements in 
the second half of the year. Most of the M&A’s unveiled this year 
were initiated through partnerships. 

Median premiums paid year to date in 2020 in M&A trans-
actions reached about 130%, a number that exceeds every year 
since 2011. This is even more impressive when you consider that 
the NBI index is up 329% over that period.

STORM CLOUDS ON HORIZON?
While the sector is surging now, will it last? 

Despite the red-hot capital markets and swell of capital rush-
ing into the sector, 10% of biotech companies are expected to 
run out of cash by the end of 2020. Companies with less than 24 
months of cash are trading at ~50% of their 52-week high and 
are down about 20% since the start of the year.

Equity raises for these companies could be punitively dilutive. 
And organizations may have to seek alternate sources of financ-
ing such as partnerships, structured financings, and royalty 
arrangements.

In many ways, we are hoping that the second half of 2020 is 
better than the first (COVID-19, the economy, racial unrest), but 
we would be happy to see more of the same for biopharma. 

Biopharma           
Capital Markets    
Sizzle in 2020   
The key factors behind the sector’s strong surge in new equity 
fundraisings
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I n the midst of multiple healthcare-related crises in our 
country, the inequities in our healthcare system have never 
been more evident. 

Only five months into the COVID-19 pandemic we 
already know that black and Hispanic people are suffering from 
the virus at a rate as much as three times higher than the white 
population. The US has the highest maternal mortality rate of  
any high resource country. Black women are three times more 
likely to die in childbirth than 
white women in America. 

The US has among the larg-
est income-based health dispar-
ities in the world: low-income 
adults are five times as likely as 
those with incomes above 400% 
of  the federal poverty level to 
report being in poor or fair 
health. 

These disparities are shock-
ing for a country as advanced as 
the US. The problem is as deep 
as it is wide. 

The recent racial injustice protests have encouraged so many 
of  us to start doing the work at home: we’re expanding our read-
ing lists, having tough conversations with family and friends (from 
a safe distance), and learning how to become better allies.

But are we doing the work at work? This isn’t just taking place 
in our clinics and hospitals. It’s systemic, but it’s not hopeless. 

We must take action.
We, the healthcare industry, can democratize health informa-

tion and education to help ensure that all patients have better 

outcomes. We can be there for patients when doctors can’t. We’re 
not just in their medicine cabinets, we’re in their phones, com-
puters, and televisions. 

Let’s create comprehensive disease state education so patients 
can fully understand their conditions, truly participate in shared 
decision-making, and manage their health over the long term. 

Let’s build personalized care plans to provide patients with 
solutions that address all aspects of their disease. Let’s support 

the people looking after our 
patients through their illness 
with education and resources. 
Let’s explain the complicated 
world of benefits coverage and 
insurance while emphasizing the 
financial resources available to 
patients.

Let’s translate what healthcare 
providers say into a language 
patients can understand. Let’s 
educate patients on how and why 
treatments work. Let’s ensure 

adherence by setting patients up for success. 
When our campaigns come to life, let’s make responsible cast-

ing decisions, with diversity in mind.
And, finally, let’s stop making assumptions about media con-

sumption. The people who need this information the most are 
often the people who get it the least. 

This isn’t an exhaustive list, it’s just the beginning. There is so 
much work to do, but we have to start somewhere. 

Even if  we didn’t create this disparity, we have the ability, and 
a responsibility, to do something about it. 

Creative Solutions    
to the 
Healthcare Crisis
What can the industry do to create more equality in our 
healthcare system?

We can be there for patients 
when doctors can’t. We’re not 

just in their medicine cabinets, 
we’re in their phones, 

computers, and televisions
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I learned that gravity is the weakest of the fundamental forces, 
but the one with the greatest reach; a minor consideration 
at small scales, but dominant in the universe at large. Sus-
tainability is like that—the impact of our environmental, 

social, and governance (ESG) practices and policies are easy to 
set aside on a day-to-day basis, especially if we are focused on 
short-term financial outcomes. But these aspects of corporate per-
formance have an outsized influence on the long-term health of a 
company, as reflected by a growing consensus that attending to 
non-financial performance with as much energy as financial per-
formance tends to produce superior long-term results in both 
domains. Large investors and asset managers have been turning 
up the volume on this message, as we’ve discussed in previous 
columns, and CEOs and Boards are beginning to respond.

The global COVID-19 pandemic is another driver for long-
term planning. The whole healthcare sector is being pressure-tested 
as we seek to respond not only with new technologies, but new and 
more effective business models. The regulatory climate and social 
expectations of  our industry will evolve, and structural realignments 
will happen. Setting a long-term vision and strategy and commu-
nicating it effectively becomes a priority in the face of  change.

Over a longer five-to-seven-year timeframe, the details of  finan-
cial performance—front and center on a quarterly earnings call—
become more difficult to talk about due to legal constraints on 
forward-looking statements and the practical limits of  forecasting. 
At the same time, the elements of  ESG strategy become more 
salient to investors and other stakeholders as markers for an effec-
tive long-term focus on value creation and risk management. A 
growing number of  CEOs are frustrated by the lack of  an appro-
priate platform for sharing their long-term vision, and setting con-
text for the expanding universe of  disclosure requirements and 
third-party ratings and rankings based on them.

So ESG considerations need to become an integral part of  the 
long-term business planning and communication process. As a step 
toward addressing this challenge, the first Biopharma sector CEO 
Investor Forum is being planned for June 2021 (https://bit.
ly/3gAeUbv). The Forum is a collaboration of  the Biopharma 
Sustainability Roundtable (BSRT), an executive network I founded 

and help run, and the Chief  Executives for Corporate Purpose 
(CECP). Our goal is to encourage public communication about 
corporate strategy with audiences of  long-term investors and sus-
tainability analysts.

Biopharma interests have been part of  the story since the begin-
ning of  CECP’s Strategic Investment Initiative (SII), the group 
responsible for producing the Forums. SII was launched by Alex 
Gorsky, chairman and CEO of  Johnson & Johnson, who became 
an SII Advisory Board co-chair and was one of  the first presenters, 
along with Bill McNabb, former chairman of  Vanguard.  Merck’s 
Ken Frazier and GlaxoSmithKline’s Emma Walmsley have also 
presented, and their experience will help guide the new Forum.

Our collaboration seeks to take the existing CEO Investor Forum 
model to the next level by focusing sharply on a single sector, and 
by combining the recently released Biopharma Investor ESG Com-
munications Guidance, developed over the past two years by an 
industry working group (https://bit.ly/31DusHg), together with 
CECP’s existing Long-term Planning Framework (https://cif.cecp.
co). We expect that the depth and relevance of  this approach will 
attract increased interest from both sector- and ESG-focused ana-
lysts at the largest investors and asset managers. CECP’s long-term 
plan is to develop additional collaborations in other industry sectors.

To create a meaningful long-term plan, now or in the future, 
most companies also have to build or improve connections between 
their sustainability/ESG teams and other functions involved in set-
ting and communicating corporate strategy and long-term plans.  
Business development, investor relations, risk management, and cor-
porate communications all need to be part of  the planning process.

Widening the scope of  information used to assess long-term 
corporate performance, and expanding the time horizon consid-
ered, feels like a cultural maturation process. We’re learning to see 
and manage opportunities and externalities that have been over-
looked in the past. The human population is growing and becom-
ing more urban, demands for better healthcare are rising, and 
existential challenges are at hand. We have to think about corporate 
strategy and performance in a broader environmental and social 
context now. Including sustainability as a core part of  strategic 
planning is an important step forward. 

Sustainable 
Long-Term 
Planning
ESG objectives are integral to long-term biopharma strategy
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In times of uncertainty and disruption, organizations rely heavily on 

their commercial forecasting teams to provide answers to key business 

questions. In the past 6 months we’ve seen forecasters fighting to build 

accurate forecasts despite large swings in key market dynamics, such 

as the 2000%+ increase in telehealth visits and accompanying changes 

in prescription rates.

In this webinar, we’ll look at 5 key challenges commercial forecasters 

face and how best-in-class teams have responded in this time of rapid 

change:

• Increasing responsiveness by reducing turnaround time to add new 
scenarios and events

• Unifying the forecast funnel to reduce submission times and delays 
from affiliates and other groups

• Moving beyond the ‘single best forecast’ paradigm to model a range 
of potential outcomes

• Managing the data dump from an avalanche of information from a 
multitude of sources

• Increased visibility of forecast mechanics to meet the surge in 
demand for forecast data

3 Key take-aways

• Improve forecast accuracy in a time of rapid change by increasing your 
ability to incorporate new data and ideas

• Reduce the time to get data from teams, to respond more quickly to 
adverse events and market disruption

• Better position your organization to meet challenges and succeed in a 

time of uncertainty
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Stepping 
Out in 
Oncology
A glimpse inside the latest turn 
in Liz Barrett’s influential journey 
as an oncology executive—this 
time leaving the confines of big 
pharma to tackle the innovation 
void in treating urologic cancers 

By Lisa Henderson

Executive Profile
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T ake a tour of  UroGen Pharma President 
and CEO Liz Barrett’s Twitter feed, and 
you’ll quickly get a sense of  where her pri-
orities lay. Actually, just look at her Twitter 

name—@lizforacure—and therein is her motivation. 
UroGen received FDA approval for its mitomycin 

gel for the treatment of  low-grade upper tract urothe-
lial cancer (UTUC). The product, marketed as Jelmyto, 
inhibits DNA transcription into RNA, stopping protein 
synthesis so cancer cells are unable to multiply. It was 
approved through FDA’s priority review, fast track, 
breakthrough therapy, and orphan drug designations, 
primarily for the reasons Dr. Richard Pazdur, director 
of  the FDA’s Oncology Center of  Excellence and act-
ing director of  the Office of  Oncologic Diseases in 
CDER, said in a statement upon Jelmyto’s approval: 
“This is the first approval specifically for patients with 
low-grade UTUC and provides an option for some 
patients who may otherwise require a nephroureterec-
tomy,” said Pazdur. “Due to substantial treatment chal-
lenges associated with the complex anatomy of  the 
upper urinary tract, many patients need to be treated 
with radical surgery—usually complete removal of  the 
affected kidney, ureter, and bladder cuff. Jelmyto gives 
patients, for the first time, an alternative treatment 
option for low-grade UTUC.”

Barrett, of  Jelmyto’s approval, told Pharm Exec, “The 
patients with upper tract urothelial cancer were losing 
their kidneys. The FDA was extremely supportive and 
suggested to us that if  we could save one in four, or one 
in five kidneys, that would be really meaningful.” 

As it turned out, almost 60% of  the patients in the 
Phase III trial had a complete response and avoided 
surgery to remove their kidney. Barrett credits FDA for 
working closely with the small company to provide 
advice and guide it on how the expedited process worked 
in recognition of  the unmet need for these patients. 

Jelmyto’s approval is a first step toward what Uro-
Gen is hoping its next compound in development will 
address in the bladder cancer space, which, too, features 
a landscape of  unmet need. UGN-102 is currently in 
Phase II trials for non-muscle invasive bladder cancer 
(NMIBC), which, like Jelmyto, seeks to provide an 
option for patients besides invasive or recurring surgery. 
There are currently no FDA-approved drugs for first-
line treatment of  NMIBC; the three marketed therapies 
for NMIBC are only for adjuvant treatment. 

The current standard of  care for the estimated 
80,000 patients per year diagnosed with bladder can-
cer is transurethral resection of  bladder tumor, fol-

lowed by adjuvant chemotherapy or, in certain cases, 
immunotherapy at the discretion of  the treating physi-
cian. That tumor resection is performed under anes-
thesia in a hospital, and with a high disease recurrence 
even after the procedure, patients usually require mul-
tiple surgeries to control NMIBC over a lifetime, mak-
ing bladder cancer one of  the costliest cancers to treat 
in the US.

And it is among the reasons—patients’ needs and 
cancer complexity—that Barrett accepted the position 
of  UroGen president and CEO in January 2019. Prior 
to that appointment, Barrett was the CEO of  Novartis 
Oncology and a member of  the Executive Committee 
of  Novartis. When looking down the list of  impressive 
achievements in Barrett’s resume, oncology is promi-
nently featured. She was global president of  oncology 
at Pfizer, and preceding positions at the pharma giant 
included president of  global innovative pharma for 
Europe, president of  the specialty care business unit for 
North America, and president of  US oncology. Prior 
to Pfizer, Barrett was vice president and general man-
ager of  the oncology business unit at Cephalon Inc. 

And here is where Barrett’s oncology story begins, 
over 20 years ago, in a convergence that now features 
more prominently in the pharma narrative—the con-
sumer vs. the patient, where many advise pharma to 
view all consumers as potential patients, and pharma 
laser-focused on delivering medicines to the patients 
who need them. 

Barrett started her career at Kraft Foods Group, 
then, after relocating to Philadelphia and obtaining an 
MBA from Saint Joseph’s University, she moved to 
Johnson & Johnson’s consumer products, and ultimately 
into the pharmaceutical side of  the business with its 
Ortho Biotech unit. 

FAST FOCUS
» Liz Barrett has spent most of her career in ex-
ecutive leadership roles in big pharma (Johnson 
& Johnson, Pfizer, and Novartis), but did serve 
a three-year stint at Cephalon from 2006-2009, 
where she built the biotech’s oncology unit. She 
decided to return to small biotech last year, taking 
the helm at UroGen Pharma in January 2019.

» Barrett holds a Master of Business Administra-
tion from Saint Joseph’s University and a Bach-
elor of Science from the University of Louisiana.

» Honors and awards in Barrett’s career include 
DTC Marketer of the Year, Healthcare Business-
women Association’s Rising Star, and a Tribute to 
Women & Industry (TWIN) award.

https://www.pharmexec.com/
https://twitter.com/lizforacure
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The transition from consumer products to healthcare was 
admittedly difficult because it was hard to do at the time, says 
Barrett, when not many people moved into pharmaceutical via 
her career pathway. It was more traditional for sales reps to start 
in pharma and then move into marketing. But it was a transition 
she very much wanted. While Barrett loved Reach toothbrushes 
and the importance of  oral care, she says, “The type of  impact 
you could have working on the pharmaceutical healthcare side 
was something I really wanted. And they wanted my experience 
with consumers and working with patients and consumers. Our 
industry gives us the challenges that exist in business, but at the 
same time, the work we do every day actually makes a difference. 
It gave me a purpose. And I haven’t looked back since.”

Barrett’s first experience on the pharma side was to lead J&J’s 
director-to-consumer (DTC) campaign for Procrit in HIV, the 
first patient population that J&J reached out to, and at a time 
when HIV was at epidemic proportions. “There were very few 
treatments available for those patients and they were very active,” 
says Barrett. “I really enjoyed the people that I worked with—the 
activism, the passion they had, and working very closely with 
patient advocacy groups.”

She took those insights and passion from the HIV community 
to help launch the first DTC campaign in oncology. “That was 
interesting because a lot of  people said, no, it will never work. 
But it did,” says Barrett. Through those learnings and research, 
Barrett heard many inspirational stories from patients about how 

their medicine allowed them to enjoy the ordinary things in life. 
“With oncology, everybody you know is touched by cancer in 
some way; whether it’s family or friends or acquaintances, almost 
everybody knows someone that has died from or struggled with 
the fight with cancer. It drove me and I became even more pas-
sionate to stick with oncology,” she says.

Though five-year survival rates for many cancers have 
increased dramatically since Barrett entered the oncology arena, 
and the scientific developments have made amazing strides, she 
notes that oncology, by nature, is very complex. “They say that 
cancer is 150 different diseases, with multiple stages and every 
tumor is different,” says Barrett. “People often ask me about a 
cure, and even though my Twitter handle is @lizforacure, I, 
unfortunately, don’t know. I think we will have cures for cancer, 
but not one cure, because it’s multiple diseases rolled into one 
that we call cancer, and there’s much more that we have to learn.” 

CONCERNS DURING COVID
Barrett joined a CEO roundtable in mid-May, CEO Leadership 
During the Pandemic, hosted by Pharmaceutical Executive and its 
parent company MJH Life Sciences (see https://bit.ly/32iIjBU).  
She shared insights around launching Jelmyto during lockdowns 
and the virtualization of  physician education events, as well as 
the need for the use of  real-world evidence in clinical trials. Again, 
her coupled interests of  patient needs and educational outreach 
came to bear. 

“Our official launch was in June, and we were seeing patients 
coming back into clinics and surgery centers, we were seeing 
more patients come back into the healthcare system,” says Bar-
rett. But that timeframe also occurred with COVID-19 resur-
gence in other geographic regions. While patients and healthcare 
locations strive to be safe and provide safe care environments, 
Barrett grows more concerned that patient safety concerns will 
affect diagnosis and a lag in discovery of  potential cancers. 

“There are reports emerging that skincare diagnosis is down 
80%. So, if  that’s basal cell carcinoma, maybe that’s okay. But if  
it’s melanoma, not necessarily,” she says. “The University of  
Nebraska Medical Center said that cancer treatments at their 
facilities have been cut in half, which suggests a 30% to 50% drop 
in cancer patients getting their prescribed treatment. We know 
that early diagnosis and early treatment results in the best prog-
nosis, so this is not a good thing.”

Barrett refers to recent TV advertising of  cancer centers 
informing of  their safety practices and encouraging patients to 
not delay screenings or making appointments if  concerned. “I 
think people are uninformed and they need to know that physi-
cian offices and hospitals are doing everything they can to keep 
them safe, and patients should not put off coming in,” says Bar-
rett. As far as pharma’s role, she points to a continued focus on 
access to patients, as well as access to patient advocacy groups to 

Liz Barrett speaks at Nasdaq headquarters.

https://bit.ly/32iIjBU
https://www.pharmexec.com/
https://twitter.com/lizforacure
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educate and encourage people to participate in their healthcare. 
While these approaches need to vary by geographical and local-
ized exposure to COVID, Barrett says UroGen is doing a lot via 
social media and through digital approaches, again, to encourage 
patients to get treated and have confidence they will be safe.

BRINGING THE PAST TO PRESENT
Like many executives who have made the move from large 
pharma to smaller biopharma, Barrett has experienced the wear-
ing of  many hats, as well as 
resource realities. “Somebody 
the other day was trying to jus-
tify adding staff because, at his 
level, he shouldn’t be doing X, 
Y, and Z. And I responded, ‘I’m 
the CEO and trust me, I’m 
doing things I haven’t done in a 
really long time,’” says Barrett 
with a laugh. “The first time I 
went to the American Urologi-
cal Association meeting, I had 
to figure out everything on my 
own, where I used to have some-
one taking care of  all of  that. 
Yes, you wear many different hats in this role, from finance, to 
legal and the balance of  the day-to-day operations vs. building a 
long-term strategy for a successful, sustainable business” 

As the case for most executives, these responsibilities lead to 
challenges. Top on Barrett’s list of  things that keep her up at night 
(besides her family) are entities or issues outside her or the com-
pany’s control, for example, the FDA. “You never know what they 
are going to think? We know what our clinical data looks like, 
and we know what clinicians think of  the data, but will it be 
aligned with the FDA perspective on unmet need and what is 
necessary for an approval?” says Barrett. “Especially in a small 
company like ours, where we can’t absorb the same level of  hits 
as a large company.”

Barrett also spends more time getting UroGen’s narrative cor-
rect to ensure investors are on board and understand the com-
pany’s mission and medicines, because that can be challenging 
if  the investor sentiment isn’t correct. 

And while in her control is the ability to ensure that patients 
have access to her company’s medicines, outside of  her control 
is a patient’s response to screening or diagnosis decisions during 
the pandemic. 

But, also true of  executives who have gone from large to small 
companies, there is an excitement around the ability to funda-
mentally shape an organization’s direction. Barrett is no exception. 

“Starting about 10 years ago, I would get calls to do this type 
of  job. But I never felt I was quite ready,” says Barrett. “I think 

the experience that I had at Pfizer and Novartis really prepared 
me to be successful in this role.” 

UroGen, based in New York City, employs 200 people, grown 
from the 70 when Barrett started there early last year. “The col-
leagues here at UroGen have a lot of  experience, and everyone 
is so excited and passionate about being able to take this company 
to where we are now and beyond. That’s been the fun part for 
me…to come in and lead and shape the company. That’s one of  
the things, when I joined Cephalon years ago; I built the oncol-

ogy business from scratch, which 
is very similar to what I’m doing 
now, and I feel fortunate to be in 
this position.”

While Barrett is outspoken 
about her passion for patients 
and describing UroGen and past 
company achievements, she 
doesn’t readily have an answer 
for the specific qualities she pos-
sesses that form the backbone of  
her executive record in pharma. 
“I can definitely say, I’ve never 
been very deliberate about my 
style. I’ve tried to remain true to 

who I am as a person,” says Barrett. “I grew up in a very blue-
collar, middle-class family, and I was the first one in my family to 
go to college. My father taught us to work hard, be respectful, 
and do the right thing.” 

In Barrett’s last review at Pfizer, her boss told her “you work 
by your values.” 

“I never really thought about it like that,” she remembers. 
“And I think he’s right. It served me well; it’s also caused me 
problems because I can be very, very honest. But I’ve learned 
over time to be more tactful in my honesty.”

When it comes to Barrett’s teams and management style, she 
believes that honesty and courage are a major reason she’s not 
afraid to take bold approaches. “I challenge myself, but I also 
challenge my teams to always strive to do better,” explains Bar-
rett. Recently, the executive says she received a text from a former 
employee she hadn’t spoken to in a couple of  years, who was tak-
ing a new job. The text read: “I know I wasn’t always receptive 
at the time, but I just wanted to say, thank you. It’s only in retro-
spect that I can appreciate you pushing me to be the best person 
that I could be.” 

“Wow. It was a nice text to get on a Saturday. Obviously, the 
work that I’ve done, in helping patients and having that impact on 
patients and being able to bring medicines to those patients is amaz-
ing,” says Barrett. “But at the end of  the day, it’s also the impact 
I’ve had on the people that I’ve interacted with and the people that 
I’ve worked with. To me, it’s hard to get better than that.” 

The first time I went to the 
American Urological Association 

meeting, I had to figure  
out everything on my own, 

where I used to have someone  
taking care of all of that

https://www.pharmexec.com/
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Rising Stars 
Chronicling the stories of five notable 
biopharma brand launches in 2019—and    
how the unique paths of each are helping   
move the needle in market entry 

Educational Mission

Oxbryta
New hope accompanies overdue 
recognition in sickle cell disease fight

By Julian Upton

I n November 2019, FDA granted accelerated approval for 
Global Blood Therapeutics’ Oxbryta (voxelotor) for the 
treatment of  sickle cell disease (SCD) in adults and chil-
dren aged 12 and older. An oral therapy taken once daily, 

Oxbryta is the first approved treatment that directly inhibits sickle 
hemoglobin polymerization, the root cause of  SCD, a disease 
affecting an estimated 100,000 people in the US and millions 
more around the world. Six months later, The Motley Fool (May 
24, 2020) reported that Oxbryta had “crushed ana-
lyst estimates” in its first full quarter on the market, 
posting $14.1 million in net sales, which was “sev-
eral-fold higher than the $2.2 million to $5.5 mil-
lion…predicted by Wall Street analysts.”

The sales results are heartening for a first drug 
from a company founded (with a focus on SCD) just 
nine years ago. The journey to launch, however, 
had to be carefully planned in a disease area that, 
historically, has not seen its fair share of  education 

or funding. GBT’s sales team was hired and trained well in 
advance of  approval, Chief  Commercial Officer David (DJ) John-
son told Pharm Exec. Having received 2,000 applicants for 65 sales 
positions, the company could afford to be “very choosy and picky” 
about who was hired—the abundance of  applicants allowed GBT 
to appoint candidates who didn’t just have great sales skills, but 
in many cases had specific hematology experience as well. It was 
also vital that the new recruits could “align extremely well with 
GBT’s culture, mission, and values.” The company has strong 
connections with the SCD community and with advocacy groups, 
for example, so field employees are required to support and 
strengthen those connections. “They are not your typical sales-
people,” says Johnson, “they’re more like community advocates.”

Education around SCD is an ongoing priority for GBT. “I 
view SCD as the disease that time forgot,” says Johnson. Thank-
fully, he adds, things are starting to change. “There’s more hope 
now than perhaps there has ever been, in the sense that compa-
nies are investing, there’s a recognition of  the unmet need, and 
education is starting to happen.” 

GBT will continue to expand its education efforts 
around patients, healthcare providers, and advocacy 
groups, the latter being a key consideration for the 
company. As Johnson explains, “In the US market 
especially, there’s great skepticism in the black com-
munity, for very good reason, about healthcare in 
general, and about how the government and the 
industry have somewhat left them behind.” He con-
tinues: “In SCD, the number one drug was hydroxy-
urea, an old, repurposed chemotherapeutic drug 

Our Selections
Oxbryta; Global Blood 
Therapeutics

Skyrizi; AbbVie

Spravato; Janssen 
Pharmaceuticals 

Vascepa; Amarin

Zolgensma; Novartis
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that wasn’t even developed for the disease. The community has 
been asking, ‘Why hasn’t anyone developed a drug for us like 
they have for, say, cystic fibrosis patients?’”

Ted Love, GBT’s CEO, and the company’s scientists “recog-
nized early on that raising hemoglobin and decreasing the homol-
ysis and destruction of  red cell markers is an approvable endpoint, 
is valuable to patients, and ultimately should lead to significant 
clinical benefit,” says Johnson. “A lot of  people thought very nar-
rowly about hemoglobin being the only value we can provide 
patients and said we would never get approval. Of  course, FDA 
saw it very differently and approved Oxbryta in record time under 
an accelerated approval pathway. We’re hearing now that people 
are excited about having new and innovative products that are 
specifically for sickle cell patients. So we have to go the extra mile 
to build trust in the community and maintain it.”

The timing of  Oxbryta’s launch ended up coinciding with the 
COVID pandemic, and this inevitably had an impact in the field. 
Patient appointments were canceled early on and educational 
activities were curtailed for a while. “We’re through that now,” 
says Johnson. “Virtual technology and telemedicine have now 
been adopted by almost every sickle cell treater in the US. And 
we’re back to hosting major educational events online.” He adds, 
“We had to adapt, and we were able to do that quickly. If  this 
situation continues, we’re ready for it.” 

In April, the company established the GBT Community Fund 
through which it provided $150,000 in grants for US non-profit 
organizations supporting the acute needs of  patients and their 
families during the crisis. The company also made a donation of  
$100,000 to the Sickle Cell Disease Association of  America 

(SCDAA) in response to its urgent call for a COVID-19 Emer-
gency Fund.

Oxbryta’s first months on the market would also coincide with 
news of  the death of  George Floyd in Minneapolis and the sub-
sequent international outrage. In SCD, the Black Lives Matter 
message resonates with the historical neglect of  the disease. 
Around 90% of  the 100,000 people affected with SCD in the 
US are African American or of  African descent. The issues sur-
rounding Floyd’s death and its aftermath are strongly pertinent 
for GBT; CEO Love is African American and almost half  the 
company’s staff are people of  color. In June, GBT convened an 
online forum for staff, which in a LinkedIn post Love said, 
“underscored for me how important it is to connect with each 
other and share our raw emotions and experiences.” 

He further described how his emotions “have ranged from 
rage to sadness to focusing on how we drive change,” adding, 
“[we] will not let this situation impair our determination to fight 
for social justice and improve the lives of  people of  color.”

For Johnson, the journey toward new treatments for SCD has 
parallels with the early fight against HIV, “when there was more 
unknown than known.” Johnson was involved with launching the 
first HIV products at GlaxoSmithKline (back when it was Bur-
roughs Wellcome and then Glaxo Wellcome) and at Gilead Sci-
ences. “Patients were dying terrible deaths, but some of  the new 
therapies offered a glimmer of  hope. By the time I left Gilead, 
patients weren’t dying of  HIV anymore, or they didn’t have to.” 
He explains, “SCD patients are suffering greatly, and we want to 
change the course of  SCD so patients no longer die prematurely 
from the disease. We’re excited not only in the work that we’re 
doing, but also what other companies are finally doing in SCD.”

GBT is looking now to expand into 
Europe, where there are around 55,000 
SCD patients. The company plans to sub-
mit a marketing authorization application 
to the European Medicines Agency (EMA) 
for Oxbryta by the middle of  next year. It 
is also planning to expand the drug’s label 
down to pediatric populations younger than 

age 12 in the US. “That’s really important because you want to 
stop the damage before it happens.” adds Johnson. “We’re com-
ing up with a new formulation that will be much easier for kids 
to take.” 

Beyond that, GBT wants to move into Sub-Saharan Africa, 
“where the bulk of  the patients are suffering.” Says Johnson, 
“We’re working with the World Health Organization; we’re talk-
ing to the Gates Foundation; we’re even talking with some of  my 
old colleagues at Gilead Sciences, who were so successful at get-
ting HIV medication used in Sub-Saharan Africa.” 

Johnson concludes, “There are going to be some incredible 
breakthroughs, and Oxbryta will be part of  that.” 

Education around sickle cell disease is an ongoing priority for Global 
Blood Therapeutics.

DJ Johnson

https://www.pharmexec.com/
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Succession Plan

Skyrizi
Turning to a next-gen psoriasis treatment       
to help drive future fortunes 

By Michael Christel

O ne may boast the top-selling drug in the world for 
several years running and a market-leading position 
in a lucrative and innovation-ripe treatment space, 
but there’s always the need to plan for the future. 

That’s exactly what AbbVie, the big pharma immunology giant, 
has been undertaking in a series of  deliberate actions designed 
to lessen the sting of  looming revenue loss from generic competi-
tion to its rheumatoid arthritis (RA) stalwart Humira ($19.2 bil-
lion in 2019 sales), and maintain its strong hold in the market. So 
far, by all accounts, the North Chicago-based company is on a 
solid path to achieving that, and may be exceeding expectations.

While replacing Humira revenue figured significantly in 
AbbVie’s decision to acquire Allergan for $62 billion (the deal 
officially closed in May), the company was already long busy with 
preemptive preparations on the brand level, positioning a pair of  
newer medicines, Skyrizi (risankizumab) and Rinvoq (upadaci-
tinib), approved last year for psoriasis and RA, respectively, to 
drive future growth and, combined, offset Humira losses (FDA 
has approved five generic versions of  the tumor necrosis factor 
[TNF] inhibitor, though AbbVie has secured patent protection 
in the US that will prevent sales of  Humira biosimilars until 2023; 
versions in Europe have been on the market since 2018).     

Integral to the succession plan in particular has been the fast 
and successful launch of  Skyrizi, approved in the US and Europe 
in April 2019 as a novel advancement in the treatment of  mod-
erate-to-severe plaque psoriasis. The drug is designed to work 
with a person’s immune system, attaching to interleukin-23 (IL-
23), a key cytokine involved in inflammatory processes, and 
thought to be linked to a number of  chronic immune-mediated 
diseases. By attaching to this protein, Skyrizi helps reduce the 
inflammation inside the body that leads to plaques on the skin. 
In a Phase III clinical trial that formed the basis of  the drug’s 
approval, results showed that Skyrizi could clear skin lesions by 
90% in up to three-quarters of  patients within a week. It produced 
better skin clearance rates during clinical testing than similar 
drugs on the market, and has advantages in less-frequent dosing.

“We believe the main drivers of  the strong product uptake 
following Skyrizi’s May 2019 launch were its differentiated clini-
cal profile and quarterly administration, which has resonated with 

physicians and patients,” Elaine Sorg, president, US immunology 
and patient services, AbbVie, told Pharm Exec. Skyrizi recorded 
stronger-than-expected sales out of  the gate, and in the three 
months from October to December 2019, reportedly posted $216 
million in revenue, exceeding the company’s initial expectation 
of  $150 million generated for the year.  

During the 2019 launch period, Sorg says AbbVie saw strong 
prescription volume for Skyrizi, well above recent launch analogs 
in the psoriasis category. According to executives in AbbVie’s Q2 
2019 earnings call, through the first 11 weeks of  launch, the com-
pany already had about 1,700 prescribing physicians and roughly 
3,750 patients had been treated with Skyrizi, including those in 
AbbVie’s bridge access program. 

The company reported in its 1Q20 earnings call that, since the 
drug’s launch, it has established and expanded its in-play psoria-
sis patient share, which includes both new and switching patients 
to Skyrizi at more than 30%. The drug hit $330 million in sales 
in the second quarter of  2020, and as of  August, in just 17 months 
on the market, has achieved $1 billion in cumulative US net sales. 

BIG BACKING
As alluded to, contributing to Skyrizi’s uptake has been the con-
siderable support of  dermatologists for next-generation biologics 
in what has become an increasingly crowded market for psoriasis 
treatments. In a survey of  physicians released in June by J.P. Mor-
gan, doctors expressed a clear preference for IL-23 inhibitors such 
as Skyrizi over the use of  older drugs such as IL-17 and TNF 
inhibitors, lending to analyst belief  that IL-23s will emerge as the 
go-to first-line psoriasis treatment over the next three years. Physi-
cians cited superior efficacy, better tolerability, less frequent dosing, 
and experience of  use as factors for the preference, “while payer 
coverage remains a work in progress,” the report states, also not-
ing that J.P. Morgan analysts expect access to improve over time.

For Skyrizi specifically, the physicians surveyed see the mono-
clonal antibody as the preferred IL-23, with analysts expecting 
the product to continue gaining share within the IL-23 class. J.P. 
Morgan projects sales for Skyrizi to reach $4.5 billion by 2025.   

Further evidence of  a shift to the newer slate of  biologics in 
psoriasis and atopic dermatitis was a survey of  dermatologists 

https://www.pharmexec.com/
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conducted by MEDACorp, and cited in a late August report by 
Fierce Pharma, which attributed the findings to an investor’s note 
by SVB Leerink analyst Geoffrey Porges. According to Porges, 
responders favored prescribing Skyrizi and in-class competitors 
(Johnson & Johnson’s Tremfya, Sun Pharma’s Ilumya) over older 
treatments such as Amgen’s Otezla. The Fierce Pharma report 
notes that, in roughly three 
years, dermatologists predict the 
IL-23 class will account for 
around 18% of  the total biologic 
market in moderate psoriasis 
patients and 29% in severe 
patients. Dermatologists believe 
Skyrizi will eventually secure 
around 60% of  all IL-23 users, 
the report says.

In June, AbbVie released new head-to-head data in a Phase 
IIIb open-label study comparing Skyrizi and Novartis IL-17 
blockbuster Cosentyx, which posted $3.6 billion in sales in 2019. 
The trial found that at 52 weeks, 66% of  psoriasis patients receiv-
ing Skyrizi achieved completely clear skin—100% clearance in 
the Psoriasis Area and Severity Index (PASI)—versus 40% of  
patients receiving Cosentyx. Of  patients treated with Skyrizi, 
87% achieved 90% clearance in the PASI at week 52 compared 
to 57% of  those administered Cosentyx.

COMPLEMENTARY PIECES
With analysts still expecting Humira to retain market share and 
continue to grow in the US until its patent expires in 2023, 
AbbVie was challenged when launching Skyrizi to enter a mar-
ket—one where it’s already a leader—nimbly enough to not risk 
cannibalizing Humira. Notably, last month, results released of  a 
head-to-head trial between Skyrizi and Humira showed that Sky-
rizi was significantly superior in providing skin clearance in 
patients with moderate-to-severe plaque psoriasis, with no differ-
ence in safety signals between the two drugs. Both, however, offer 
distinguishable value in this treatment setting, Sorg explains, 
which was an important component behind Skyrizi’s launch. For 
people with moderate-to-severe plaque psoriasis whose disease 
primarily involves their skin, Skyrizi provides a well-studied safety 
and efficacy profile, she says. But for individuals with psoriatic 
arthritis whose disease involves both their skin and joints, Humira 
continues to be the preferred option supported by established 
guidelines, offering sustained skin clearance and protection 
against further joint damage.

“In the context of  Humira, the FDA approval of  Skyrizi was 
an opportunity to provide physicians and their patients two 
options with distinct mechanisms of  action to meet the evolving 
needs and treatment expectations in psoriatic disease,” says Sorg. 
“As a company, we are committed to continued innovation and 

advancing care for people living with immune-mediated diseases 
like psoriasis, and the market entry of  Skyrizi was the logical next 
chapter in our immunology portfolio expansion.”

Like most such pursuits these days, they’ve had to navigate 
disruptions from the COVD-19 pandemic. For Skyrizi, its momen-
tum remains largely intact, as executives point to modest delays 

to new patient starts during the 
second quarter, but say recent 
Rx trends are demonstrating a 
strong growth trajectory, sup-
porting AbbVie’s full-year guid-
ance of  $1.4 billion that CEO 
Richard Gonzalez cited in the 
company’s second quarter earn-
ings call in late July.

COVERAGE AND OUTLOOK
The wholesale acquisition cost for one dose of  Skyrizi every three 
months is $15,842, as of  January 2020. A key for AbbVie has 
been working with payers to ensure coverage for Skyrizi and Rin-
voq—which was approved in August 2019 and could, analysts 
say, generate $2.2 billion in annual sales over the next four years—
when most were already giving preferred status to Humira. Early 
on, AbbVie unveiled portfolio models such as offering discounts 
to payers on Humira to gain favorable formulary placement for 
Skyrizi and Rinvoq, the latter an oral, once-daily, selective and 
reversible janus kinase (JAK) inhibitor.

“We embrace the responsibility of  making an impact on peo-
ple’s lives by improving care for patients and ensuring access to 
those medicines,” says Sorg. “AbbVie worked closely with payers 
to secure broad and rapid formulary coverage for both Skyrizi 
and Rinvoq, which have positively differentiated efficacy and 
safety profiles compared to Humira in psoriasis and rheumatoid 
arthritis, respectively. Skyrizi and Rinvoq commercial access is 
now at parity to Humira and above 95%.”

According to comments during its 2Q20 earnings call, AbbVie 
is making good progress in investigating expanded uses for the 
two relative newcomers. For Skyrizi, the company expects to see 
data from Phase III studies in psoriatic arthritis later this year, and 
in Crohn’s disease, at the end of  2020 or early next year. Regula-
tory submissions for both indications are expected in 2021.

In June, AbbVie submitted applications for Rinvoq as a treat-
ment for adults with active psoriatic arthritis and plans to file 
applications for two other additional indications, atopic derma-
titis and ankylosing spondylitis, later this year.

Some drug launches, whether alone or in tandem, are inevi-
tably attached with greater expectations. In AbbVie’s case, its 
hopes are riding on Skyrizi and Rinvoq, together, to eventually 
match Humira’s best year commercially and set new standards 
across a broad range of  immunology indications. 

Skyrizi and Rinvoq commercial 
access is now at parity to 
Humira and above 95%
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First in Class

Spravato
Addressing the need for fast-acting therapy 
in treatment-resistant depression

By Miranda Schmalfuhs

F irst approved for adults with treatment-resistant 
depression (TRD) in March of  2019, Spravato (esket-
amine) is a rapid acting nasal spray formulation of  a 
non-competitive N-methyl D-aspartate (NMDA) 

receptor antagonist taken in addition to a daily oral antidepres-
sant. Marketed by Janssen Pharmaceuticals, Inc., Spravato is the 
first medicine in decades approved with a new mechanism of  
action addressing the traditionally difficult-to-treat symptoms of  
major depressive disorder (MDD) in adults, one of  the most com-
mon mental disorders in the US, according to the National Insti-
tute of  Mental Health.

“Depression is so much more than feeling sad—it’s a debilitat-
ing combination of  symptoms that are different for each person 
and can progress to a point where patients start actively consid-
ering suicide,” Michelle Kramer, vice president of  US neurosci-
ence medical affairs at Janssen, told Pharm Exec. “Patients with 
such challenging-to-treat depressive symptoms need more options 
to reduce the depressive symptoms, allowing other care elements 
to be put in place.”

Just last month, in a new indication, FDA approved Spravato 
in combination with an oral antidepressant to treat depressive 
symptoms in adults with MDD with acute suicidal ideation or 
behavior. The decision made Spravato the first and only gluta-
mate receptor modulator approved by FDA in two MDD sub-
populations with high unmet need. 

FDA first granted breakthrough therapy designation to esket-
amine nasal spray for TRD back in November 2013. The desig-
nation is intended to accelerate development and review timelines 
when preliminary clinical evidence indicates a drug may dem-
onstrate substantial improvement on one or more clinically sig-
nificant endpoints over available therapies for serious or life-
threatening conditions. 

“To date, we’ve invested more than nine years in a compre-
hensive development program that includes 31 global clinical 
trials to bring this generally well-tolerated and effective treatment 
option to those who need it,” says Kramer. Spravato has been 
studied in more than 2,200 patients worldwide, including 19 
Phase I trials, five Phase II trials, and seven Phase III trials.

The benefits of  Spravato, given with an oral antidepressant, 

were studied in a clinical program involving both short- and long-
term trials consisting of  patients with TRD. The studies com-
pared Spravato plus an oral antidepressant, to a placebo nasal 
spray plus an oral antidepressant. The trials evaluated the short- 
and long-term efficacy and safety of  Spravato for a period of  up 
to one year.

During a Phase III TRD short-term study, individuals who 
took Spravato and an oral antidepressant experienced superior 
improvement in depression symptoms at four weeks compared 
to those who received a placebo and an oral antidepressant. And 
in a long-term study, patients in stable remission taking Spravato 
who continued treatment with the medicine were 51% less likely 
to relapse.

The Phase III trials that evaluated patients with MDD and 
active suicidal ideation with intent, known as ASPIRE I and 
ASPIRE II, were the first of  their kind. According to Janssen, 
every patient was treated with a comprehensive standard of  care 
in both trials to safely and ethically conduct the studies, which 
included initial hospitalization, a newly initiated or optimized oral 
antidepressant, and twice-weekly treatment visits for four weeks.

Those treated with Spravato plus an oral antidepressant showed 
significantly improved depressive symptoms at 24 hours compared 
to placebo—with some responding in as early as four hours.

COST AND ACCESS
The cost of  Spravato varies by patient, as treatment, the frequency 
of  dosing sessions, and duration of  therapy is individualized based 
on the clinical assessment of  their symptoms. However, the aver-
age annual price for the drug is mostly comparable with other 
innovative, specialty mental health drugs. 

There are a significant number of  healthcare plans that have 
included Spravato on their formularies. “We estimate just over 
85% of  patients with TRD are covered under a medical benefit 
and about 50% under a pharmacy benefit,” explains Kramer. 
“We’re continuing to work with appropriate payers to educate 
on access challenges, such as the reimbursement of  mandated 
healthcare services required with Spravato, to ensure appropriate 
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patients have the opportunity to benefit from this medicine.” 
Patients whose insurance companies have not yet made a formu-
lary determination are able to access Spravato through an excep-
tion process, says Kramer. 

The focus of  Janssen regarding the drug has now turned to 
education. “We are working to educate healthcare providers, pay-
ers, patients, and their loved ones on the updated label, so appro-

priate patients are evaluated, and the full course of  treatment is 
delivered in a safe and controlled manner for patients to receive 
the maximum treatment benefit,” says Kramer.

Spravato is being evaluated in additional clinical trials, includ-
ing an ongoing study assessing the drug’s efficacy in rapidly reduc-
ing the symptoms of  MDD in patients between 12 and 18 years 
old who are assessed to be at imminent risk for suicide. 

COVID Causes Pharma Marketers to Watch TV

The COVID-19 pandemic has caused a surge in spend 
across a number of ad categories, especially pharmaceuti-
cal and medical ads. According to the iSpot.tv TV Advertis-
ing COVID report on pharmaceuticals, following observa-
tions in March and early April, pharmaceutical and medical 
ads have been increasing in impression volume across all 
TV platforms. These categories are expected to reach $6.8 
billion in ad spend, nearly $700 million more than last year.
    Viant, a people-based advertising technology company 
that focuses on omnichannel digital advertising investments, 
confirms this trend. The company has seen similar growth 
across the pharmaceuticals category, particularly in the 
first half of 2020, compared to the first half of last year. In 
addition to seeing a 31% 
increase in pharmaceuti-
cal advertisers overall in 
the first half of 2020, up 
from 279 pharmaceutical 
advertisers the year prior, 
the company has noticed 
a surge in ad spend in the 
category by more than 
50%. Specifically, catego-
ries such as osteoporosis, 
depression, bipolar, and 
insomnia contributed to 
that growth.
    Tuning in to the power of TV was a no-brainer for pharma 
marketers. Under quarantine orders, people naturally turned 
on their TVs, many flocking to news stations for continuous 
COVID coverage. With healthcare provider waiting rooms 
closed, marketers began to move their money to where 
audiences were.
    “The average consumer started watching five or more 
hours of news a day,” says Josh Hare, senior vice president 
of sales, East, at Viant Technology. “This influx of viewers 
drastically changed the demographics of networks and 
programs pharma brands have typically purchased. Stream-
ing increased dramatically and DOOH (digital out-of-home 
media) was rendered ineffective with stay-at-home orders. 
Media plans were paused and then aligned with the shift in 
consumer behavior.”

    TV is one of the most regulated sectors in the advertising 
industry, so pharma understands TV reach and frequency 
that results in market penetration. TV allows pharma market-
ers to address compliance through a 60-second spot in a 
historically trusted environment. It is a medium that contin-
ues to prove effective.
    The move to TV advertising wasn’t the only marketing 
shift for pharma. Hare also saw a departure from typical 
condition-based messaging. Standard messages that list 
the drug, its benefits, and risk factors no longer seemed suf-
ficient. The pandemic opened the door for marketers to dig 
deeper and connect with consumers.
    “Post-COVID, more manufacturers’ branding messages 

entered the market,” says 
Hare. “It’s the manufactur-
er saying, ‘We are in this 
together’ or ‘We are work-
ing toward a cure.’ Some 
companies replaced their 
condition-specific mes-
saging with brand mes-
saging while others added 
new brand campaigns to 
their media strategy. An 
oncology drug or an MS 

drug might have removed the imagery of people gathering 
to be COVID sensitive, but the message stayed the same.”
    Another noticeable change post-COVID was the adop-
tion of technology to link on-air messages with digital 
campaigns. “Though TV is still a mainstay, more digital 
solutions are being used to help pharma marketers improve 
consumers’ targeted brand experience by finding their target 
audience online,” says Hare. “This is done by aligning with 
HIPPA-compliant data partners and digital platforms that 
have the ability to link or extend their on-air message to the 
same online audience.”
    As COVID continues to evolve, it is clear that pharma 
advertising will follow suit. The challenge will remain in 
monitoring trends, identifying opportunities, and executing 
programs to stay at the forefront of consumers’ minds.

— Elaine Quilici

This influx of viewers drastically 
changed the demographics of 

networks and programs pharma 
brands have typically purchased
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(O)mega Opportunity

Vascepa
Uncovering fish oil derivative’s benefit for 
heart health

By Lisa Henderson

T he development of  Amarin’s Vascepa (icosapent ethyl) 
has a long and storied history. But the reasons behind 
Vascepa’s choice for inclusion in our annual Product 
Launch feature surround the December 2019 FDA 

approval of  its new indication, where the drug became the first 
and only approved therapy to reduce persistent cardiovascular 
risk (P-CVR) beyond statin therapy in a broad group of  high-risk 
patients approved for treatment. FDA’s approval was supported 
by Amarin’s REDUCE-IT study. 

Notable aspects of  the approval, as discussed with Dr. Craig 
Granowitz, senior vice president, chief  medical officer at Amarin, 
included the unmet therapeutic 
needs that still exist in the cardio-
vascular disease area, the quality 
and scientific acceptance of  the 
REDUCE-IT study, and the edu-
cation challenge for Vascepa—
based on COVID-19—as well as 
its misunderstood place in the 
omega-3 narrative.

Granowitz joined Amarin four 
years ago to continue his passion 
for addressing fundamental needs 
in primary care medicine, many 
of  which have been abandoned by 
other pharmaceutical companies. 

This includes cardiovascular 
disease (CVD), which Granowitz describes as a disease hiding in 
plain sight. Although CVD is the number one cause of  death 
globally, killing 17.9 million people a year, or one-third of  all 
deaths, and the root issue to a host of  comorbidities associated 
with CVD, including diabetes, respiratory issues, and depression, 
Granowitz says it’s a growing global crisis that continues to be 
unaddressed. 

Thus, his excitement for Vascepa, as he ticks off a list of  its 
benefits: “it’s a pragmatic drug, a drug that is well tolerated, not 
expensive, unprecedented efficacy, no drug-drug interactions, 
and is generally accepted by the general public who are quite 
familiar with omega-3s…it’s a boon to society,” says Granowitz. 

Vascepa was initially approved in 2012 for adults with severe tri-
glyceride levels. 

As for Amarin’s dedication to the development of  Vascepa’s 
REDUCE-IT study (NCT01492361), beginning in December 
2011, 8,179 patients with established CVD or with diabetes and 
other risk factors who had been receiving statin therapy were 
randomized into a global, 410-site trial, with an estimated price 
tag of  $350 million. Granowitz says the study was “a huge lift” 
for a company the size of  Amarin. “And we did it. We ran the 

study the right way, for the right 
duration and we got a great out-
come,” he says.

The scientific and medical 
impact of  REDUCE-IT—results 
of  which debuted as a late breaker 
at the 2018 American Heart Asso-
ciation (AHA) meeting—led to 
Vascepa, within a year, being 
included in almost every relevant 
guideline or scientific statement in 
the US, including the American 
Diabetes Association, American 
Heart Association, and National 
Lipid Association. 

Recognizing its scientific mer-
its, European medical associations also included the drug in their 
guidelines, even prior to product approval. Vascepa was approved 
in Canada on an accelerated review basis, and is currently under 
review with the European Medicines Agency (EMA), where Ama-
rin is hoping for a positive opinion at the end of  the year for an 
early 2021 launch. In addition, the product recently received the 
Institute for Clinical and Economic Review’s (ICER) stamp of  
approval; the drug pricing watchdog considered Vascepa very 
cost effective under every scenario it tested.

On the heels of  a successful launch in the US was the emer-
gence of  COVID-19 and its downstream effects on physician 
practices. “I understand that many patients aren’t going to start 

Although CVD is the number 
one cause of death globally 
and the root issue to a host 
of comorbidities associated 

with CVD, it’s a growing 
global crisis that continues 

to be unaddressed
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a new medication remotely and keep up a 
treatment plan. And it’s not really appropri-
ate in many cases for a physician to start a 
medication without spending face-to-face 
time with the patient and conducting a full 
exam, which would routinely take place to 
initiate any new medication, even one which 
seemingly has a very favorable risk profile,” 
says Granowitz, from his practicing physi-

cian viewpoint. But from a business 
standpoint, Granowitz acknowledges 
the growth forecast for Vascepa has 
slowed due to COVID-19. “As we’ve 
communicated publicly, we are below 
what our initial plans were, but our 
growth rate has been certainly better 
than the industry averages,” he says. 

In March, Amarin launched its 
unbranded CVD education site, 
www.truetoyourheart.com. The web-
site is a resource and starting point for 
the third discussion point around Vas-
cepa and it’s mechanism of  action. 

Icosapent ethyl is made from the 
omega-3 fatty acid eicosapentaenoic 
acid (EPA), a fish oil-based medication. Most people are well 
aware of  the benefits of  omega-3 fatty acids and the addition of  
eating foods rich in omega-3s to regulate a variety of  heart con-
ditions, as well as taking fish oil supplements. But there is sig-
nificant difference between a dietary supplement and a prescrip-
tion medication. The omega-3 fatty acids found in fish oil include 
DHA (docosahexaenoic acid) and EPA. However, in the body, 
DHA is converted into EPA in very small amounts. Consumed 
EPA is found in most tissues in a person’s body and seems to do 
a lot of  the work or heavy lifting. “I’m really proud that we’ve 
been able to clearly define some fundamental issues about EPA, 
and EPA versus DHA, at the physical, biochemical, biochemistry, 
at cellular levels,” says Granowitz. “And, now it’s about pharma-
codynamics and clinical outcomes.” 

To Granowitz, the opportunity for Vascepa is precisely in 
that intersection of  omega-3 misunderstanding. “The fact is, 20 
million Americans, on average, go to the drug store or health 
food store to purchase omega-3s using their own money,” he 
says. “What a tremendous opportunity to educate people on the 
difference between a dietary supplement maintaining health for 
some versus a prescription medication to address a disease pro-
cess. I’m grateful that the level of  awareness, understanding, 
and motivation of  patients is pretty high.”

But inside that intersection is also what concerns Granowitz— 
the misinformation or incomplete picture. “People can’t use a 

dietary supplement to treat a serious medical condition,” he says. 
“In REDUCE-IT, one of  the most sobering statistics was that a 
third of  the US patients developed a major cardiovascular event 
within four years of  being in the study. And they were managed 
optimally for all of  their underlying cardiovascular risk factors, 
including a median low-density lipoprotein (LDL, also known as 
“bad” cholesterol) of  75. That’s not a person that should be self-
medicating with a dietary supplement. That won’t prevent them 
from having a future myocardial event.”  

COVID-19 also could be an 
opportunity in disguise. The global 
vitamins and mineral supplements 
market is expected to grow 18.3% 
from 2019 to 2020, and the sale of  
vitamins and mineral supplements 
is skyrocketing during the pan-
demic, according to Reportlinker 
(prn.to/2R5XmK7). 

“People are afraid to go to the 
doctor. They want to maintain their 
health. That’s the natural outcome 
of  someone who is motivated, who 
is a seeker and doer,” says Granow-
itz. “And it’s representative of  the 
opportunity that patients really are 

interested in their health and they really want to help themselves.” 
The question, he concludes, is “How do we, as an industry, 

as the intermediaries and educators, all help patients understand 
what evidence-based, scientific innovations should be used and 
in what place?” 

Craig Granowitz

How do we, as an industry, 
as the intermediaries and 

educators, all help 
patients understand what 
evidence-based, scientific 

innovations should be 
used and in what place? 

Demand for dietary supplement products has soared during the  
COVID-19 pandemic.
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One Time for Lifetime

Zolgensma
The world’s most expensive                    
drug put in context

By Elaine Quilici

I t isn’t easy holding the title of  world’s most expensive 
drug, especially in an industry that’s often berated for 
its pricing practices. Zolgensma (onasemnogene abepar-
vovec-xioi), the $2.1 million gene therapy developed by 

Novartis Gene Therapies (previously AveXis), a Novartis com-
pany, to treat spinal muscular atrophy (SMA), knows this well. 
But the drug came onto the market in May 2019 offering great 
hope to people with this rare, genetic disease, which put a spot-
light on its value.

Approved for the treatment of  patients less than 2 years old 
with SMA, the adeno-associated virus (AAV) vector-based gene 
therapy has changed the lives of  people born with this neuro-
muscular disease caused by the absence of  a functional SMN1 
gene. Without this gene, patients suffer rapid and irreversible loss 
of  motor neurons, which affect muscle functions including breath-
ing, swallowing, and basic movement. If  left untreated in the most 
severe forms, it can lead to death or the need for permanent ven-
tilation by the age of  2.

Zolgensma addresses the root cause of  SMA by replacing the 
faulty or missing SMN1 gene with a functional copy via a one-
time intravenous infusion. The new working copy of  the gene 
enters a patient’s cells and stops the disease from progressing. In 
clinical trials, Zolgensma demonstrated prolonged event-free sur-
vival and achievement of  motor milestones previously unseen. 
In comparison, all other existing SMA therapies are chronic treat-
ments that require lifelong therapy.

EMPHASIZING VALUE 
When faced with pricing such an expensive drug, Novartis Gene 
Therapies had to carefully choose a payment model. That started 
with redefining the value of  one-time gene therapies and how the 
healthcare system manages diagnosis, treatment, care, and associ-
ated costs for patients with rare diseases.

“Chronic treatments for certain diseases can cost the health-
care system tens of  millions of  dollars over a patient’s lifetime, 
and Novartis Gene Therapies challenged this paradigm with the 
introduction of  a one-time administered gene therapy,” says Lisa 
Deschamps, senior vice president and chief  business officer of  
Novartis Gene Therapies. “It has the potential to reduce the finan-

cial burden on patients, families, and the overall healthcare system 
by replacing chronic dosing for life with a single treatment.”

Zolgensma is consistently priced worldwide under a value-
based framework; however, final pricing and reimbursement deci-
sions are determined at a local level. Zolgensma is priced in the 
US at approximately 50% less than the 10-year cost of  the cur-
rent standard in chronic SMA therapy. At the time of  FDA 
approval, the Institute for Clinical and Economic Review (ICER) 
stated that the price “fairly aligns with the benefits for these chil-
dren and their families” and that it “falls within the upper bound 
of  ICER’s value-based price benchmark range.”

ACCESS-FOCUSED LAUNCH
With Zolgensma’s hefty price tag, Novartis Gene Therapies knew 
access could be an issue right from the beginning. The company 
addressed this early on to ensure patients could receive the treat-
ment they needed as soon as possible.

“In SMA, we say ‘time is neurons,’ 
because it is critical to begin treatment as 
early as possible to halt irreversible motor 
neuron loss and disease progression,” says 
Deschamps. “We recognized this urgent 
need for treatment demanded progressive 
solutions to enable rapid access to Zol-
gensma immediately upon approval. Our 
goal has always been to remove potential 

obstacles to accessing the therapy so that patients and families can 
benefit as early as possible.”

To do this, Novartis Gene Therapies worked diligently to 
ensure key stakeholders understood SMA, the role of  gene ther-
apy, and the need to treat patients early. That work has led to 
strong access in the US since launch. The company offers payers 
outcomes-based agreements up to five years, based on clinical 
trials. If  a patient has a negative outcome during the five-year 
period, Novartis Gene Therapies reimburses a percentage of  the 
cost of  the product relative to the time passed. 

Lisa Deschamps
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The company has partnered with Accredo to offer a pay-over-
time option of  up to five years to ease possible short-term budget 
constraints, especially for states, small payers, and self-insured 
employers. The organization also has seen accelerated access for 
patients in Japan and Europe since Zolgensma’s approval in 
those markets.

“Our access agreements are aligned to our broader strategy 
following local clinical and economic assessment processes, 
including deferred payments and installment options, outcomes-
based rebates, and robust training for treating institutions, and 
access to RESTORE, a global registry of  patients diagnosed with 
SMA,” says Deschamps.

COVERING THE COST
Understanding and accepting a relatively new pricing model was 
a challenge for payers at first. However, after a push to educate 
them, more than 99% of  on-label patients now have coverage 
approval. In the US, policies cover about 97% of  commercial 
lives and Medicaid access continues to progress with about 86% 
of  lives covered.

“While some policies were more restrictive in the beginning, 
we continue to work with payers by educating them about Zol-
gensma and our clinical data, as well as the impact of  SMA for 
patients and their families,” says Deschamps. “Overall, we’ve 
been pleased with the response 
from US payers, and the majority 
of  the insurance policies devel-
oped to date are reflective of  the 
label for Zolgensma and the time 
sensitive nature of  the disease.”

For those who need assistance, 
Novartis Gene Therapies offers 
OneGene, a comprehensive, indi-
vidualized support program for 
families with patients less than 2 
years old and their healthcare pro-
viders. As part of  this program, a 
personalized support team focuses 
on the needs of  individual fami-
lies; provides verification of  insur-
ance benefits; and customizes resources, support, and assistance.

DATA DEBACLE
In August 2019, evidence of  preclinical Zolgensma data manip-
ulation came to light, which prompted an FDA investigation. The 
agency concluded that “objectionable conditions were found and 
documented,” according to a statement provided to Reuters, but 
no penalties were assigned to Novartis Gene Therapies. Though 
the company notified FDA of  the violation one month after Zol-
gensma’s approval, it could have been more forthcoming. That 

experience has refreshed the company’s commitment to data 
integrity and transparency in working with regulators.

“[We are] implementing a management strategy and quality 
improvement plan to strengthen the quality culture and to 
enhance the accuracy, reliability, and completeness of  quality 
records and data generated across the company,” says Des-

champs. “We have also made a 
voluntary commitment to notify 
the FDA within five business days 
of  receipt by our quality organiza-
tion of  any credible allegation 
related to data integrity impacting 
any pending application in the 
Novartis Group.”

THE FUTURE OF SMA
The current market of  SMA treat-
ments includes Biogen’s gene ther-
apy product Spinraza (nusinersen), 
approved in December 2016; Zol-
gensma; and Genentech/Roche/
PTC Therapeutic’s Evrysdi (ris-

diplam), approved in August. Evrysdi, the first oral therapy to 
treat SMA, has an advantage when it comes to administration, 
as Spinraza is injected into spinal fluid and Zolgensma requires 
IV injection. But when it comes to the big picture, the one-time 
treatment of  Zolgensma is difficult to beat.

In July, Biogen announced a Phase IV trial to examine the 
additional benefit of  Spinraza in patients who have already 
undergone treatment with Zolgensma. If  approved, this could 
further improve the quality of  life for SMA patients moving 
forward. 

In [spinal muscular atrophy], 
we say ‘time is neurons,’ 

because it is critical to begin 
treatment as early as 

possible to halt irreversible 
motor neuron loss and 
disease progression

Zolgensma prevents further motor neuron and muscle degeneration 
by replacing the defective or missing gene that causes SMA.
catalin - stock.adobe.com
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New Standards for 
First-to-Launch Players 
While COVID-19 has shifted some of the rules, research 
reveals that practice changes were already afoot for market 
newcomers
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I t’s no secret the life sciences market is changing—fast. 
Even before COVID-19 created new rules for the health-
care industry, research shows major shifts in best prac-
tices for launching products are materializing in the 

pharmaceutical and biotech markets.
From 2016 to 2018, 27 companies—representing treatment 

options ranging from orphan drugs to specialty products to 
chronic therapies—launched products for the first time in the 
US, and data is available for 25 of  them. Rigorous analysis to 
identify the key trends and factors driving launch performance 
uncovered significant differentiators that emerged since prior 
analysis of  all product launches from 2011to 2015 in the US. 

The performance of  these 2016–2018 newcomers illuminates 
emerging new launch standards for pharma and biotech compa-
nies. Importantly, the results defy some long-held conventional 
beliefs in these industries, including the assumption (based on the 
analysis from 2011–2015) that 60% of  drugs will fail on market. 
They also challenge these so-called “truisms” for securing the 
best possible results: 

1. We can delay investing in launch closer to approval.
2. It is best for us to launch as close to approval as possible.
3. We must minimize investment prior to launch to reduce  
     impact on future profitability.
4. Launching in a specialty setting leads to more success. 
5. Oncology-focused products drive the most launch successes.

DEFYING CONVENTIONAL BELIEFS
First, the newcomers experienced an uptick in the ability to achieve 
or exceed expectations over previous years—more succeeded in 
meeting or exceeding forecasted projections. In fact, only 48% of  
the first-timers’ products underperformed. 

Segments that overperformed included treatments for:
• CNS disorders.
• Genetic disorders.
• Metabolic disorders.
• Immunology and dermatology.
• Gastrointestinal.

For those that underperformed, it is important to note that 
50% were specialty treatment options, which, again, contradicts 
launch legend. The underperforming segments included thera-
pies for: 

• Oncology, marking a shift since 2011–2015 when this 
   segment performed higher than others.
• Cardiovascular conditions.
• Infectious disease.
• Hematological disorders.
• Ophthalmology.

SUCCESS FACTORS OF NEWCOMERS 
For those that prevailed, data analysis revealed the following fac-
tors that contributed to their launch success.

Invest early
Traditionally, leadership teams believe in at least one of  two 

investment strategies, which also aimed to honor pressure from 
their boards and investors to maintain capital and liquidity:

• Delay investing in market-shaping activities as long as poss-
  ible (e.g., “just in time” investments). 
• Invest less to reduce dilution and minimize impact to profit-
  ability.
However, the first-timers—including specialty and hospital 

channel treatments for three disease areas—that invested and 
began commercial development earlier were more successful than 
those that did not. The ones that delayed failed more frequently, 
even if  they spent the same or more than their earlier-to-invest 
peers. These underperformers included a specialty product for 
a CNS disorder, and both first-in-class and additional hospital 
product entrants for oncology. 

In addition, higher earlier investment correlated with more 
successful launches, and also allowed companies to reduce invest-
ments on the back end over time relative to their underperform-
ing/underinvesting counterparts. In fact, spending more earlier, 
overperformers became more profitable. In contrast, underper-
formers spent less early on, and then continued to invest a higher 
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percentage of  their actual sales on the back end, but ultimately 
failed to be as profitable or recoup the investment. 

This means taking a forward-thinking approach to commer-
cialization from the time of  inception—accounting for sales force, 
market development, marketing, medical affairs, manufacturing 
requirements, etc.—brought the best results, because the market 
was ready for the product, and understood where and how it fit.

 
Be ready to launch
Another critical success factor for the companies that surpassed 

expectations was the timing of  their launches. Conventional wis-
dom dictates you should launch your pharma or biotech treatment 
option as fast as possible once approved—and any timeframe 
longer will hurt your sales and damage your team’s reputation. 
However, the first-timers experienced the reverse. Those that 
delayed their full launches—e.g., product available and in chan-
nels, physicians ready and able to prescribe, field teams deployed, 
associated marketing efforts underway, etc.—performed better 
than those that hit the market soon after approval.

It’s unclear why the delays happened in each case, but several 
planned and unplanned scenarios are possible. For example, in 
one case, as the company prepared to launch based on its antici-
pated approval date, FDA required additional information and 
approval came later when all requirements were met. For the 
company, this meant putting the launch on hold, refining the 
product, and then scaling up again two years later. By that time, 
the organization had its market development and commercializa-
tion strategies in motion, with prepared key opinion leaders 
(KOLs), advocates, patient services, etc., all ready to be deployed.

Another example is a company delayed to allow more time to 
condition payers. Before unleashing a sales force, organizations 
typically focus on payer education and giving medical science 
liaisons (MSLs) time to build KOL relationships. This time is also 
used to develop a comprehensive pharmacoeconomic dossier and 
convey compelling value propositions to assist and inform payer 
and formulary access and reimbursement decision-making. 

Some companies also made key commercial executive hires 
late or started launch planning and investing too late. Without 
core leadership in place, key launch preparation activities were 
delayed, including developing core strategies and tactics, hiring 
other key leaders in sales, market access, marketing, etc., and cre-
ating targeting plans. 

In any case, companies that invested earlier in commercial 
development and had the infrastructure to support their launches 
fared better than those that prioritized speed. These companies 
generally put key executives—spanning commercial, patient advo-
cacy/services, business planning, sales and marketing leads, among 
others—in place two to four years prior to approval and launch, 
and retained them post-launch, which adds continuity. 

Once in place, these key team leads have the time to fully 

research, analyze, and understand the product market—including 
critical barriers to adoption that must be overcome—and set strat-
egies for commercialization. 

For example, one of  the treatments did not hit market until 
five months after receiving FDA approval. By that time, the mar-
ket access team had secured coverage for 80% of  commercial 
plans, with only 60% requiring prior approval. When the sales 
team came on board ahead of  the launch, the team quickly gained 
traction among the 5,000 targeted healthcare providers, reaching 
70% by the end of  2019.

Again, this points to the benefits of  market development and 
commercialization due diligence and preparedness.

INTERPRETING INSIGHTS POST-COVID
These are just a few of  the key insights gleaned from the 2016–2018 
pharma and biotech newcomers. More data is needed to fully 
understand if  these investment and commercialization prepared-
ness trends will continue, especially in relation to the coronavirus 
pandemic that is testing the status quo. However, the performance 
results of  this most recent class of  newcomers illustrates a new 
launch era is upon us. 

It has always been important for companies to set an initial 
launch plan, including key focus areas and milestones to achieve, 
and to follow best practices that include conducting a strategic 
market assessment early on to fully understand the realizable 
potential of  your market. However, this analysis illustrates that 
launching requires a longer-term strategy and precise planning 
to time market entry when the conditions are right, and the orga-
nization is ready for the product to succeed.

Based on these performances, pharma and biotech leadership 
teams that commit the time and resource early on to being pre-
pared for launch through platforms, including scientific exchange 
to disseminate critical and relevant communications with physi-
cians and payers prior to launch, are those that are more likely to 
succeed. That means raising capital to support launch must hap-
pen earlier, in many cases at proof  of  concept, and getting key 
hires in place with sufficient time to create plans, develop team, 
and execute before launch. It means leveraging readiness assess-
ments to help ensure the right plans and tools are in place before 
launch, and putting mechanisms in place to collect data in real 
time post-launch to monitor progress and act on new insights and 
nurture your product’s trajectory. 

In the post COVID-19 era, it also means equipping field teams 
with remote engagement solutions and bolstered patient support 
offerings with an eye toward incorporating smart solutions to 
develop a field force for the future. 

All of  these aspects require thoughtful strategies and commit-
ted resources to prime the market and engage in relevant scientific 
exchange—including tailored considerations for patients, provid-
ers, and payers—before your product hits the market. 
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A chieving commercial success with new products has 
always been a key priority for pharmaceutical com-
panies, yet actually delivering it in a way that meets 
expectations has never been easy.

At a fundamental level, a new product must take three hurdles 
to achieve commercial success: 
• Gain regulatory approval. 
• Secure market access.
•  Be widely utilized in real-world clinical practice. 

Evidence plays a key role in overcoming those hurdles: Con-
vincing relevant stakeholders and decision-makers of  the benefits 
and value a new product offers, confirming its safety, and explain-
ing how it fits with current clinical practice and within the exist-
ing treatment landscape.

The role of  evidence in launch success as such is not new. 
Generating essential data via randomized controlled trials (RCTs) 
has always been a fundamental part of  the pharmaceutical indus-
try’s new product development model. However, in today’s bud-
get-constrained launch environment the evidence burden contin-
ues to rise, as stakeholders demand more information, reflective 
of  a less controlled, real-world setting, as well as increasing levels 
of  “proof,” along the entire product lifecycle.

Real-world evidence (RWE) is uniquely suited to address those 
demands for additional information. Its distinctive feature of  cap-
turing patient-level observations in routine clinical practice, allows 
RWE to bridge the evidence gap left by RCTs, due to their inher-
ent limitations, such as being highly controlled and thus unrep-
resentative of  real-world patient populations, or practice.

In today’s world, RWE is emerging as a new battle line in the 
quest for launch excellence.

BAR SET HIGH: RWE CAN HELP YOU REACH IT
In our definition, excellent launches meet three, objectively quan-
tifiable criteria, in two or more countries, during the first two years 
on the market: 
• To be among those with the steepest sales uptake trajectories.
• To achieve sales leadership by being consistently ranked in the 
top decile. 
• To outperform their peers by being in the top 20% when sales 

rank is normalized for competitive intensity faced within the rel-
evant market segment.

As our comprehensive IQVIA Launch Excellence research 
shows, this represents a very high bar indeed: Fewer than 10% 
of  all launches achieve “excellence” when assessed this way. 

Crucially, our latest research highlights the importance of  
embracing RWE strategically, as a source of  competitive advan-
tage: Firms that win the much coveted launch excellence prize 
consistently generate more RWE, and they do so faster than their 
peers, before and after product launch (see Figure 1 on facing page).

Companies that are most successful at launching utilize RWE 
strategically. They differentiate their products to regulators, pay-
ers, providers, and patients by demonstrating how they deliver 
measurable value in real-world populations and treatment set-
tings. In addition, they enable providers to optimally use their 
products in those patient populations that benefit the most. By 
drawing on deeper insight into the treatment landscape and com-
petitive dynamics, these companies develop superior commercial 
strategies, such as how to position their brand vs incumbents to 
exploit unmet needs in a crowded market place.

Used strategically, RWE proactively addresses key healthcare 
stakeholders’ evidence needs while overcoming the three hurdles 
to launch success, i.e., approval, access, and real-world utilization.

THE COMPETITIVE DIMENSION OF RWE: 
QUALITY AND QUANTITY
For many, RWE is still largely seen as a combination of  necessity 
and nice-to-have, rather than as a true strategic asset. For exam-
ple, few companies approach RWE generation with the same 
strategic mindset as they would, for example, building a com-
petitive promotional in-field presence that sets them apart in a 
crowded market place. 

Yet in today’s launch environment, success depends very much 
on generating competitive levels of  RWE. While RWE, first and 
foremost, must be of  the highest quality —methodologically 
robust, compelling, and relevant—competitive levels of  RWE 
volume matter.

There is such a thing as share of  mind even in the scientific 
world of  evidence. A constant news flow is essential in reminding 

MARKUS GORES
Vice President, Thought 

Leadership, EMEA, IQVIA

Drug Launch: Winning 
the Evidence Battle
Beyond necessity and nice-to-have, embracing real-world evidence 
as a true strategic differentiator
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busy healthcare professionals (HCPs) and payers of  key value 
messages for a product, and this creates more engagement oppor-
tunities for sales reps, key account managers, or medical science 
liaisons (MSLs), simply because there is more to talk about.

Delivering competitive 
levels of  RWE productivity 
requires a world-class capa-
bility, e.g., an evidence plat-
form. Such platforms enable 
more innovative, novel types 
of  evidence generation, and, 
therefore, quantity of  evi-
dence likely says something 
about novelty, too.

Furthermore, a world-
class evidence capability is underpinned by a network of  rela-
tionships with third-party dataset owners who are often key stake-
holders in local health systems. As such, the evidence capability 
becomes a collaboration vehicle for engaging and building trust. 
Again, quantity of  evidence is indicative of  engagement levels 
and the quality of  a company’s critical relationships with impor-
tant stakeholders.

Excellent launches embrace the competitive dimension of  
RWE, and as we have seen, they are winning the evidence (vol-
ume) battle.

RWE FOCUS: THE RIGHT KIND OF EVIDENCE
As a launch product faces different challenges at different stages 
of  its lifecycle, RWE must reflect the different priorities at dif-
ferent points in time. In fact, our research found that companies 
of  excellent launches dynamically align the focus of  the RWE 
they generate with stakeholders’ evolving needs (see Figure 2 on 
page 34).

Specifically, we observed that in the pre-approval period, RWE 
focus is directed toward market and disease insight categories, such 
as patient characteristics, disease characteristics, and clinical prac-
tice. After approval, once the new product is on the market, health 

economics and real-world 
outcomes increasingly 
move into focus, including 
comparative effectiveness, 
safety, and quality of  life 
(QoL). From two years after 
approval onward, real-
world outcomes become 
the single largest combined 
category, accounting for 
just over half  of  the annual 

published RWE volume of  an excellent launch.
This shift in focus reflects the need to address ongoing stake-

holder scrutiny and demonstrate value under real-world condi-
tions, from pre-launch through the post-launch period.

By recognizing this, companies that excel at launching new 
products ensure the continuous relevance of  the RWE they gen-
erate, and thus its maximum impact.

A WAY OF LIFE: STARTING EARLY, WITH  
SUSTAINED COMMITMENT THROUGHOUT
An ad hoc approach to evidence generation does not suffice. 
Instead, companies embracing RWE as a novel source of  com-
petitive advantage for launch success develop a best-in-class, inte-
grated lifecycle evidence strategy, which exhibits the following 
hallmarks:
• It is anchored in a thorough understanding of  stakeholder needs 
that has been validated externally.
• It takes a broad view of  opportunities for RWE, considering a 

wide range of  potential use cases, 
across all healthcare stakeholder 
types.
• It systematically defines evidence 
generation and its use, along the 
entire product lifecycle, starting in 
the early development phase to 
ensure the right type and volume 
of  evidence is available at the 
right time, given the typical lead 
times for generating evidence.
• It integrates current needs and 
anticipates future requirements 
of  the different functions within 
the company. This is a cross-func-
tional effort bringing together 
development, medical, market 

Its distinctive feature of capturing 
patient-level observations in routine 

clinical practice, allows RWE to 
bridge the evidence gap left by RCTs

Excellent
launches

Excellent launches

Source: IQVIA European Thought Leadership
Note: Excellence defined according to the IQVIA Launch Excellence criteria (Launch Exellence VI and prior publications)

*Total number of publications/number of indications approved >6months ago/normalized for time on market

All other launches

All other
launches

Pre-approval
(from -2 yrs)

Pot-approval
(until +2 yrs)

Index = 100

147

63%

Growth in RWE volume over product lifecycle
(2-yr CAGR for annual published RWE volume, by launch type)

Normalized RWE lifecycle productivity*

Excellent launches generate more RWE, faster

(Indexed: average all non-excellent launches = 100)

31%

215%

86%

Figure 1.

https://www.pharmexec.com/


PHARMACEUTICAL EXECUTIVE SEPTEMBER 2020

WWW.PHARMEXEC.COM

34 Product Launch34

access, health economics and outcomes research (HEOR) and 
commercial.
• It secures early investment 
in RWE with sustained 
commitment throughout 
the lifecycle.

Such a holistic approach 
firmly embeds RWE at the 
heart of  an organization’s 
strategic thinking while 
ensuring its broad relevance 
across the business, today 
and in the future.

UNLOCKING THE 
STRATEGIC VALUE OF RWE FOR LAUNCH 
SUCCESS: FIVE PRIORITIES
To unlock the full strategic potential of  RWE for launches, phar-
maceutical companies need to address five priorities in the way 
they approach evidence:

1. Elevate evidence generation to a strategic level—ensuring 
the case for RWE resonates with senior management and key 
budget holders involved in evidence investment decision-making.

2. Approach evidence generation with a competitive mindset, 
not only thinking about how RWE will differentiate your product 
clinically, but also how to win the battle for share-of-mind in a 
noisy and crowded marketplace.

3. Develop comprehensive lifecycle evidence plans—putting 
in place a systematic, cross-functional process, with evidence plan-

ning to start early, while 
anticipating future needs.

4. Show conviction 
and continued commit-
ment to RWE—maintain-
ing competitive levels of  
investment and differenti-
ating RWE productivity 
throughout the product 
lifecycle, until many years 
after launch. 

5. Establish a world-
class RWE capability as a 

prerequisite, investing in evidence platforms, building partner-
ships with third-party dataset owners, participation in evidence 
networks and embracing innovation in evidence generation, such 
as “secondary data first” or novel study designs.

By embracing RWE as a true strategic asset and differentiator, 
pharmaceutical companies will unlock a novel source of  com-
petitive advantage. This will serve them well in their quest for 
launch excellence.  

This article was based on a virtual presentation at the IQVIA conference, 
on demand here: https://www.workcast.com/?pak=645396473536373
6&cpak=6352563660482639

Figure 2.

Effectiveness Safety QoL Clinical practice Disease characteristics Patient characteristics Health economics

Source: IQVIA European Thought Leadership

Note: Absolute, published pre-approval RWE volumes are generally much lower than post-approval

-2 yrs -1 yr

Typical RWE focus over lifecycle
(Annual published RWE volume by type of evidence; average across all launches)

+1 yr +2 yrs

Real-world outcomes:
~50-60% of RWE volume from
year 2 post-approval onwards

FDA
approval

Focus shifts from insight categories to real-world outcomes and health economics
The focus of RWE evolves over the product lifecycle
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While RWE, first and foremost,  
must be of the highest quality —

methodologically robust, compelling, 
and relevant— competitive 

levels of RWE volume matter
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W e are in the early days of  precision medicine 
and a decades-long trend that will lead to 
groundbreaking cures and treatments. These 
innovations are becoming the foundation of  

scientific discovery and with them, an explosion of  available infor-
mation and data that will influence big changes throughout the 
life sciences industry, including the growing importance of  key 
account management (KAM). 

Precision medicines require the ability to identify patients with 
rare and individualized diseases, so target patient populations are 
much smaller. As a result, biopharmaceutical companies will need 
to become more agile and integrated within the healthcare eco-
systems in which they operate to better identify patients who may 
benefit from innovative new therapies. 

The growth of  precision medicine demands improved col-
laboration across an expanded list of  stakeholders as more health-
care professionals (HCPs) have joined larger healthcare groups. 
Decision-making has moved beyond the individual HCP to a 
more diverse group ensuring alignment with a healthcare orga-
nization’s overall strategic objectives. Navigating this complex 
environment of  decision-makers is challenging and requires an 
expanded approach beyond the traditional one-to-one, rep-to-
physician relationship model. 

KAM enables biopharma companies to operate in this more 
interconnected and dynamic environment and work better with 
HCPs and payers in delivering the right care. With KAM, the 
industry can transition to a team-selling model and develop new, 
more impactful relationships with a diverse group of  customer 
stakeholders. 

A holistic, agile approach to KAM can transform customer 
engagement in the era of  precision medicine by giving account 
managers the industry and customer insights they need to suc-
ceed; enabling companies to align with the strategic objectives of  
healthcare systems; and helping organizations reach the metrics 
that define customer success. 

GIVE ACCOUNT TEAMS REAL-TIME INSIGHTS 
Account managers have pressure to keep up with the latest infor-
mation such as new therapies, trials, discoveries, and patient out-

comes. Proactively gathering all this information from different 
channels is overwhelming. There’s simply too much data coming 
from too many sources. KAM brings together key account infor-
mation from a complex mix of  healthcare stakeholders and data 
across many different channels. AI-driven insights on key people 
and accounts are automatically collected from thousands of  sci-
entific and digital sources such as social media, news feeds, video 
platforms, industry conferences, clinical trials, and a customer rela-
tionship management (CRM) system. 

AI enables companies to analyze millions of  customer activi-
ties in real-time and identify patterns in a way that no human 
could ever do. With all the relevant insights on customer activities 
and relationships from numerous scientific and digital sources, 
key account teams can adapt plans with much greater agility.

Bringing together accurate customer data and real-time insights 
allows companies to plan and engage customers more efficiently 
and effectively for specialties such as oncology, rare disease, and 
other therapeutic areas. Ultimately, KAM helps organizations 
respond faster to customers and their patients’ needs and gives 
key account managers the information they need to develop much 
deeper relationships with the right people and decision-makers.

ALIGN COMPANY AND CUSTOMER STRATEGIES
The ability for a key account manager to navigate the complexi-
ties of  one customer account is challenging. Seeing across mul-
tiple brands and disease areas, with a full understanding of  every 
customer need, is increasingly more difficult.

KAM can help key account managers see the bigger picture 
across their internal organizations and large, complex key accounts 
such as hospitals, health systems, and organized customer groups. 
KAM enables life sciences to move beyond the transactional rep-
physician sales model by providing the tools and resources they 
need to streamline the sales process—and make it more transpar-
ent. Commercial and medical teams typically piece together key 
account information from a complex mix of  internal and external 
stakeholders, as well as scouring various hospital and social media 
websites. To get the data they need, it can be hard for key account 
managers to even know where to start. 

Access to data and insights is critical to increasing transpar-

KILIAN WEISS
General Manager, Veeva Link

Unlocked Potential
‘Keying’ in On New-Era Engagement
How adoption of the key account management (KAM) model can 
help drive pharma’s agility in reaching and influencing a more 
diverse set of healthcare customers and decision-makers 
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ency, strengthening collaboration, and improving 
alignment of  key account teams across therapeutic 
areas. KAM helps companies better align their busi-
ness with their healthcare accounts’ objectives. 
Account managers get visibility into the various deci-
sion-makers involved in the process, as well as who 
within their own organization has existing relation-
ships with those key individuals. 

Companies can align their planning with the 
insights gathered from key accounts and provide a 
much more meaningful experience for customers. Bet-
ter visibility enables teams to then drive the right 
actions at the right time for the company and accounts, 
delivering the greatest value to customers when they 
need it. The ability to see this complete picture allows 
commercial and medical teams to coordinate a much 
more effective cross-functional team effort that is 
aligned with their customer’s goals and objectives.

WORK TOWARD A COMMON GOAL
In the traditional brand-centric sales model, success is 
measured by whether the brand sales team meets 
quantitative sales metrics. Each brand typically has its 
own goals and competes against other brands within 
a customer account, oftentimes unknowingly. Separate 
from the brand team, individual reps are measured by 
activities such as seeing the right people the right num-
ber of  times. All these metrics tend to drive the oppo-
site behavior of  a KAM model.

In the new healthcare system landscape, compa-
nies are rethinking customer value and moving to 
metrics that optimize patient outcomes. Shifting success from an 
individual brand to an overall account level can refocus an orga-
nization’s effort to better support HCPs and their healthcare 
organizations. KAM can ensure accounts are working toward 
the same thing, in partnership with customers, and improve the 
value they deliver to their healthcare customers.

This level of  strategic partnering involves understanding the 
specific levers to pull in order to align with the account’s objec-
tives. Every healthcare organization is focused on delivering more 
efficient and effective care pathways, so patients get the outcomes 
and treatments they need faster. 

A biopharma organization can only meet this goal with a 
complete understanding of  the customers’ long-term objectives 
and by empowering key account managers with timely insights. 

A holistic KAM approach connects data and insights about 
key people and accounts so teams can expand their relationships 
to new customer groups. This enables biopharma manufacturers 
to create greater value for customers’ C-suite executives and their 
patients.

MOVING TOWARD AN AGILE KAM FUTURE
With the move toward more innovative precision medicines and 
specialty drugs, a wider variety of  stakeholders are involved in 
administering patient care. This creates complexity in identifying 
the right patients, treating them, and managing the services 
needed to drive adherence and patient outcomes. KAM has the 
potential to give organizations what they need in order to respond 
faster to changing customer needs. 

But commercial agility requires more than just insights. It also 
requires a change in the KAM operating model, especially in the 
planning process. When key account teams have the data, intel-
ligence, and strategic insights they need, they can speed decision-
making and tailor their customer engagement.

A holistic, agile KAM approach can fuel a new era of  cus-
tomer engagement so key account teams can reach the right 
people at the right time and ensure patients in every therapeutic 
area get the treatments they need. 

Ultimately, biopharma organizations will better align to the 
needs of  their customers and achieve new levels of  commercial 
success. 

As this report example illustrates, data and real-time insights on key people and key 
accounts can help biopharma companies plan and engage with customers more 
effectively.
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I t has been both an exciting and a challenging year for the 
pharmaceutical and biotechnology industries in 2020. 

On the positive side, the COVID-19 pandemic is show-
ing a global audience that the biopharma industry serves 

a critical role in finding solutions to the current coronavirus crisis, 
whether it is vaccines, cures, or drugs, to reduce the severity of  
the disease for those who are infected. This is serving to blunt 
some of  the very negative press that the industry has been subject 
to over pricing and other issues. Other positives include the new 
technologies that have been invented and the increasing number 
of  new drugs approved and under development by pharma and 
biotech companies. 

The emergence of  a host of  new methods, such as immuno-
oncology, CRISPR, personalized medicine, and stem cells has 
been promising, albeit with the normal periodic setbacks such as 
the one we are seeing in CRISPR. In addition, there have been 
many proposed and implemented changes in US FDA and Chi-
nese FDA policies with regard to drug approvals that are favor-
able. Time will tell if  the actual results match the intent.

The life sciences industry has been rewarded with much stron-
ger stock market valuations than many other industries. As a 
consequence, biotech companies have been able to raise consid-
erable equity capital through private placements, IPOs, and sec-
ondary public offerings. 

But the challenges are also visible as well. For pharma com-
panies, the pandemic has had a significant impact on the avail-
ability of  many drugs, the disruption of  supply chains, and the 
ability to conduct clinical trials when so many people are shelter-
ing at home and hospitals are forced to devote their resources 
toward the treatment of  COVID-19 patients and less toward 
clinical trial activities and research. Other challenges include the 
relentlessly high cost of  drug development, controversies around 
pricing, the scrutiny of  orphan drug pricing, lower profitability 
relative to history, increasing price and formulary pressure from 
payers, weak pricing leverage outside the US, and structural 
changes in healthcare and government policies in large countries 

such as the US and China that are impacting pharma manufac-
turers. Biotech companies are facing some of  the same challenges.

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

PHARMA EQUITY MARKET PERFORMANCE
During the first half  of  2020, global equity markets saw major 
declines followed by partial or full recoveries in direct response 
to the coronavirus pandemic and the market’s assessment of  what 
the relative returns are in different investment classes and loca-
tions. 

The S&P 500 decreased 4.8% and the European markets also 
did poorly with the FTSE 100 decreasing by 18.9%. 

The pharma industry performed far better than the market 
almost across the board. The Y&P US Pharma index decreased 
by 2.6%, the European Pharma index increased by 1.3%, the 
Y&P Specialty Pharma index dropped by 3.6%, and the Y&P 
Generic Pharma rose by 19.7%.

The average P/E ratios of  the Y&P US and European Pharma 
indices have been strong, but saw slight declines in the first half  
of  2020. P/E ratios for the specialty and generics sectors have 
dropped consistently since 2014 due to bad news in their seg-
ments, but have rebounded moderately this year.

PHARMA EQUITY FINANCING AND M&A
Equity issuance dollar volume in the first half  of  2020 totaled 
$14.3 billion, versus $12.6 billion for all of  2019. The primary 
drivers of  volume were Sanofi selling a large stake in Regeneron 
Pharmaceuticals, Inc. and Amgen purchasing a large stake in 
BeiGene, Ltd.

In the first half  of  2020, 13 M&A deals were completed worth 
$66.9 billion, compared to 21 deals completed in all of  2019, 
totaling $172.9 billion.

Taking Biopharma’s 
Pulse in a Tough 2020 
Assessing COVID-19’s wide and varied impact on pharma and 
biotech business in the first half of the year, and how it shapes 
market prospects ahead

PETER YOUNG
is CEO and President of Young & 

Partners, and a member of Pharm  
Exec’s Editorial Advisory Board. 
He can be reached at pyoung@

youngandpartners.com
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in all of  2019. We are clearly operating a record pace. 
This year is on pace to exceed the record of  250 offer-
ings in 2018.

In the first half  of  2020, 31 IPOs were completed 
worth $6 billion. This compares to 56 IPOs worth $6.1 
billion in 2019. 

Activity has clearly increased as interest in the bio-
tech sectors has strengthened.

Biotech M&A activity has been modest historically, 
with small spurts of  activity from time to time. That 
has not been as true in 2020. In the first half  of  the 
year, 12 deals worth $23.2 billion were completed, 
versus 34 deals worth $19 billion completed in all of  
2019. The number of  deals was lower on an annual-
ized basis, but the dollar volume is on track for a record 
year. 

The dollar value of  the pipeline of  biotech deals 
as of  June 30, 2020 was moderately strong at $3.2 bil-
lion (seven deals).

The acquisition of  New Jersey-based The Medi-
cines Company by Novartis accounted for $6.8 billion 
of  the total. 

This is higher on an annualized basis in terms of  the number 
of  deals compared to last year, but slower on a dollar basis, par-
ticularly since the acquisition of  Allergan plc by AbbVie 
accounted for $62.3 billion of  the $66.9 billion.

Clearly there are fewer large deals as the industry is focused 
on biotech acquisitions instead of  pharma deals and on partner-
ing and their own drug development. There is also the recogni-
tion that mega deals may have presented cost reduction synergies, 
but they have often been disappointing from product portfolio 
and drug development standpoints.

Of  course, the start of  the pandemic also was a disrupter of  
the M&A market as companies had to focus their attention on 
their operations, shifting many workers from their offices to their 
homes, and supply chain disruptions, etc.

The pipeline of  deals appears to be modest. As of  June 30, 
2020, the deals announced but not closed totaled $132 million 
(three deals).

BIOTECH EQUITY MARKET PERFORMANCE
The Y&P Large, Mid, and Small Cap Biotech indices performed 
extremely well, increasing by 19.3%, 53.6%, and 79.6%, respec-
tively. The positive news about biotech drug development and 
the positive perception of  the biopharma industry due to its role 
in dealing with the pandemic has created a strong story in the 
equity markets, despite the partial offset from the negative pub-
licity about drug pricing, payer pushback against orphan drug 
pricing, and the ongoing struggle to conduct and fund research 
and clinical trials.

BIOTECH EQUITY FINANCING AND M&A
There were 171 equity offerings worth $25.3 billion in the first 
half  of  2020, versus 224 offerings totaling $23.8 billion completed 
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Pharma Merger and Acquisition Trends 

Dollar Value of Worldwide Pharma Acquisitions (through 6/3020) 
• Global M&A volume has been strong with periodic surges due to 

closed mega deals. We are at a slower pace in the first half of 2020. 

Only Deals > $25 million 
Source: Young & Partners

Figure 1. Global M&A volume has been strong with periodic surges due to closed 
mega deals. We are at a slower pace in the first half of 2020.

Pharma M&A Glance
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Pharma Merger and Acquisition Trends 

Dollar Value of Worldwide Pharma Acquisitions (through 6/3020) 
• Global M&A volume has been strong with periodic surges due to 

closed mega deals. We are at a slower pace in the first half of 2020. 

Only Deals > $25 million 

(through 06/30/20)

OUTLOOK: PHARMA 
Business. The business outlook for pharma companies is posi-
tive with regard to drug development, with promising drugs in 
the pipeline. The industry’s R&D innovation and productivity 
has been moderate. However, combined with indirect develop-
ment through the biotech industry, overall pipeline activity has 
been strong and should continue to be strong.

There has been a shift in emphasis toward orphan drugs, 
oncology therapies, innovations such as 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 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.

Specialty pharma were partnering, in-licensing, and acquiring 
to maintain growth and the strength of  their overall business 
portfolios, but the business models of  many have been failing.

The stock market prices and valuations of  the ethical pharma 
industry companies have been stable due to the net effect of  the 
positive news for the industry during the pandemic, the negative 
news around pricing, and the ongoing R&D and commercial 
challenges of  the industry. We think there will be a continued 
counterbalancing of  the positive news versus the business chal-
lenges for the biopharma industry.
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Equity markets. The stock market prices and valuations of  
the ethical pharma industry companies have weakened as the 
negative pressures on the industry continue, in spite of  a mixture 
of  R&D and commercial successes. It is our expectation that the 
negative news will continue to counterbalance the positive news 
for the biopharma industry.

Specialty and generic pharma company share prices have 
modestly rebounded, but they will continue to suffer 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 com-
pany has to raise equity to repair their balance sheet after an 
acquisition.

M&A. Young & Partners expects M&A activity, with the excep-
tion of  a handful of  mega deals, to continue to be solid for the 
reasons mentioned because normal strategic fill ins will continue, 
with much of  the focus on medium to large deals. It is not clear 
if  there will be any mega deals other than the already completed 
AbbVie-Allergan deal.

Even without mega deals, there will be plenty of  large and 
medium-sized deals with a strategic rationale or a theme around 
adding new and growing technologies and products being pursued.  

Separately, pharma companies are focused on acquiring bio-
tech companies, which is affecting the biotech M&A volume. But 
pharma is also heavily pursuing in-licensing arrangements, part-
nerships, and joint ventures with biotech organizations and other 
pharma manufacturers.

OUTLOOK: BIOTECH 
Business. The development capabilities of  biotech companies 
have been and will continue to be positive overall. Although there 
will be successes and failures by individual companies, biotech 
companies have demonstrated their ability to develop new drugs 
at a faster pace than the larger pharma organizations. This trend 
will continue for the rest of  the year and well beyond.

Equity markets. The stock market performance of  biotech 
companies has been strong in the first half  of  2020. The biotech 
industry is now in favor because it is less affected by the pandemic 
and its image has become more positive. 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.

Equity financing. Biotech companies will continue to tap the 
equity markets, partnering, licensing, and royalty monetization 

for funding and for shareholder liquidity. Secondary equity offer-
ings have been strong and should continue to be strong and IPO 
volume will continue to be solid in terms of  volume and strength.

M&A. M&A volume in the biotech sector has been solid and will 
continue to be through 2020. The pipeline of  deals announced 
but not closed is consistent with a forecast of  increased biotech 
M&A activity this year. Much of  the volume will be larger deals 
done by big pharma.

However, the buyer interest will be focused on specific targets 
in favored therapeutic and technology areas and on biotech com-
panies 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, but the 
M&A valuations will remain challenging, particularly for com-
panies with promising drugs in late-stage clinical trials or await-
ing FDA approvals. The challenge for life sciences organizations 
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.

For the specialty pharma companies, the key will be a rethink-
ing of  their strategies since it is not clear that the pursuit of  niche 
and orphan drug markets will continue to bear fruit in the same 
way that they have in the past. The high price of  acquisitions and 
the pressure on drug pricing, even for orphan drugs, will have a 
disproportionate impact on specialty pharma companies. 

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

For biotech companies, public and private, the future is excit-
ing from the drug development side in terms of  the product 
approval environment and innovation and the improvement these 
companies have seen in the IPO, secondary equity financing, and 
M&A markets. However, prosperity or disappointment will vary 
by the story of  each company. 

Unfortunately, the markets have been volatile and have played 
favorites with regard to therapies, technologies, and stages of  
development. 

The key for biotech organizations will be to properly assess 
their cash-flow requirements and to create and execute a flexible 
financing/M&A plan that properly assesses how much capital 
and at what cost of  equity the various alternatives will provide, 
whether it is private placements, partnering, IPOs and second-
ary offerings, royalty monetizations, or sources of  non-dilutive 
financing.  
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I n the Age of COVID-19, pharma has undergone breath-
taking changes. As a result, it is easy to forget that some 
of the most important lessons we have learned in our 
industry have not changed at all. For example, the fun-

damentals of a successful product launch will remain almost 
entirely the same. 

When I refer to the fundamentals of  a successful launch, I am 
talking about three critical steps:

1. An objective assessment of  a product’s potential.
2. Pre-launch preparation that aligns the organization and all 

stakeholders.
3. A post-launch period of  monitoring, reassessment, and 

adjustment. 
The first step involves a candid 

assessment of  the product’s level of  
differentiation and the unmet need 
within its disease area. Once you 
know those two things, it is possible to 
plan a strategy and determine the 
level of  investment.

Does the product address a high 
unmet need in a highly differentiated 
way? If  so, you know you can price 
it higher and engage in very broad 
promotion. Does the product address 
a low unmet need with low product 
differentiation? In that case, you know you are going to have to 
price it competitively, be aggressive in promotion, and focus upon 
the small ways in which the product is different. And so on. 

A word of  caution: sometimes brands at this point try to take 
too big a swing when they are at bat, that is, they try to position 
a product too broadly. They fear being caught in a niche. But 
strategy is often more about deciding what not to do. I would 
rather be something to somebody than nothing to everybody. 

The second critical step is pre-launch, which is arguably the 

most important step of  all. When a company does not invest 
adequately in a pre-launch, it will show.

The success of  this stage depends on alignment of  all stake-
holders, from senior executives, to the board of  directors, to inves-
tors, to sales representatives, and even factory workers. For exam-
ple, your investors need to know whether this is going to be a $500 
million product or a $5 billion product. 

Your board needs to know if  it is going to take six months or 
three years to reach profitability. Your line workers need to know 
why they will be working so hard this summer to make it possible 
to launch in the fall.  

Success during pre-launch also depends on the alignment of  
functions from medical to regulatory 
to commercial to supply. Your goal is 
for everybody to be on board. 

Medical needs to be looking for 
the product’s points of  differentia-
tion. The regulatory team needs to 
determine how to best present it. 
And the sales team needs to be prop-
erly trained on the points of  differ-
entiation and how to bring value to 
your customers on  every call.  

The third critical step begins 
immediately at launch. You can do 
the greatest job in pre-launch, but 

once you launch, the unexpected is inevitably going to occur. 
Things are going to change. And they will change very fast. You 
must have the mechanisms in place that allow you to gather timely 
feedback from your customers and analyze your data in real time, 
so that you can change your plans quickly. The time pressure will 
be enormous, because the first six months of  a launch are by far 
the most critical for a brand. 

In a time of  upheaval, it is important not to lose track of  the 
fundamentals. 

Staying the 
Course in 
Product Launch
Amid pandemic, rely on the fundamentals

Strategy is often more 
about deciding what not to 

do. I would rather be 
something to somebody 

than nothing to everybody
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Manufacturers spend >$125MM over three years 
leading up to launch, yet 66% of drugs don’t meet 
launch expectations.1 An unpredictable landscape, 
coupled with inevitable industry pressures, is 
forcing manufacturers to seek a more complete 
commercialization approach with less risk and 
more value. 

Manufacturers wrestle with multiple 
industry pressures.

Resource Demands Constantly 
Fluctuate: Fluctuations cause financial risk 
and unpredictability. 

Market & Product Complexity: Flawless 
operational excellence is crucial in field 
solutions and patient services. 

Uncertain Technology Investments: 
Data integration often lacks the necessary 
analytics needed to make informed 
decisions.

Raising Capital to Launch:  
Launch demands millions of dollars and 
there are no cost-cutting alternatives.  

Selling or in-licensing their product to another 
pharmaceutical company with an established 
infrastructure (e.g., field solutions, patient services 
and channel distribution) is a common pathway 
manufacturers use to commercialize. The problem 
with this strategy is the loss of ownership in an 
investment that takes years – sometimes decades – 
to develop. Until now, there was no other way.

The First & Only Go-To Complete 
Commercialization Expert in the Industry
EVERSANA, a leading provider of commercial 
services to the life science industry, implemented 
a strategy to offer a complete, full-scale, 
customized model for product commercialization. 
Our end-to-end commercialization engine, 
officially referred to as EVERSANA™ COMPLETE 
COMMERCIALIZATION, gives manufacturers full 
access to launch strategy, execution and long-
term outsourced services (including distribution, 
field support and patient hub services) through 
a contracted, multi-year model. We invested 
over half a billion dollars, so manufacturers and 
investors don’t need to; plus, we continue to invest 
significantly year over year.

THE NEW GOLD STANDARD OF  
DRUG COMMERCIALIZATION
How EVERSANA™ COMPLETE COMMERCIALIZATION brings drugs to market with an 
end-to-end commercialization engine powered by organic connectivity and synergy

Greg Skalicky, Chief Revenue Officer, EVERSANA
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About EVERSANA™

EVERSANA is the leading independent provider of global services to the life science industry. The 
company’s integrated solutions are rooted in the patient experience and span all stages of the product 
lifecycle to deliver long-term, sustainable value for patients, prescribers, channel partners and payers. 
The company serves more than 500 organizations, including innovative start-ups and established 
pharmaceutical companies, to advance life science solutions for a healthier world. To learn more about 
EVERSANA, visit EVERSANA.COM or connect through LinkedIn and Twitter.

In partnering with EVERSANA, manufacturers and 
investors alike: 

 9 Maintain full ownership of their asset.

 9 Capture full revenue potential through maturity.

 9 Optimize their launch performance.

 9 Partner with one dedicated commercialization 
leader.

Unified, Predictive and Actionable Data 
Maximizes Growth Potential
Product launches for unique, life-altering therapies 
demand integrated data and analytics across the 
patient journey. Our investments in military-grade 
artificial intelligence and machine learning have 
strengthened our commercialization engine with 
the power of predictive analytics to improve patient 
outcomes, such as shortening the time to accurate 
diagnosis by years or identifying undiagnosed 
patients with a rare or complex condition. 

Our predictive platform built on unified patient 
data – combined with our best-in-class patient 
engagement, market access and distribution 
solutions – affords EVERSANA the unique ability to:

 9 Maximize the ROI of data and analytic 
investments,

 9 Enhance decision-making, and

 9 Create a seamless patient journey, influence 
ideal behaviors and positively impact outcomes.

EVERSANA COMPLETE COMMERCIALIZATION 
breaks down traditional health care silos to deliver 
actionable data analytics that drive decisions: 
understand the complexity of disease, improve 
forecasting and communications with patients, design 
more effective clinical trials, predict trends, customize 
treatment pathways and so much more.

Real-World Impact: Partnership With 
Zosano Pharma 
EVERSANA recently announced a partnership with 
Zosano Pharma to commercialize and distribute 
Qtrypta™, a first-of-its-kind transdermal microneedle 
therapy for the acute treatment of migraines. 

“This collaboration enables us to access a 
comprehensive commercial organization without the 
significant expense and time that would have been 
required to build our own infrastructure. We and 
EVERSANA have been working closely to ensure our 
commercialization strategies are aligned to provide 
appropriate resources to enable patients to access 
Qtrypta if approved,” said Steven Lo, president and 
CEO of Zosano.

With this partnership, Zosano is able to bypass 
fundraising for their launch and maintain the vast 
majority of the economic value of their product that 
would be lost if they licensed it out. Additionally, 
Zosano was able to minimize risk and exposure 
while reducing their up-front cash investments. 

Conclusion
In my opinion, this innovative commercialization 
model, while groundbreaking, may in fact be 
the safest bet for those looking for less financial 
risk without compromising market impact. Our 
complete end-to-end commercialization model 
enables manufacturers to bring their drug to market 
at a fraction of the cost of “going it alone” or 
partnering with another pharmaceutical company. In 
a world that is ever-changing, traditional strategies 
demand a tune-up as well.

1. Ten years on: Measuring the return from pharmaceutical innovation, 
2019. Deloitte Center for Health Solutions. Beyond the storm: Launch 
excellence in the new normal, McKinsey & Company.
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Meet Proximyl Health® – a full-service agency where 
insights, creativity, and expertise come to life.

What if you had…

Set fees?Limitless access 
to customer insights?

Accelerated results that 
propel your brand forward?

Find out how Proximyl Health can elevate your brand through the power of co-creation. 
Request a virtual capabilities meeting. 

Email Jennifer Peters at jpeters@proximylhealth.com or call (347) 406-3683.

Are you releasing 
your brand’s 

full potential?
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Create ideas with your customers in real time
Engagement is built into our methodology. We believe that co-creating concepts, strategies, and 
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