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It’s an embarrassment of riches, really, what Pharmaceutical Executive brings 
to the table this month. Not only do we list the Top 50 Pharmaceutical 
Companies by 2020 revenue, we also feature leaders from the pharma-
ceutical companies responsible for the life-saving science that became the 

vaccines and treatments to fight COVID-19. If that weren’t enough, our Exec-
utive Profile of Michelle McMurry-Heath, MD, PhD, President and CEO of 
BIO, ties together the need of the biopharma ecosystem to continue its strong 
collaborations to support scientific innovation, as well as invest in diversity and 
practices that will help stem systemic inequities within global healthcare. We 
commend the biopharma industry for its scientific success in bringing thera-
peutics to the world. And we commend all of the doctors and nurses who worked 
tirelessly for their patients during this pandemic. 
     Now that we’ve reached a tipping point in the COVID-19 crisis in the US 
and more Americans are getting vaccinated, it appears life is returning to nor-
mal. To prepare for the return to the workplace, Elaine Quilici, Senior Editor 
of Pharmaceutical Executive, writes in her Leadership column: “A PwC article 
about returning to the office after COVID [states]: ‘Management teams should 
lead with empathy and demonstrate an understanding that while all of their 
employees have experienced this crisis, they haven’t all experienced it the same 
way.’ There needs to be a sensitivity to individual situations and patience for 
allowing workers to adapt to new ways of working.”
     As we continue to bring our high-quality media products to the pharma-
ceutical and healthcare industries, please know that we support you and your 
employees as we travel down this road to normalcy together.   

Mike Hennessy Sr.
Chairman and Founder 
of  MJH Life Sciences™
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Science is Underrated
I recently attended the virtual “Celebrating Synthetic 
Biology Breakthroughs in Biopharma” from SynBioBeta. The 
organization’s mission is to serve as a “network for biological 
engineers, investors, innovators, and entrepreneurs who share 
a passion for using biology to build a better, more sustainable 
universe.” This note will focus on one session, “What Can 
Biopharma Learn from Synthetic Biology’s Exponential Progress?”

Pharma should know that the synbio world moves very 
quickly and is growing exponentially. They operate in 
a design, build, test, learn cycle in a way that is more 
scalable. The speakers shared that pharma is optimized 

as a “giant machine” that takes drugs through clinical trials, 
with regulatory burdens that create an inherent slowness. But 
synbio is here to let biopharma know that they can collapse bar-
riers of  discovery and manufacturing to make advances go much 
more quickly. What follows are additional insights between the 
two worlds. 

COVID-19 CATALYST
The pandemic has increased the positive vibes around the bio-
pharma industry, which is no small feat. But from what I gather, 
the success of  Moderna’s (and BioNTech’s) mRNA platform tech-
nology is a shared touch point for both the biopharma and synbio 
worlds. In our Emerging Pharma Leaders podcast (http://bit.ly/
EPLpodcast), one of  our leaders shared that many didn’t think 
Moderna would succeed on its premise years ago, but science 
persevered. At SynBioBeta, Moderna was touted as the most cur-
rent poster child of  a long string of  synbio successes to benefit 
biopharma and mankind. 

TRANSLATORS REQUIRED
If  you were under the notion that all scientists think alike, please 
rethink that position. If  it’s helpful for traditionally siloed func-
tions in biopharma to learn each other’s language or understand 
their processes (think marketers and compliance or finance and 
R&D), it also extends to scientists. Believe it or not, different sci-
entific disciplines speak their own dialect. Engineers and biolo-
gists think very differently, said Kristy Hawkins, co-founder and 
CSO of  Antheia, who is both a chemical engineer and molecular 
biologist. Have appreciation for what the other brings to the table.

AN AMAZING FUTURE
Articles in this issue–the success behind the COVID-19 treat-
ments and BIO President and CEO Dr. Michelle McMurry-
Heath’s profile–showcase the unwavering belief  individuals have 
in the power of  science to improve...no...transform human health. 

Eric Hobbs, CEO of  Berkeley Lights, concluded, “These two 
universes are colliding, and there is an interplay of  ways to learn 
from each other.” With the power of  biology and synthetic biol-
ogy together, says Hobbs, a bright future that brings treatments, 
at different price points, in scalable ways, to the people who need 
them, awaits.
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Hindsight puts one of the much-discussed fears of 1997–
99, the Millennium Bug, in a humorous if not surreal 
light, but a good number of people had serious con-
cerns that computers would be unable to process the 

two-digit 00 date when the year 2000 rolled around. Organiza-
tions spent much time and money preparing 
their systems for this potentially cataclysmic 
event. On the eve of “Year Zero,” Dec. 31, 
1999, there were even reports that a few 
excitable individuals were packing up their 
pots and pans and running for the hills. 
Two days later, everyone wondered what all 
the fuss had been about.

A more palpably horrific event marred 1997 
when Diana, Princess of Wales, was killed in a car accident in 
Paris in August. Even a quarter of a century later, repercussions 
are being felt in the UK about the media’s culpability in the 
lead-up to the tragedy. In the US, President Bill Clinton was 
impeached in 1998 over allegedly lying to a grand jury about 
his relationship with a White House intern, Monica Lewinsky. 
Only the second president to face such a trial in 200 years, Clin-
ton survived to see another day in office, but not before creating 
widespread discussion about what might actually be covered by 
the term “sexual relations.”

In movies, James Cameron’s 1997 Titanic towered over its con-
temporaries; the film cost an unprecedented $200 million but 
made well over a billion dollars and matched Ben-Hur’s record 
haul of 11 wins on Oscar night. The new taste for disaster movies 
was fed by the asteroid-themed Armageddon and Deep Impact the 
following year. 1999 saw the much anticipated return of the Star 
Wars saga. But while The Phantom Menace appealed strongly to 

10-year-old boys, it was left to The Sixth Sense, The 
Matrix, American Beauty, and Toy Story 2 to wow 
the public and critics alike.

In music, in 1997, Elton John paid tribute 
to Princess Diana with “Candle in the 
Wind,” originally written in honor of Mar-

ilyn Monroe but re-worked as an elegy for 
his friend. Titanic’s theme, “My Heart Will Go 

On,” sung by Celine Dion, dominated the singles 
chart in 1998, while 1999 saw breakthroughs for Destiny’s Child, 
Britney Spears, and Eminen, and introduced the Anglophone 
audience to Ricky Martin.

In sports, Mike Tyson was disqualified from his WBA fight 
in June 1997 after biting off part of opponent Evander Holyfield’s 
ear. Soccer’s David Beckham became, for a short time, the most 
hated man at home when he was sent off during the England vs. 
Argentina match at the 1998 FIFA World Cup. The depleted 
England side lost the game and were kicked out of the competi-
tion. (Host country France would later beat Brazil to win the 
tournament.) In 1999, two US players triumphed at Wimbledon; 
it was Pete Sampras’ sixth win but Lindsay Davenport’s one and 
only Wimbledon victory. The era of Venus and Serena Williams 
was about to begin.

THE PHARMA LANDSCAPE
On the pharma-science side, 1997 began with 
the announcement that researchers at the 
Roslin Institute at the University of Edin-
burgh, together with the biotech PPL Ther-
apeutics, had successfully cloned the first 
mammal from an adult somatic cell, using 
nuclear transfer. Dolly the Sheep became an 
instant worldwide celebrity, but remained 
oblivious to the heated debates around the ethics 
of cloning that her arrival would trigger.

In deals, Pharmacia & Upjohn merged with Monsanto and 
Swedish company Astra joined forces with the UK-based Zeneca 

Group to form AstraZeneca (AZ), one of  the largest-
ever European mergers at the time. “I am con-

vinced that we will see considerable growth in 
the years ahead,” said Percy Barnevik, AZ’s 
nominated chairman.

Seeing immediate growth was Pfizer, 
whose Viagra became (in March 1998) the 

first pill approved by FDA to treat erectile dys-
function in the US. Going on sale later that year, 

Viagra was an instant blockbuster, and one of  the 
few drugs to impact the culture as quickly as it did the healthcare 
industry. It gave a huge boost to Pfizer’s stock, which rose by nearly 
70%, and to “sexual relations” everywhere. 

— Julian Upton

Pharm Exec at 40 
Looking Back at 1997–1999

Anniversary
1981-2021
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HCPs Speak Out About 
Their Ideas On Top 
Biopharma Companies
The true industry measures that build physician confidence

In this issue, Pharmaceutical Executive, in cooperation with 
Evaluate Ltd, has produced the 2020 annual rankings of 
the top 50 biopharma companies. The rankings are based 
on total Rx revenues. But is this measurement what doc-

tors are looking for? Beyond annual revenues, what attributes 
build confidence among healthcare professionals (HCPs)? We 
asked them.

DEMONSTRATE COMMITMENT
Healthcare Research and Analytics (HRA®) conducted interviews 
with 154 US-based physicians to better understand the leadership 
attributes they value in a biopharma company. Using a scale of 1 
to 7, where 1 means they strongly disagree and 7 means they 
strongly agree, physicians were asked to rate several important 
leadership characteristics for pharmaceutical companies. More 
than 8 in 10 (84%) rated a “strong commitment to research and 
development,” a 6 or 7. Further, they prize leading pharmaceuti-
cal companies that consistently innovate, bringing new products 
to market that deliver superior results. It is one thing, this implies, 
to launch new molecules, but those that develop brands with 
enhanced value to patient care deserve greater admiration. Pro-
ducing a single innovation is a major contribution. As with any 
sports star, however, consistency is the hallmark of a top talent. 
A basketball player may score 25 points on a single night. But true 
greatness is accomplishing that feat consistently. Being able to 
deliver such innovation time and time again is proof positive of a 
biopharma manufacturer deserving of the highest status.

BUILD AN ARSENAL
Aligning with a commitment to research and development, phy-
sicians also noted the importance of leading companies offering 
a strong product portfolio. When companies show a determina-
tion to offer many significant options for a given condition, doc-
tors admire the focus on not just selling individual brands, but 
also creating a brand architecture approach for an all-encom-
passing portfolio. Conditions such as diabetes, disorders of the 
mind, and cancer are truly complex, with high morbidity and 

mortality consequences. A breadth of solutions arms physicians 
with varied ammunition. R&D and strong product portfolios are 
to be expected. However, in addition to these two attributes,  
HCPs determine biopharma company leadership by their com-
mitment to and investment in both physician education and sup-
port (74%). A product franchise approach permits a greater abil-
ity to offer more than just brands. Patient welfare is also measured 
by broad education initiatives, and financial assistance programs 
that help patients afford the medications they need (70%).

TELL THE TRUTH
Let’s face it: no manufacturer wants to point out the downside of 
their products. But when it comes to the health and wellbeing of 
patients’ lives, a balanced presentation of benefits and risks will 
earn doctors’ respect. They expect transparency around the effi-
cacy and safety of these brands. They want pharma companies 
to effectively communicate the hard truth about the products they 
deliver (78% strongly agree). Apart from the practices they’ve built 
and their individual accomplishments, doctors place a vital impor-
tance on the integrity of their reputation. Brands are a reflection 
of customer values. If physicians don’t sugarcoat the news they 
must deliver to the patients in their care, then they want compa-
nies to honor this same standard. 
    Let’s bring up the practice of “Belief Dynamics.” There are 
“It beliefs” that reveal how doctors think about the brand (the 
“It”). Then there are “Me beliefs” that dig deeper and examine 
how physicians think about themselves when they use a brand. 
Going further still, we reach “Them beliefs”—how HCPs feel 
about how others see them when they use a brand. If physicians 
advocate for a brand that isn’t forthcoming about its genuine 
attributes, it threatens their reputation in the minds of colleagues 
and patients. Unhappy patients are not shy in this era of online 
reviews. And doctors are very aware when a new patient appears 
on their doorstep because they prefer a higher standard of care 
than that delivered by a familiar colleague. Be respectful with 
physicians and they will, in turn, respect the company that shares 
their values. 

VINCE PARRY 
EVP, Brand Strategy, 
Truth Serum NTWK 

GRACE DIBONAVENTURA BEYER
VP, Healthcare Research 
& Analytics (HRA),  
Truth Serum NTWK

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

Pharma Prices 
and Patents 
Under Attack
Separate pushes for vaccine equity, legislation to lower drug costs

A s pressure mounts on Capitol Hill to enact legisla-
tion designed to reduce federal outlays for prescrip-
tion drugs, the drive for “vaccine equity” around 
the world is bolstering efforts to limit patent protec-

tions on innovative medicines and vaccines to combat the global 
pandemic. In a surprise move, the Biden administration recently 
announced support for waiving international protections on 
intellectual property under the World Trade Organization 
(WTO) to expand access to anti-COVID vaccines. US trade 
representative Katherine Tai indicated plans to negotiate a lim-
ited waiver by WTO on IP protec-
tions for certain products to help end 
the worldwide pandemic and block 
the emergence of new viral variants 

Biopharma leaders countered that 
even with patent waivers, the new 
vaccines will be difficult for foreign 
manufacturers to produce quickly 
and safely. Instead, US and European 
manufacturers seek to maintain IP 
protections by ramping up vaccine 
donations and supplies of production 
materials for India and other coun-
tries with capable vaccine production 
facilities to increase local production. 
Moderna recently promised to send 
500 million doses of its COVID vaccine to COVAX, the vac-
cine supply program for the World Health Organization, while 
Pfizer earlier donated $70 million in medicines to India to help 
treat the surge in coronavirus infections and deaths. Moderna 
had previously said that it would not enforce IP protections for 
its mRNA-based vaccine, but that has not led to new production 
overseas. And AstraZeneca and Johnson & Johnson had earlier 
licensed their vaccines to foreign manufacturers.

Industry’s main message is that patents drive biomedical inno-
vation, which has been responsible this past year for the success in 
developing new COVID vaccines and drugs. Loss of IP protections 
would open the door for drug developers in China and elsewhere 

to tap confidential information held by Western firms and would 
do little to advance vaccine production in developing nations. 

SEEKING PRICE CONTROLS 
Meanwhile, Congressional leaders ramped up efforts to enact leg-
islation designed to drive down drug costs at home. The resulting 
savings would help finance the Biden administration’s effort to 
expand the economy and social and educational benefits. The 
leading drug pricing proposals are not new, as seen in comments 
aired at recent hearings before House Energy & Commerce and 

House Labor & Education subcommit-
tees. Reformers claimed that costly 
therapies limit patient access to life-
saving treatments and should be con-
trolled by authorizing price negotia-
tions for drugs reimbursed by Medicare 
Part D drug plans, along with limits on 
annual drug price hikes, caps on out-
of-pocket costs for patients, added price 
transparency, and revisions in drug 
reimbursement for treatments deliv-
ered in clinics under Medicare Part B. 

Industry analysts maintain that the 
free market for medicines in the US 
benefits all by supporting hefty invest-
ment in high-risk biomedical R&D. 

They also argue that actual drug prices are tricky to assess; patient 
out-of-pocket costs are driven more by hospitals and insurance 
practices; and greatly expanding competition from Chinese and 
other subsidized manufacturers is challenging innovation in the US 
and Europe.

While the Democrats work to gain Congressional approval of  
even limited drug price reforms, the debate is continuing over the 
shape of  a WTO resolution waiving IP protections for COVID vac-
cines. In itself, such an agreement is unlikely to erode sales for exist-
ing products. The larger danger is that it could set a precedent for 
similar action on treatments for other critical diseases and further 
encourage political attacks on pharma operations and profits. 

Loss of IP protections 
would open the door for 

drug developers in China 
and elsewhere to tap 

confidential information 
held by Western firms 
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Bringing a European 
Focus to Drug 
Import Vulnerabilities
Pandemic triggers urgency around supply chain initiatives 

The COVID-19 pandemic has shaken up virtually every-
one everywhere, and in Europe it has triggered radical 
reflections that would have been inconceivable only a 
couple of  years ago. In healthcare specifically, it has 

catalyzed thinking about a bigger role for the EU in a field until 
now considered the sacrosanct preserve of  national governments. 
The sense of  urgency generated by the pandemic has shifted 
slowly-maturing programs into overdrive, and prompted the cre-
ation of  entirely new projects ranging from focused regulatory 
reform to the establishment of  entirely new agencies devoted to 
healthcare innovation. 

Among the many initiatives now transforming the customarily 
sedate world of  European health policy, an unprecedented exam-
ination of  active pharmaceutical ingredient (API) production is 
underway in a bid to avoid Europe’s dependency on drug imports—
and to avert the consequent shortages—that the pandemic exposed. 
A detailed analysis of  API production and trade flows as a prelude 
to action to remedy severe strain and disruption of  products that 
it considers “particularly critical for society.” 

“The mapping indicates for a range of  APIs that they are con-
centrated in a few sourcing countries, with little potential for sub-
stitution with domestic production as the EU produces different 
products compared to the ones imported,” says the European Com-
mission’s analysis. In addition, the pandemic “showed that the EU 
lacked effective mechanisms and structures to monitor demand 
and supply of  critical medical countermeasures.”

The analysis ranges from the self-evident to the arcane, via a 
lengthy text amply illustrated by a plethora of  graphics and tables. 
“The pharmaceutical supply chain has a very complex structure” 
making it “one of  the most integrated supply chains in the world,” 
it observes, setting out in some detail the basics of  drug manufac-
ture, finishing, distribution, and marketing. It goes on to highlight 
areas of  import dependency and supply vulnerability, and the con-
sequent vulnerability to trade disputes and to cyberattacks that could 
disrupt its high level of  digitized R&D, capital intensity, and expo-
sure to data flows—in addition to the challenges posed by “unco-
ordinated stockpiling,” site closures, export restrictions, disruptions 
in logistics, or non-compliance with good manufacturing practices. 

The analysis details the regional concentration in generic API 
production in Asia-Pacific and Europe, and India’s reliance on 
Chinese imports for 70% of  the APIs it needs. The report points 
to the aggravated risks of  dependency from the cost-driven cessa-
tion of  EU production of  some medicines, resulting in nearly a 
fifth of  commonly demanded APIs without any European produc-
tion at all. And for half  the APIs required by the EU market, there 
are very few manufacturers—as few as five, and for some only a 
single producer. European API production is further challenged by 
tough environmental standards and high energy costs. 

Against this background, the Commission says the first priority 
is to improve the EU’s information base, describing its review so 
far as merely “a starting point.” It is not clear how far the EU is 
currently reliant on capacities beyond its borders, so “it is essential 
to determine critical products, relevant from the point of  view of  
public health, for which the EU does not have sufficient capacity 
to produce,” the Commission insists, noting that “further analysis 
would be needed.” This should then feed into measures to 
strengthen the resilience of  EU pharmaceutical supply chains. It 
holds out great hopes for the structured dialogue initiative it has 
started with public and private actors of  the pharmaceutical sup-
ply chain. Then, equipped with a better understanding of  the cur-
rent situation, the Commission will, it says, “consider possible solu-
tions to address issues identified.” 

The Commission’s rather vague and cautious commitments to 
the next steps in this process look paler still against the more ambi-
tious—and colorful—suggestions already making their way into 
the EU debate. EU leaders at their summit meeting last October 
were already urging rapid responses to “this difficult situation,” and 
they explicitly invited the Commission to develop measures “to 
reduce these dependencies, including by diversifying production 
and supply chains, ensuring strategic stockpiling, as well as foster-
ing production and investment in Europe”—including through “a 
regulatory environment and state aid framework that are conducive 
to innovation.” From the European Parliament the bids are even 
more ambitious, ranging from tougher controls on drug firms to 
the establishment of  state-owned drug manufacturers and the repa-
triation of  production facilities back to Europe from the Far East. 

REFLECTOR
is Pharmaceutical Executive’s
correspondent in Brussels
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Though much of the conversation over the past year has 
been about coping with a transition to remote work, 
it’s time to shift our thinking to employees returning 
to the office and what that entails for leaders.

We can’t compare the new transition to the adjustments that 
were made last year. At that point, nearly everyone fell into quar-
antine within a week or so—we were all in the same boat at just 
about the same time. On this end of the pandemic, however, 
offices and schools are reopening at different rates. To compli-
cate matters, schedules could change on a dime with an increase 
or decrease in COVID cases. It’s difficult for people to get into 
a rhythm, make plans, and feel secure.

In a recent survey by the American Psychological Associa-
tion, 49% of the respondents said they were worried and feel 
uneasy about adjusting to in-person interaction as work returns 
and people get back to their pre-pandemic lives.

“We shouldn’t be surprised that after one year of living in 
lockdown and with minimal social interactions, the return to 
social interaction triggers an experience similar to social anxi-
ety,” says Tiago Reis Marques, MD, PhD, a psychiatrist and 
CEO of Pasithea Therapeutics. “Some psychologists are defin-
ing this experience as reopening anxiety. We are seeing people 
missing the comfort of the locked-down life, where they feel safe 
and got used to being off the grid. Reopening is bringing back 
the social anxiety that was latent. We will then fear being in 
situations where there are close social interactions, and this will 
lead to withdraw and reluctance toward engaging in these tasks.”

When people are anxious, work can suffer. Reis Marques says 
mild to moderate levels of anxiety can actually improve perfor-
mance, but if people don’t manage their fears, they will prevail, 
occupy one’s thoughts, and disrupt one’s ability to focus on a 
task, completely disrupting performance.

ADDRESSING THE ISSUES
Throughout the pandemic, leaders have been working in crisis-
management mode, making decisions that allowed their com-

panies to keep running while protecting the health and safety of 
their employees and customers. Now it is time for them to reas-
sess their roles and prepare to tackle a new set of problems.

“It is a completely different experience that will need different 
leadership skills,” says Reis Marques. “Executives will need to be 
emotionally closer to their employees, connect with them, and 
adopt a listening approach. This compassionate leadership will 
promote a culture of  inclusion and individuality. The pandemic 
has changed people’s lives in a dramatic way, and employees are 
still adapting. It is time for leaders to prioritize the mental well-
being of  their employees and give them time to adjust to what 
the new normal is.”

A PwC article about returning to the office after COVID echoes 
this, stating: “Management teams should lead with empathy and 
demonstrate an understanding that while all of  their employees 
have experienced this crisis, they haven’t all experienced it the same 
way.” There needs to be a sensitivity to individual situations and 
patience for allowing workers to adapt to new ways of  working.

To be successful, leaders should develop clear, two-way com-
munication. While they should spell out what they are asking of  
employees, workers should also have the chance to voice their 
challenges and concerns. This can present opportunities to 
strengthen corporate culture, increase employee engagement, 
and boost productivity and loyalty, according to PwC.

New policies also will need to be written for the post-pandemic 
workplace. As part of  a flexible work plan, new rules for working 
from home that accommodate data security, IT demands, and 
other working equipment will be necessary. New guidance on 
health, safety, and emergency response also will be needed for 
better management of  the current pandemic and to prepare for 
any future similar situations.

Finally, executives should consider a new policy on mental 
health. “Leaders will need to know that a new epidemic is arising, 
and many of  their employees will suffer from the psychological 
and psychiatric impact of  this pandemic,” says Reis Marques. “We 
will need to be able to support them in the workplace.” 

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

A Management 
Blueprint for 
Return to ‘Normal’
Leading in a post-quarantine world requires compassion and 
connection amid employees’ shifting situations
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For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com

The global pandemic was a wakeup call of how fast conditions 

can change. For life science commercial teams, an agile, digitally-

equipped workforce is no longer a ‘nice-to-have,’ but a must-

have.  For HCPs, digital channels rose in importance, creating new 

interaction preferences and expectations for personalization. 

Successful customer engagement now requires greater precision, 

speed and scale to engage in a way that is both personalized 

to HCPs’ rapidly changing needs and compliant with constantly 

changing regulations.  

Join Susan Hill, VP and GM of IQVIA Customer Engagement, and 

Michael Utell, VP and GM IQVIA Compliance, to learn about new 

business processes and information-sharing capabilities to deliver 

more personalized, compliant customer engagement, and in turn, 

deliver on commercial goals.

Key Learning Objectives

• How intelligent workflows and built-in compliance controls 

can help you manage all the added layers of complexity in 

today’s digital-first environment  

• How to seamlessly coordinate across all personal and digital 

channels so that resources are optimized and field teams can 

be more effective 

• How to deliver a superior customer experience by leveraging 

intelligence to better understand HCPs and enable agile 

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

A Step Closer to 
3D Printing for 
Personalized Medicines
How the UK is making progress in this hi-tech field

Pharmaceutical 3D printing research has developed rap-
idly in the past five years; these days, numerous papers 
describing the development of  novel 3D printable for-
mulations using different drugs, excipients, and designs 

are published each month. The UK has been making particular 
headway in pushing this research forward. For example, FabRx, 
a spin-out from University College London (UCL), is the first 
company to focus on bringing 3D printing technology to the 
clinical setting. Last month, researchers from the University of  
East Anglia (UAE) announced they had identified a new method 
for the 3D printing of  medicine in highly porous structures, with 
promising implications for the future manufacture of  personal-
ized medicine.  

FabRx carries out lab and clinical research, developing phar-
maceutical 3D printers and new formulations to be printed in 
hospital and pharmacy settings for printlets (i.e., 3D printed tab-
lets) personalized to the patient. The company developed the first 
pharmaceutical 3D printer, M3DIMAKER™, which incorporates 
multiple 3D printing technologies to allow for versatility in for-
mulating personalized medicines, including fused deposition mod-
eling, semi-solid extrusion and direct powder extrusion. The com-
pany also led the first (and so far only) clinical trial for 3D printed 
personalized medicines in 2019, which focused on the treatment 
of  maple syrup urine disease for pediatric patients in Spain. The 
trial’s printlets had changeable features, including drug dose, 
color, and flavor (with orange being the children’s favorite).

So far, the most commonly used 3D printing methods require 
a drug to be processed into spaghetti-like filaments prior to print-
ing. But according to Sheng Qi, PhD, a reader in pharmaceutics 
at UEA’s School of  Pharmacy, who led UEA’s research team, 
these pre-prepared filaments, made from hot-melt extruded drug-
polymer formulations, do not work well with many pharmaceu-
tical excipients used for oral solid dosage form products. The 
formulation has to be complex  and the drug experiences thermal 
processing twice, which increases the risk of  thermally induced 
drug degradation. The UAE team’s study involved a new ther-

moplastic printing technology that uses pellets or granules of  
drug-polymer mix and eliminates the need for filament making. 
By changing the size of  the pores, the speed of  a drug escaping 
from the tablet into the body can be regulated. Qi told Pharm Exec 
that this technology “will allow the printing on demand of  solid 
dosage forms for patients with tailored dose and drug combina-
tions to their individual clinical needs. This can happen at the 
point of  care or a local printing hub, which can provide a cheaper 
treatment that can reach the patients faster.”

BARRIERS AND FUTURE OUTLOOK
Currently, in the UK, there is no regulation for pharmaceutical 
3D printing in clinical practice. Qi adds that there is a need for 
a new supply chain model to support point-of-care manufactur-
ing of  personalized medicine using 3D printing. Another barrier, 
says Alvaro Goyanes, PhD, FabRx’s co-founder and director of  
development, is “target users not accepting new technology.” But, 
he says, “this is a common problem across many fields,” adding 
that FabRx is approaching this problem by providing training 
and educational material for healthcare institutions worldwide. 
Both FabRx and the UAE researchers are also communicating 
with the UK’s Medicines and Healthcare Products Regulatory 
Agency (MHRA) to help guide future regulatory approval and 
clinical acceptance of  pharmaceutical 3D printing technology.

UEA’s research now requires further work on how the poros-
ity of  3D printed medicine can be used tailor the dose and dosing 
frequency to each patient’s needs and to build multiple medicines 
into a single daily poly-pill for patients who are on a complex 
medicine regiment. 

Moving forward, Qi believes this technology could be widely 
in use in five to seven years. FabRx’s Goyanes hopes to see phar-
maceutical 3D printers in clinical settings around the world within 
the next 10 years. “This may only be for a handful of  drug for-
mulations and treatment pathways because of  the clinical trials 
required, but we will continue to help push development in this 
area for new patient groups.” 
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Event Overview
Patient Activation is more than engagement. It reflects an individual’s 
current knowledge, skills and confidence to manage their own health 
and healthcare. As such, consistent and empirical measurement 
of patient activation can provide critical insight into who may be 
overwhelmed and ill-equipped to manage sustained participation 
in a clinical trial, or who might need a deeper level of personalized 
support to adhere to a treatment program. If program participants 
are falling through the cracks, and their health is suffering, they’re 
likely to be more of a risk to themselves and less useful to any 
programs designed for their benefit.

Key Learning Objectives
•  Discover how patient activation is predictive of an individual’s 

future clinical outcomes, utilization and cost
•  Learn how patient activation can provide personalized, reliable 

insights that enable support teams to better manage individuals 
and engage them in building better prevention and wellness skills

•  Understand that by using patient activation as a guide, resources 
for support programs and clinical trials can be more effectively 
and efficiently allocated

Who Should Watch
• Director/VP Digital Innovation
•  Director/VP of Clinical Operations, Clinical Research or Clinical 

Integration
•  Clinical Trial Manager 
•  Patient Support Program Managers
•  Goals include, conducting sound, meaningful and beneficial 

research studies; assessing effectiveness of new treatments/ 
interventions; having patients adhere to trial protocols; 
convincing participants to join their support programs and trials; 
initial engagement, program retention, and improved adherence – 
staying on therapy

Register for this free webcast at:  
www.pharmexec.com/pe_p/behavior

Sponsored by Presented by

For questions email 
mdevia@mjhlifesciences.com

ON-DEMAND WEBCAST
Aired: Thursday, May 20, 2021 

®

Reimagining Patient Support 
Through the Science of 
Patient Activation
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IRA STUDIN, PhD
President, Stellar Managed Care 
Consulting. He can be reached 
at istudin@stellarmc.com

Product Analogs Point 
to Pricing and Distinct 
Payer Market Scenarios
A business framework for pricing and broader brand strategy 

When conducting payer market research for drugs 
in development, a typical question asks for a prod-
uct analog. Product analogs serve as price com-
parators to help develop a recommended price.

Based on my experience, there are four different intrinsic char-
acteristics associated with product analogs. Each point to not only 
different pricing, but to different strategic profiles for products.

This article will put the spotlight on these four intrinsic char-
acteristics. The suggestion here is two-fold. First, that the four 
types of product analogs align with four payer market scenarios. 
Second, that the four scenarios compose a business framework for 
pricing and brand strategy in the payer market.

In Scenario A, product analogs dictate a price ceiling with virtu-
ally no latitude for a higher price. This scenario is shaped by “clin-
ically interchangeable” treatment options with generics and similar 
brands for the disease condition. 

In Scenario B, the analog suggests a price ceiling with some 
latitude for a higher price. This scenario is shaped by “comparable” 
but not interchangeable treatment options for the disease condition.

There are also landscapes where good analogs do not exist. In 
Scenario C, latitude for a price ceiling is very extensive. Here, there 
are only “inferior” treatment options for the disease condition.  

In Scenario D, latitude for higher pricing doesn’t apply because 
there is no benchmark for a price ceiling. In this last case, “no” 
effective treatment options for the disease condition exist.

Cutting across these four scenarios are two key business factors: 
competitive conditions and value proposition. Interaction of the two in 

each scenario produces a unique strategic profile for a future prod-
uct in the payer market. These profiles are described in the product 
analog matrix shown below.

PRICING ACROSS THE SCENARIOS
Scenario A. Pricing is typically at parity or X % below 
the analog.
• Most commodified space. 
• Less potential traction for clinical story and value proposition.
• High price/high rebate and subscription contracting very viable.
Scenario B. Pricing is capable of  being X % above analog.
• Cost/quality trade-off is main battleground issue.
• Most challenging space for value propositions.
• If  clinical differentiation is not established, pendulum swings to 
lower cost.
• Outcomes and indication-specific contracting potentially viable.
Scenario C. Pricing should reflect a “stretch price” 
(highest price that doesn’t invite management beyond 
what is naturally expected).
• Advances standard of  care.
• “Clinical” as opposed to “statistical” significance is important.
• Cost should be subordinate to clinical benefit in value proposition.
• Payers will be interested in the number need to treat (NNT) to 
prevent or achieve the desired outcome.
• “Must add” to formulary is likely; preferred position unclear.
• Multiple indications building to “workhorse” agent is reasonable, 
long-term goal.
Scenario D. Extreme pricing is normative. 
• Treatment based on transformational science.
• Home for orphan diseases plus gene and cell therapies.
• Framework is underdeveloped for correlating price and clinical 
benefit in value propositions. 
• Population size is an especially important pricing variable. 

To the degree future products fit one of  the scenarios, this frame-
work can be used to shape pricing and brand strategy. Projecting out, 
few new products are likely to fall under Scenario A; some will fall 
under Scenario B; industry R&D strives for most to fall under Sce-
nario C; and steady escalation can be expected for Scenario D. 

Analog:
Interchangeable options 
in therapeutic space
• Virtually no latitude for 

higher price A

Analog:
Comparable options in 
therapeutic space
• Some latitude for 

higher price B

No Analog:
Inferior options in 
therapeutic space
• Very extensive latitude 

for higher price C
No Analog:

No effective options in 
therapeutic space
• Latitude for higher 

price does not apply D

Competitive ConditionsHIGH LOW

LOW

HIGH

Impact of 
Value 

Proposition

Product Analog Matrix
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Event Overview
Artificial Intelligence (AI) is being explored in various use 
cases across the Life Sciences industry. One area seeing rising 
success is the use of AI and Machine Learning (ML) to explore 
a wide variety of data to better understand HCP prescribing 
behaviors. This approach is allowing for dynamic, personal 
interactions including better communication strategies across 
channels to maximize impact.

Example discussion areas:

•  How are prescriptive analytics being used to identify optimal 
communication strategies? 

•  What are some of the constraints (data, process, 
organizational readiness, others) that impact the usability of 
prescriptive analytics? 

•  How do you envision the future state of analytics driven 
insights and engagement?

Key Learning Objectives
•  How to use AI for prescriptive analytics
•  Barriers to consider at initiation
•  Understand future opportunities for data-analytic informed 

insights and engagement

Who Should Attend
•  Pharma leaders in data analytic roles, marketing roles, and 

commercial excellence roles

Register for this free webcast at:  
www.pharmexec.com/pe_p/hcp

Sponsored by Presented by

For questions email 
mdevia@mjhlifesciences.com

Trends Using AI  
to Predict HCP  
Prescribing Behavior

ON-DEMAND PANEL DISCUSSION
Aired: Tuesday, May 18, 2021 
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A Steward
of Science
Building on a lifelong passion for 
biomedical research, and then its 
application in policy and health 
equity as a leader in various 
interconnected settings, Michelle 
McMurry-Heath, president and 
CEO of BIO, is uniquely positioned 
as a “translator” for science and 
social advocacy—and speaking 
stakeholders to action

By Lisa Henderson
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Michelle McMurry-Heath, MD, PhD, 
became the Biotechnology Innovation 
Organization’s (BIO) third president and 
CEO on June 1, 2020. We checked in 

with her one year after her appointment to provide an 
update on BIO’s activities, as well as expand on the 
experiences that she brings to bear on her leadership of  
the world’s largest advocacy association serving the bio-
tech industry. 

EARLY INSPIRATION
McMurry-Heath’s interest in medicine, science, inno-
vation, and policy started early in her childhood.

“I saw firsthand all of  the blood, sweat, and tears 
that went into childhood immunizations and clean water 
and access to education and nutritious foods, as well as 
access to healthcare,” she told Pharm Exec. “All of  those 
things are critically important, but at the end of  the day, 
there are so many illnesses that plague poor communi-
ties that have absolutely no good solutions today.”

McMurry-Heath’s immediate family was very 
involved in the health issues of  their Oakland, Calif., 
community. Her mother was a public health nurse; her 
father was a psychologist, who also managed programs 
for communities that couldn’t afford care; and her 
grandmother ran a nursing home health company. 

McMurry-Heath took these experiences with her to 
Harvard University, where she earned BAs in biochem-
istry and molecular biology. There she learned how 
innovators think. Working in labs, she experienced the 
excitement around creating a new scientific discovery. 
She then went on to a combined MD-PhD (immunol-
ogy) program from Duke’s Medical Scientist Training 
Program, becoming the first African American to grad-
uate from the prestigious program.

“It sounds almost comically fortuitous, but I had a 
year where I was breeding transgenic mice, and I was 
bored because I didn’t have much to do other than 
move the cages once a week,” says McMurry-Heath. 
To fill the void, she took policy and medical anthropol-
ogy classes, learning about NIH grants and areas of  
medicine that were well-funded, and areas of  medicine 
that weren’t. In addition, McMurry-Heath’s first hus-
band had cystic fibrosis and participated in a clinical 
trial as his disease progressed. 

“All of  these things really brought home, in a very 
personal way, how biomedical research is not a ‘nice to 
have’ for so many families, but it’s ‘a must have, and I 
can’t have soon enough’ element to their lives,” she 
points out.

POLICY PIVOT
It was during this time that McMurry-Heath left the 
research bench and began a 20-year career in policy. 
She started as a senior policy advisor for Sen. Joseph 
Lieberman (D-CT) for health, social, and biomedical 
innovation policy, then eventually became founding 
director of  the Aspen Institute’s Health, Biomedical 
Science, and Society Policy Program; associate director 
for science of  the Center for Devices and Radiological 
Health (CDRH); J&J worldwide vice president, regula-
tory and clinical affairs and global head of  evidence 
generation; and most recently, vice president, external 
innovation, regulatory science, and executive director, 
scientific partnerships, JLABS@DC.

When McMurry-Heath started her position at BIO, 
in the midst of  both a medical pandemic and cultural 
crisis of  social injustice, she was able to lean on her 
interest in and excitement about science, her many years 
of  policy experience, and her deep understanding of  
the roots of  healthcare inequities, to jumpstart needed 
initiatives. Now, one year later, McMurry-Heath is lead-
ing the annual BIO event into its second virtual/digital 
conference (https://www.bio.org/events/bio-digital), 
monitoring and advocating the ever-changing policy 
landscape to support its constituents, and continuing to 
take advantage of  current events to spark real change 
toward eliminating healthcare inequities.

Last August, BIO introduced its BIOEquality 
Agenda, the organization’s response to address systemic 
racism in the US. The BIOEquality Agenda, according 
to McMurry-Heath, originally started as a voluntary 
program and was received so positively that it soon 
became a full BIO initiative. The tenets are to promote 
health equity, invest in the current and next generation 
of  scientists, and expand opportunities for women and 
other underrepresented populations.

The first tenet relates to diversity of  clinical trials, 
as well as access to the medicines that come out of  the 
R&D pipeline. For example, McMurry-Heath pointed 
to BIO’s advocacy to increase the federal match for 
Medicaid for COVID treatments, therapies, and diag-
nostics. “The Medicaid rates in the states were just 
growing so incredibly quickly, and the states were really 
buckling under that pressure,” she says. “We wanted to 
make sure that that was not a rate-limiting step in get-
ting patients coverage for COVID.” 

The second tenet promotes visibility of  industry-
sponsored minority training programs, diversity in the 
workplace, as well as the creation of  a “pipeline” for 
biotech to draw upon. McMurry-Heath says, “I was 
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fortunate enough to be the beneficiary of  a United Negro Col-
lege Fund Merck fellowship when I was in graduate school. And 
I know many of  our large companies have been investing in a 
major way in training and advancing minority and female scien-
tists and entrepreneurs.” 

However, McMurry-Heath shares, with individual company 
support and training, only those companies “have line of  sight to 
who they are,” leaving well-versed diverse professionals untapped, 
for example, in an acquisition or unaware to the large pool of  the 
smaller companies (90% of  BIO members are small companies). 

To that end, the organization is creating a “LinkedIn type set-
ting,” says McMurry-Heath, where 
individuals will be visible to the smaller 
BIO firms that are limited in their abil-
ity to invest in minority-related training 
programs, yet need access to the ben-
efits and talent of  a diverse ecosystem. 

The third tenet takes advantage of  
the BIO Business Solutions Program, a 
group purchasing initiative that gives 
the power of  large-scale negotiation to 
BIO’s small organizations. McMurry-
Heath says they are currently uncovering 
ways to highlight companies within that 
program that have prioritized diversity, 
or are minority-owned or women-owned businesses, to enable oth-
ers to choose them and help promote and expand diversity that way. 

The tenet is also behind BIO building out its diversity data 
among its membership to begin to identify trends and opportu-
nities to build inroads on gender, racial, ethnic, and LGBTQ 
advances. “We’ve been able to serve in almost a consulting capac-
ity to our member companies to help them think about these 
issues in a broader way,” says McMurry-Heath.

A SHARED VISION
BIO is composed of  four areas of  membership: emerging bio-
tech, health biotech, industrial and environmental biotech, and 
food and agriculture biotech. While McMurry-Heath admittedly 

speaks a lot about the health biotech 
space, because that is her background, 
she does see similar trends across the 
four groups, for example, the use of  bac-
teria to metabolize environmental waste 
in agriculture. 

“You can see how science can open 
a door that we’ve been pounding on as 
a society for years,” says McMurry-
Heath. “And yet, so many people are 
deaf  to what science can add. And that’s 
my passion. That’s my calling. That’s 
what I still work toward every day.”

McMurry-Heath apparently shares 
that calling with many BIO members. At the conclusion of  her 
and the staff’s fact-finding mission of  its board of  directors and 
over 1,000 member companies, in developing its future strategic 
vision, it unearthed a common sentiment. 

“We are trying to improve and smooth the path to innovation, 
not just for innovation’s sake or for science’s sake, but because it 
has the power to address these huge human needs and to do so 
in an equitable manner,” says McMurry-Heath. 

The subsequent outcome of  these conversations became the 
basis of  the five pillars of  its strategic vision, released last Octo-
ber. The BIO website describes the five pillars in depth. The first 
is translated short form to “be a voice of  science and force of  
science and for science.” The remaining four pillars are:

• Unite and empower biotech innovators and their ecosystem
   to improve lives.
• Remove barriers to innovation.
• Champion broad access to biotech breakthroughs and 
   scientific quality.
• Catalyze resilient and sustainable bio-based economies.
McMurry-Heath believes the time is now to take advantage 

of  these pillars, given the current environment around biopharma 
and science. “The good news is we’re seeing bumps of  20 to 30 
percentage points in terms of  public opinion of  the biopharma 
sector. That is not to be ignored. And it’s over other scientific 
enterprises like academic science or government science, for 

So many people are deaf 
to what science can add. 
And that’s my passion. 
That’s what I still work 

toward every day

FAST FOCUS
» Michelle McMurry-Heath became just the third chief 
executive to steward the world’s largest biotechnology ad-
vocacy group since BIO’s founding in 1993. She assumed 
the role of president and CEO on June 1, 2020. 

» She joined BIO from Johnson & Johnson where she 
served as global head of evidence generation for medical 
device companies and then vice president of global exter-
nal innovation and global leader for regulatory sciences. 

» McMurry-Heath was also instrumental in bringing J&J’s 
incubator, JLABS, to Washington, DC. She led a team of 
900 with responsibilities in 150 countries around the globe.

» Previously, she was a key science policy leader in gov-
ernment. The Obama-Biden transition team tapped her to 
conduct a comprehensive analysis of the National Science 
Foundation’s policies, programs, and personnel. President 
Obama then named her associate science director of the 
FDA’s Center for Devices and Radiological Health under 
Commissioner Peggy Hamburg.

» Was the founding director of the Aspen Institute’s Health, 
Biomedical Science, and Society Policy Program, where 
she promoted personalized medicine and bolstered inter-
national preparation for pandemic disease threats. 
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example, so it shows that we’re moving in the right direction,” she 
says. “But part of  what we have to do is establish a new, credible 
conversation with the American public. Part of  establishing that 
credibility is being out there honestly.” 

To McMurry-Heath, that means to 
unapologetically advocate on behalf  of  
science leading the way. “Science is 
such an important tool in policymaking, 
and in the rest of  our lives,” she says. 
“Many people enjoy the benefits of  
innovation but are not even aware of  
how it’s already improved their lives.” 

LEADERSHIP TRAITS 
As far as qualities that make a good 
leader, McMurry-Heath comments: 
“There are some elements of  leader-
ship that are absolute—kindness; taking time to understand the 
people you’re working with; building collaborative teams that are 
not just a uniform type around the table, but actually have diver-
sity, not just of  the classic categories, but of  thought and perspec-
tive, and that complement each other; and listening to all stake-
holders throughout your leadership chain.” 

With her history as a leader in various settings—government, 
nonprofit, corporate, and regulatory— McMurry-Heath says she 
draws on those combined experiences to act as a translator. “I try to 

translate from one community to another 
because all of  those communities need 
to come together to improve health.” 

McMurry-Heath and BIO are likely 
connected by kismet at this juncture—
where the positive effects of  science are 
so visible in our quality of  life (or lack 
of  equality) in the global, intercon-
nected COVID experience. McMurry-
Heath has the opportunity to allow 
BIO to lead many conversations and 
use her experiences as a translator to 
speak many stakeholders to action. She 
laments the fact that there are no cures 

for diseases that disproportionately affect poor communities—
stroke, Alzheimer’s, heart disease, lung cancer—and that burden 
of  illness continues to drag down these communities.

“Science can really help us address equity in many different 
forms,” she says. “And if  we don’t get science right, all of  our other 
social justice efforts will be for naught. I truly believe that.” 

Photo courtesy of JLABS - Johnson & Johnson Innovation

Michelle McMurry-Heath was intergral in bringing J&J’s incubator, JLABS, to Washington, DC in 2019.

We have to establish a 
new, credible conversation 
with the American public. 
Part of that is being out 

there honestly
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R eal-world evidence (RWE) provides a unique opportunity 
to understand patient care and outcomes with more clar-
ity than what is possible with traditional randomized 
clinical trials. As clinical trial design is evolving, synthetic 

control arms1 are playing an increasingly important role in product 
evaluation, but how do regulators and payers view these model-based 
control arms?

To explore this issue, Pharmaceutical Executive, in collaboration with 
Parexel, held a virtual roundtable to stimulate conversation about the 
opportunities that synthetic control arms offer for delivering real ben-
efit to patients and product developers and how to overcome potential 
barriers with the use of this burgeoning clinical trial model. Partici-
pants in the roundtable were:

Lisa Henderson (Facilitator), Editorial Director,  
Pharmaceutical Executive
Leanne Larson (Moderator), Senior Vice President and  
Head of Real-World Evidence and Access, Parexel
Nuwan Kurukulasuriya, Senior Vice President and Head of Global 
Medical Affairs, MorphoSys
Amy McKee, Vice President and Head of Regulatory Consulting and 
Oncology, Parexel
Sangeeta Budhia, Global HTA Strategy Lead and Vice President of 
Pricing and Market Access, Parexel

EFFECTS OF COVID-19 ON CLINICAL TRIAL DESIGN
Leanne Larson, Senior Vice President and Head of Real-World Evidence 

and Access at Parexel, kicked off the discussion by reflecting on comments 
made by Amy Abernethy, MD, PhD, Principal Deputy Commissioner and 
Acting CIO at the FDA. In May 2020, when groups were starting to collabo-
rate on how best to address the growing COVID-19 pandemic, Abernathy 
said that we need to learn from every patient around us and from all the data 
around us, and we need to learn quickly what works and what doesn’t. 

“I think these comments are really important and drive home the 

fact that we’re currently witnessing and participating in an important 
evolution in clinical development,” said Leanne.

By that, Leanne explained that the pandemic made it clear that a 
drug development model that best incorporates all relevant available 
data will help sponsors make informed decisions and bring new thera-
pies to patients in need more quickly. Building this model requires us 
to rethink long-held perspectives on clinical development, however. 

“It’s time to think beyond the two well-controlled, randomized clin-
ical trials (RCTs) model that has been at the core of drug development 
for so long, and to consider how RWE might answer other key questions 
in clinical research,” Leanne stated, adding that such information will 
help us better understand patient experiences and outcomes—and help 
us design and conduct better clinical trials.

Importantly, this kind of a learning system necessitates a critical feed-
back loop, with one piece (RCT) informing the other (RWE) and vice versa 
(Figure 1). For instance, RCT data must be tested in the real world in larger, 
more heterogeneous populations to ensure that we truly understand what 
will happen when patients are treated in routine care. Meanwhile, RWE 
can offer signals that can be tested more rigorously in an RCT. 

“Together, information from multiple data sources and studies all 

Can Synthetic Control Arms 
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Figure 1. An integrated platform learns and adapts to ensure robust and 
relevant data.
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aggregated into one data lake can enhance our understanding and 
inform the research processes and patient care,” stated Leanne. “If we 
can achieve that, we’ll have taken a giant step toward what Amy Aber-
nethy commented on last year, both now and beyond the pandemic.”

Leanne also explained that synthetic control arms offer a valuable 
way to advance drug development in this manner. Such controls can 
simplify patient enrollment and participation, eliminating the need to 
randomize patients to a control arm. All patients can be given the drug, 
so they can be assured that they will always receive the active treat-
ment rather than a placebo. Only half as many patients will need to be 
enrolled, and more patients will be encouraged to participate thus 
driving faster enrollment. 

“In the end, these benefits can mean that studies can conclude faster, 
advance the product quicker through the approval process, and get 
important and innovative new therapies out to patients rapidly,” stated 
Leanne, who then led the panel in a discussion of these topics.

REAL-WORLD APPLICATION OF SYNTHETIC  
CONTROL ARMS
Leanne Larson (Parexel): MorphoSys recently completed FDA review and 
approval of an important new product using an external control to 
a phase two trial. Nuwan, can you tell us about that experience?

Nuwan Kurukulasuriya (MorphoSys): The goal of  the L-MIND study was to 
assess an innovative chemo-free immunotherapy combination in patients 
with relapsed or refractory diffuse large B-cell lymphoma (DLBCL), which 
is a virulent and aggressive disease when untreated. 

Fortunately, we observed high overall response rates and complete 
remission early in our phase two study, so we needed to find a way to 
accelerate the timelines for approval. We decided to deploy an external 
control strategy that involved cross-linking disparate real-world data-
bases across the globe to generate a synthetic control arm to contextu-
alize what was observed in the phase two setting. Our efforts paid off. 
Approximately nine months ago, we received a nod from the FDA with 
an approval and a precedent-setting label. The drug is now on the 
market and is already making a real difference in the lives of patients.

Leanne: What role do you see RWE playing in drug development 
today and how will this differ from the traditional model?

Nuwan: The future is bright. While randomized control trials give us a 
snapshot in time, RWE offers the possibility of  assessing the patient’s expe-
rience dynamically, in motion, in real-time. What is truly exciting is the 
advancement of  wearable technologies, artificial intelligence, machine 
learning, predictive analytics coupled with the maturation and sophistica-
tion of  real-world data sets. This combination of  tools will usher in a whole 
new era for clinical trials, accelerating execution, collapsing study timelines 
and ultimately culminating in improved patient lives.

Clinical heterogeneity is another challenge that RWE can help 

address. In some oncology clinical trials, it’s been estimated that only 
3% of cancer patients are represented due to stringent inclusion and 
exclusion criteria. There’s also significant under-representation of 
minority patients in clinical trials, agnostic of therapeutic area. RWE 
holds the promise of broadening our focus, addressing these issues of 
inequity, and ultimately, bridging the “efficacy-effectiveness” divide. 

Leanne: Over the years, it has been exciting to see how approaches to 
accessing and using real-world evidence have progressed as well as 
how the standards and regulatory approaches have evolved to ensure 
that we have robust studies. I think synthetic or external controls are 
really an interesting application of that going forward. What role do 
you think they might play in clinical trials moving forward?

Nuwan: In aggressive diseases, where patients may face a precipitous south-
ward trajectory, speed is of  the essence. It is imperative that such patients 
are afforded the medicines of  tomorrow, today. Traditional full-blown, ran-
domized, placebo controlled trials may not only be too slow, but may also 
be considered unethical. Additionally, in rare genetic diseases, patient num-
bers may be too small to even entertain traditional clinical trial approaches. 
So the ability to explore how we can harvest the full value of  real-world 
evidence and to find new and improved ways of  running clinical trials by 
approximating, even mimicking randomization, is not a “nice to have”; it’s 
a must-have. I think progressive organizations should approach this with a 
sense of  urgency and purpose because patients are waiting.

REGULATORY PERSPECTIVE
Leanne: Regulatory decision-making and processes for using 
external arms, such as synthetic controls, are new to most prod-
uct developers. Amy, what do you see as the regulators’ perspec-
tive on external controls and RWE in product evaluation and 
how is it evolving?

Amy McKee (Parexel): Regulatory agencies worldwide are already using 
real-world data to support decision-making, as exemplified by the Mor-
phoSys study Nuwan described. But at this point, regulators are primar-
ily making one-off decisions. 

So, where are we seeing this kind of real-world data use? Again, it 
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aggregated into one data lake can enhance our understanding and 
inform the research processes and patient care,” stated Leanne. “If we 
can achieve that, we’ll have taken a giant step toward what Amy Aber-
nethy commented on last year, both now and beyond the pandemic.”

Leanne also explained that synthetic control arms offer a valuable 
way to advance drug development in this manner. Such controls can 
simplify patient enrollment and participation, eliminating the need to 
randomize patients to a control arm. All patients can be given the drug, 
so they can be assured that they will always receive the active treat-
ment rather than a placebo. Only half as many patients will need to be 
enrolled, and more patients will be encouraged to participate thus 
driving faster enrollment. 

“In the end, these benefits can mean that studies can conclude faster, 
advance the product quicker through the approval process, and get 
important and innovative new therapies out to patients rapidly,” stated 
Leanne, who then led the panel in a discussion of these topics.

REAL-WORLD APPLICATION OF SYNTHETIC  
CONTROL ARMS
Leanne Larson (Parexel): MorphoSys recently completed FDA review and 
approval of an important new product using an external control to 
a phase two trial. Nuwan, can you tell us about that experience?

Nuwan Kurukulasuriya (MorphoSys): The goal of  the L-MIND study was to 
assess an innovative chemo-free immunotherapy combination in patients 
with relapsed or refractory diffuse large B-cell lymphoma (DLBCL), which 
is a virulent and aggressive disease when untreated. 

Fortunately, we observed high overall response rates and complete 
remission early in our phase two study, so we needed to find a way to 
accelerate the timelines for approval. We decided to deploy an external 
control strategy that involved cross-linking disparate real-world data-
bases across the globe to generate a synthetic control arm to contextu-
alize what was observed in the phase two setting. Our efforts paid off. 
Approximately nine months ago, we received a nod from the FDA with 
an approval and a precedent-setting label. The drug is now on the 
market and is already making a real difference in the lives of patients.

Leanne: What role do you see RWE playing in drug development 
today and how will this differ from the traditional model?

Nuwan: The future is bright. While randomized control trials give us a 
snapshot in time, RWE offers the possibility of  assessing the patient’s expe-
rience dynamically, in motion, in real-time. What is truly exciting is the 
advancement of  wearable technologies, artificial intelligence, machine 
learning, predictive analytics coupled with the maturation and sophistica-
tion of  real-world data sets. This combination of  tools will usher in a whole 
new era for clinical trials, accelerating execution, collapsing study timelines 
and ultimately culminating in improved patient lives.

Clinical heterogeneity is another challenge that RWE can help 

address. In some oncology clinical trials, it’s been estimated that only 
3% of cancer patients are represented due to stringent inclusion and 
exclusion criteria. There’s also significant under-representation of 
minority patients in clinical trials, agnostic of therapeutic area. RWE 
holds the promise of broadening our focus, addressing these issues of 
inequity, and ultimately, bridging the “efficacy-effectiveness” divide. 

Leanne: Over the years, it has been exciting to see how approaches to 
accessing and using real-world evidence have progressed as well as 
how the standards and regulatory approaches have evolved to ensure 
that we have robust studies. I think synthetic or external controls are 
really an interesting application of that going forward. What role do 
you think they might play in clinical trials moving forward?

Nuwan: In aggressive diseases, where patients may face a precipitous south-
ward trajectory, speed is of  the essence. It is imperative that such patients 
are afforded the medicines of  tomorrow, today. Traditional full-blown, ran-
domized, placebo controlled trials may not only be too slow, but may also 
be considered unethical. Additionally, in rare genetic diseases, patient num-
bers may be too small to even entertain traditional clinical trial approaches. 
So the ability to explore how we can harvest the full value of  real-world 
evidence and to find new and improved ways of  running clinical trials by 
approximating, even mimicking randomization, is not a “nice to have”; it’s 
a must-have. I think progressive organizations should approach this with a 
sense of  urgency and purpose because patients are waiting.

REGULATORY PERSPECTIVE
Leanne: Regulatory decision-making and processes for using 
external arms, such as synthetic controls, are new to most prod-
uct developers. Amy, what do you see as the regulators’ perspec-
tive on external controls and RWE in product evaluation and 
how is it evolving?

Amy McKee (Parexel): Regulatory agencies worldwide are already using 
real-world data to support decision-making, as exemplified by the Mor-
phoSys study Nuwan described. But at this point, regulators are primar-
ily making one-off decisions. 

So, where are we seeing this kind of real-world data use? Again, it 
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has most often been used in areas of unmet need such as rare diseases 
and oncology. 

How do we expand this use to more applications, more decisions, 
and more disease areas in general? Many regulatory authorities are 
working on frameworks or have already published guidance on how to 
use real-world data for regulatory decision-making. For instance, China 
has published and is already using its guidance. And very recently, 
Japan’s Pharmaceuticals and Medical Devices Agency (PMDA) 
announced two new guidances on the utilization of real-world data.

Leanne: This is an exciting area, and we are all looking forward to 
FDA releasing its guidance in the future. For now, what can product 
developers do to optimize this process? What are some of the chal-
lenges that FDA and other agencies might see to using this data?

Amy: It’s clear that we need to continue working on the detailed method-
ology around the capture and analysis of  real-world data, and all of  the 
regulatory agencies encourage companies to come in and discuss their 
proposals for using real-world data. 

There are many different data sources that can be used, and one 
approach does not fit all circumstances. We’ve seen examples such as 
hybrid control arms and external control arms made up from electronic 
health records (EHRs) or from previously run clinical trials. Another 
approach is prospectively following patients in the EHRs concurrently 
with the investigational arm. Since it’s not a one-size-fits-all solution, 
we must continue to work on the detailed methodology that supports 
these varying ECA designs.

Regulatory agencies want to hear about plans to use RWE  
before receiving the submission, so that the methodology for the  
external control arm can be reviewed. The process can be very  
collaborative. Adding onto what Nuwan said, introducing more diversity 
into the patient group and data will only be a plus as we move forward. 

Leanne: Yes, we’re still uncovering some of  those benefits. I also appreciate 
your comments about engaging early with the agency when using synthetic 
controls. This was a central part of  the MorphoSys L-MIND study. 

REIMBURSEMENT FOR PRODUCTS STUDIED WITH RWE
Leanne: We’ve talked a lot today about the drug approval process, 
but that’s not the end of  the story. Someone still needs to pay 
for these products. Many companies and product developers 
are still uncertain about what to expect from reimbursement 
and access decisions when RWE is involved, as well as how to 
prepare for and even influence these decisions. Sangeeta, are 
you aware of  any payers that are using externally controlled 
trials as a basis for their decisions?

Sangeeta Budhia (Parexel): The focus of  the payer viewpoint is on dem-
onstrating value. Payers want to understand how a drug is going  
to impact patients in their healthcare system. Payers are looking  
for real-world effectiveness and comparative benefits along with eco-
nomic value. Addressing the heterogeneity issue will be important to 
them as well.

Another thing that complicates reimbursement is the differences 
between countries and markets. Some markets, which we call the cost-
effectiveness markets, look at the ratio of cost to effectiveness. Other 
markets, such as Germany and France, focus on comparative clinical 
effectiveness. They look at how does the treatment work in the real 
world compared to existing treatments for the particular patient pop-
ulation and then use that as the clinical benchmark for pricing nego-
tiations. Spain and Italy look at the comparative clinical effectiveness 
and then evaluate the cost of treating the whole patient population.  
We have seen external or synthetic controls used as part of a  
reimbursement application in Europe, Australia and Canada, with 
mixed successes.

The key question has always been, “Does the data reflect the real 
world?” Synthetic or external control arms help address this question. 
I agree with Amy’s advice; Companies should engage with regulators 
and health technology assessment (HTA) bodies early on and discuss 
their data collection plan. In this way, they can reassure the payer that 
the data they are collecting is focused on reducing the uncertainty for 
them as well as for regulators. Payers are very sensitive to uncertainty 
and higher levels of risk, which are part of controlling the budget. 

Leanne: What do payers think about real-world evidence as  
a whole?

Sangeeta: When cost effectiveness is the main decision driver, payers rely 
on a health economic model defined by the natural history of  the  
disease. For example, in oncology, you will have a responder and a non-
responder. We use natural history data sets to build the model and  
help define how patients would naturally progress through their disease. 
We’ve also used RWE to determine what happens in clinical practice. 
Payers want to understand the natural clinical practice for a patient and 
see how your drug can impact the way patients are currently  
being treated.

We use natural history  
data sets to build the model  
and help define how patients 

would naturally progress 
through their disease.
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AUDIENCE Q&A
Lisa Henderson (Pharmaceutical Executive): Is it possible to adopt a U.S. 
strategy for HTAs in Europe?

Sangeeta: The short answer is yes, but the challenge is to demonstrate 
that U.S. data is relevant to the market you are entering, especially as 
HTA agencies are being established in countries beyond Europe. If  you 
have collected data using a particular comparator, it’s important to ensure 
that the comparator is relevant to your target market. There are statisti-
cal techniques available to enable comparisons with comparators not in 
the clinical trials such as network meta-analyses, indirect treatment com-
parisons, and so forth. So, there are some ways to map data collected 
from external trials and within your clinical trial to data collected for 
comparators. However, this introduces a level of  uncertainty and hence 
risk for the payer. As any company looks to the European market, they 
must address HTA challenges. So, I would recommend seeking early 
advice from HTAs, the EUnetHTA and individual agencies that provide 
early scientific advice services during the development of  your phase 3 
trial design. This can be done alongside early advice sought from regu-
lators as well. 

Lisa: What’s the best way to address the limitations or gaps in 
medical health record data? What are the pros and cons of  
retrospective versus prospective collection?

Leanne: As we’ve discussed today, there are pros and cons to using exist-
ing data versus generating the data prospectively. The important issue 
is finding a data source that’s robust enough to answer your questions 
and then understanding the data sources. 

For oncology, for example, a significant amount of data sits in the 
note of EMRs. So, one approach is to look at those charts in real-time 
and pull out critical information. Another approach might be using 
natural language processing (NLP) to extract data from the notes and 
the unstructured fields in general. Our first question is always around 
what data already exists that we might be able to use. 

There’s never one data source that can answer all of your questions 
fully and completely—the existing data were collected for a particular 
reason and the odds of that reason specifically matching yours are 
slim. The challenge, then, is to identify the right data sources, looking 
for the appropriate fit-for-purpose data to answer your questions, and 
then aggregating and analyzing it in a way that can answer your ques-
tions most effectively.

It’s a space that is evolving overall, and the technology is evolving 
around it. We have a rich set of data sources available globally, but 
exploration is required to understand exactly what’s in them, and to 
bring them together in a way that can best answer our questions. And 
then, of course, doing so within the context of the varying data privacy 
regulations around the world.

On the other hand, there is always the option to collect data in a pro-
spective, observational, non-interventional study where you have more 
control over how you are collecting the data. We are finding that the most 
valuable approach is probably a hybrid of the two where we use as much 
secondary data as possible and aggregate it with what we collect prospec-
tively. This process often gives us the richest, most-complete data set. 

Amy: Looking at retrospective versus prospective data, one concern for 
the regulators is what has changed in terms of  your specific disease con-
text since these data were collected, particularly if  you’re looking at ret-
rospectively collected data. With some inborn errors in metabolism and 
genetic disorders where there’s no established standard of  care and ancil-
lary care hasn’t improved outcomes, you could probably go back fairly 
far and use retrospective data. 

In contrast, in some oncology areas, new therapies have been 
approved so rapidly that you can’t go back six months and find patients 
who received the current standard of care. You have to ensure when 
designing your external control with real-world data that you closely 
examine the specific disease context. That’s one of the things about 
which regulators are very concerned. Are you truly comparing to what 
the standard of care is in that country? To that point, globally, there 
may be different standards of care. And that’s another thing to keep 
in mind as you’re constructing your external control arm.

Nuwan: I would encourage industry colleagues to plan ahead and think 
early about the customer view in the development process. Think about 
clinical development holistically and bring in the medical affairs perspec-
tive early in development. So, we shape and design not just randomized 
clinical trials, but also real-world evidence mechanisms, based on what 
we hear directly from the patient and the provider and the payer and the 
policymaker, all of  the stakeholder groups that we have reviewed today.

Lisa: What can regulators do to further encourage and acceler-
ate the use of  synthetic control arms for pivotal research?

For oncology, for example, a 
significant amount of data sits 
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Amy: I think the regulators are working hard at trying to determine how best 
to use real-world data. As a community of  stakeholders, we need to provide 
them with the best models and methodologies. You can’t answer every 
single question with real-world data that you perhaps could answer with a 
randomized trial. We’re not trying to replace randomized controlled trials. 
What we’re trying to do is find the best and fastest way to get helpful new 
therapies to patients.

This past year, COVID-19 really pushed the envelope. All of the agen-
cies are looking to answer questions, both in terms of efficacy and safety, 
in the real-world data situation with this emerging public health issue. 

Nuwan: A vacant area of  opportunity for all of  us is to think about end 
po in t s  d i f f e ren t ly.  When we  th ink  about  dep loy ing  
real-world evidence approaches, we think about retro-engineering clin-
ical endpoints that were designed for randomized clinical trials. As we 
move forward to push the envelope even further, a multi-stakeholder 
approach that benefits from the depth and breadth of  richness that real-
world data provides will be best. There’s a lot more to do in the space 
of  endpoint development for real-world data.

Lisa: For studies involving a synthetic control arm as a com-
parator, how is selection bias avoided or addressed?

Leanne: It was really interesting to watch the development of  the L-MIND 
study. Essentially, the process has been around one-to-one matching of  
these patients. It involved a very in-depth process for matching patients 
in the control arm, the synthetic control to the patients in the phase two 
trial, with nine different covariates in that particular study. That’s a pretty 
specific and intensive matching process and avoids the bias issue.

So, we’re not just taking large pools of patients and comparing them. 
We’re matching one-to-one each patient in the trial against the patients 
in the control population. It required accessing a significant volume of 

data, looking for patients with a rare disease that could match all nine 
of those covariates. On some level, I think it’s a bit more robust than 
if we had just enrolled the patient population and were looking for 
averages across the population and comparing those. 

Lisa: How do the strategies discussed today differ for  
medical devices?

Amy: The strategies are very similar and in some regulatory agencies, 
they’re a little bit further ahead. The Center for Devices and Radio-
logical Health (CDRH) published a guidance on how to use real-world 
data for device development in 2017. China approved a device for 
glaucoma based on real-world data already as well. I think devices are 
well on their way. Sometimes, they don’t get quite as much publicity as 
therapeutics, but they’re important, and the real-world guidance and 
approvals for devices that already exist support this. 

END NOTE
1In a synthetic control arm, placebo arms are modeled based on pre-
existing data instead of  enrolling patients for a placebo group. Such 
data can include historical information, real-world data, a companion 
data set from another source.

For more information on RWE and External Control Arms:

- Watch the full panel discussion on-demand at https://www.phar-
mexec.com/view/can-synthetic-control-arms-address-regulator-and-
hta-evidence-requirements-
- Download our Oncology eBook for further expert perspectives at 
https://explore.parexel.com/l/563702/2021-05-11/h8xk1d
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Pharm Exec’s latest listing of the top global biopharma sales producers captures the critical 
business and public health balancing act that was required in the Year of COVID—reinforcing 
the staying power of building brand value while championing medical innovation
By Michael Christel

S itting roughly at the halfway point of  2021, a global 
pandemic abating in the US and elsewhere, and com-
munities antsy to settle back into “normal” life routines 
again can make a peek back into 2020 not the most 

fruitful exercise for the mind. The emotions of  those times remain 
close—and the easy and quick fix may still be, can we just keep it 
out of  our consciousness for the time being? But, of  course, along 
with all the unrest and tragic and divisive events that occurred 
simultaneously, and the quest for needed change in those areas, 
recognizing how enterprises such as the biopharmaceutical indus-
try performed and responded during the Year of  COVID—in 
bottom-line business and contributions to the greater good—is 
important to chronicle and remember.

That’s what Pharm Exec is doing again this year, with an eye on  
connected current trends, in presenting its annual listing of  the 
top 50 global biopharma players based on prescription drug sales. 
The data is again provided in partnership with life sciences mar-
ket intelligence firm Evaluate Ltd, and also includes company 
R&D spending totals. The rankings, our 21st, are constructed 
from the most recent full-year drug revenue tallies, a time span 
greatly influenced by the COVID-19 pandemic. The crisis created 
a tightrope many pharma companies had never faced before. 
Challenged on one end to maintain and grow commercial fran-
chises and keep access and development channels open while safe-
guarding employees and operations; and then on the other, the 
call to band together to turn back a deadly and difficult to infiltrate 

virus through vaccines, treatments, outreach, and other interven-
tions. Beginning on page 30 in this section, Pharm Exec profiles 
such efforts from five organizations, detailing their success stories 
in advancing COVID-driven science and innovation.

Amid the rush to develop and deliver effective vaccines and 
drugs for COVID, demands on companies were many. They 
included new work-from-home policies, supply chain and logistics 
issues caused by closed borders, and changing dynamics in patient 
and healthcare provider engagement. Not surprisingly, in a survey 
of  pharma C-suite executives conducted by Model N, 58% said 
that the pandemic had the biggest impact on the way their com-
panies managed revenue. 

 As market cap numbers illustrated in 2020, overall growth dur-
ing the pandemic was swayed significantly by COVID-related fac-
tors, but not in all cases. For example, according to figures compiled 
by GlobalData, AbbVie, which doesn’t have any notable COVID 
products, enjoyed the biggest year-over-year growth in market cap, 
at 44.4%, among the top 10 drugmakers with the largest market 
caps at the end of  2020. More in line with events of  the day, Eli 
Lilly, which in February gained emergency use authorization for 
its COVID antibody cocktail, saw a 28% year-over-year market 
cap increase. Roche, with a heavy presence in COVID diagnostic 
testing, and Regeneron, which also makes an antibody cocktail, 
experienced impressive market cap spikes as well.

Though market valuations were mixed among the likes of  
Pfizer, Johnson & Johnson, AstraZeneca, and Gilead Sciences, all 
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2020 
Rx Sales*

2020
R&D Spend*

2020
Top-selling Drugs*

Roche
BASEL, SWITZERLAND [ROCHE.COM]

$47.492 $11.301
Avastin 5.324
Ocrevus 4.614
Rituxan 4.504

Novartis
BASEL, SWITZERLAND [NOVARTIS.COM]

$47.202 $8.484
Cosentyx 3.995
Gilenya 3.003
Entresto 2.497

AbbVie
NORTH CHICAGO, ILLINOIS [ABBVIE.COM]

$44.341 $5.830 
Humira 19.832
Imbruvica 4.305
Mavyret 1.830

Johnson & Johnson
NEW BRUNSWICK, NEW JERSEY [JNJ.COM]

$43.149 $9.563 
Stelara 7.707
Darzalex 4.190
Remicade 3.401

Bristol Myers Squibb
NEW YORK, NEW YORK [BMS.COM]

$41.903 $9.237 
Revlimid 12.106
Eliquis 9.168
Opdivo 6.992

Merck & Co.
KENILWORTH, NEW JERSEY [MERCK.COM]

$41.435 $9.231 
Keytruda 14.380
Gardasil 3.938
Januvia 3.306

Sanofi
PARIS, FRANCE [SANOFI.COM]

$35.802 $5.890 
Dupixent 4.034
Lantus 3.038
Fluzone 2.822

Pfizer
NEW YORK, NEW YORK [PFIZER.COM]

$35.608 $8.884 
Prevnar 13 5.850
Ibrance 5.392
Xelijanz 2.437

GlaxoSmithKline
BRENTFORD, ENGLAND [GSK.COM]

$30.585 $5.908 
Triumeq 2.960
Shingrix 2.553
Advair 1.970

Takeda
OSAKA, JAPAN [TAKEDA.COM]

$27.896 $4.393 
Entyvio 4.010
Gammagard Liquid 2.602
Vyvanse 2.549

1

2

3

4
5

6

7

8

9
10

Source: EvaluatePharma® May 2021, Evaluate Ltd, www.evaluate.com

How the listings were compiled: 2020 Rx Sales and R&D Spend analyses were provided by life 
science market intelligence firm Evaluate Ltd via its EvaluatePharma® service, www.evaluate.com. 
Pharm Exec would like to thank EvaluatePharma for assisting in the development of this year’s 
Pharma 50 listing.

PLEASE NOTE: 2020 figures represent prescription pharmaceutical sales from the named company 
only, and exclude revenues from royalties, co-promotions, etc., as well as sales from 

*numbers USD in billions

non-prescription pharmaceuticals. Figures in green are Evaluate Consensus Estimates, and are 
included where actual reported sales data was not available at the time of generation. Evaluate’s Sales 
and R&D Spend figures represent the fiscal year that ended in 2020. For most American and 
European companies, that means the year ending December 31, 2020. For many Japanese 
companies, the fiscal year ending March 31, 2021, was used. Historic averages were used in the 
conversion of companies’ native currency to USD.

of  which rapidly developed and deployed vaccines or drugs for 
COVID-19, the pandemic has generally been favorable to the 
financial performance of  drug developers. That’s shown to be true 
when assessing cash flow into the biopharma sector and surging 
share prices. In its just-released Healthcare 2021 report, Brand 
Finance, the independent branded valuation consultancy, says the  
vaccine race resulted in a brand value growth of  6% for Pfizer, 
18% for AstraZeneca, and 58% for China’s Sinopharm.          

LEADING THE PACK
When broken down to Rx sales outputs, which our list specifically 
tracks, the top 10 entries in our latest ledger did undergo some 
notable movement from the previous year (see the explainer on 
how the rankings were calculated below). Roche maintained its 
hold on the No. 1 spot, though prescription drug revenue did dip 
1.6% for the big pharma. While Avastin remains Roche’s top 
seller, multiple sclerosis (MS) monoclonal antibody Ocrevus 

jumped to the second spot, generating sales of  $4.6 billion in 2020, 
and nudging longtime mainstay Herceptin out of  Roche’s big 
three. Other newly launched drugs by the company, including 
Tecentriq, Perjeta, and Kadcyla for cancer, and Hemlibra for 
hemophilia, posted solid growth in 2020, helping to offset the 
impact of  competition from biosimilars.   

Roche repeated as well as biopharma’s top R&D spender, 
investing a total of  $11.3 billion, an increase of  9.8% from the 
previous year. The company currently has 19 new compounds 
in Phase III clinical trials or filed for approval.   

Rounding out the first five spots in our rankings are Novartis, 
once again at No. 2, up 2.4% to $47.2 billion; AbbVie, vaulting 
from eighth to third, with Allergan assets added to the books from 
the acquisition close date of  May 8, 2020 (full-year Rx sales jumped 
37% to $44.3 billion); Johnson and Johnson’s 7.7% growth in pre-
scription drug revenue to move up two spots to No. 4 (flip-flopping 
with Merck); and Bristol Myers Squibb entrenched again in the 
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2020
Rx Sales*

2020 
R&D Spend*

2020
Top-selling Drugs*

11 AstraZeneca
LONDON, ENGLAND [ASTRAZENECA.COM]

$25.518 $5.872 
Tagrisso 4.328
Symbicort Turbuhaler 2.721
Imfinzi 2.042

12 Amgen
THOUSAND OAKS, CALIFORNIA [AMGEN.COM]

$24.098 $4.085 
Enbrel 4.996
Prolia 2.763
Neulasta 2.293

13 Gilead Sciences
FOSTER CITY, CALIFORNIA [GILEAD.COM]

$23.806 $4.857 
Biktarvy 7.259
Genvoya 3.338
Veklury 2.811

14 Eli Lilly
INDIANAPOLIS, INDIANA [LILLY.COM]

$22.646 $6.086 
Trulicity 5.068
Humalog 2.626
Alimta 2.330

15 Novo Nordisk
BAGSVÆRD, DENMARK [NOVONORDISK.COM]

$19.444 $2.368 
Ozempic 3.249
Victoza 2.871
NovoRapid 2.593

16 Bayer
LEVERKUSEN, GERMANY [BAYER.COM]

$18.995 $3.132 
Xarelto 4.583
Eylea 2.818
Mirena 1.234

17 Boehringer Ingelheim
INGELHEIM, GERMANY [BOEHRINGER-INGELHEIM.COM]

$16.456 $3.748 
Jardiance 2.831
Ofev 2.346
Spiriva 2.047

18 Astellas Pharma
TOKYO, JAPAN [ASTELLAS.COM]

$11.515 $2.118 
Xtandi 4.325
Prograf 1.724
Myrbetriq 1.544

19 Viatris**
CANONSBURG, PENNSYLVANIA [VIATRIS.COM]

$11.495 $508 
Fluticasone Propionate; Salmeterol 
Xinafoate 713
Glatiramer Acetate 616
Levothyroxine sodium 214

20
Teva Pharmaceutical 
Industries
PETACH TIKVA, ISRAEL [TEVAPHARM.COM]

$11.009 $997 
Copaxone 1.337
Austedo 637
Bendeka 415

Source: EvaluatePharma® May 2021, Evaluate Ltd, www.evaluate.com
** Formed through the merger of Mylan and Upjohn on Nov. 16, 2020.

*numbers USD in billions, lower numbers in millions

fifth spot, behind a 3% Rx sales increase to $41.9 billion. For 
Novartis, its chronic heart failure (CHF) drug Entresto continues 
to make a steady climb up the market ladder, growing 45% in 2020 
to $2.5 billion (sales of  the medicine rose 34% in the first quarter 
of  2021). In February, it was granted an expanded label by FDA 
to include the majority of  CHF patients—covering now adults 
with reduced ejection fraction or preserved ejection fraction. 
Novartis’s top-seller, the biologic Cosentyx, was approved earlier 
this month to treat plaque psoriasis in pediatric patients.     

AbbVie still lays claim to the world’s highest-grossing product 
in immunology giant Humira, with sales just under $20 billion in 
2020, but much attention has been paid recently to the drug’s loom-
ing biosimilars face-off (AbbVie’s patent expires in 2023) and the 
company’s corresponding strategy to offset future losses. Humira 
accounts for roughly 45% of  AbbVie’s total drug sales, one of  the 
largest such single-drug shares in big pharma. AbbVie is hoping 
its next-generation drugs Skyrizi and Rinvoq will help fill the gap 
post-patent. Approved for psoriasis and rheumatoid arthritis, 
respectively, the pair combined for $2 billion in sales in 2020. Exec-
utives, confident in their potential, reportedly maintain projections 
of  $15 billion in sales for the duo in 2025. Skyrizi, an IL-23 inhib-

itor, is in late-stage testing for Crohn’s disease, psoriatic arthritis, 
and ulcerative colitis (reporting positive Phase III results in Crohn’s 
last month, meeting primary endpoints in two separate dosage tri-
als). Rinvoq, a JAK inhibitor, is also pursuing indications in atopic 
dermatitis (beating placebo in three Phase III studies in data 
recently disclosed), ankylosing spondylitis, and psoriatic arthritis. 

A pair of  new regulatory approvals should position BMS for 
some gains in next year’s Pharma 50. Last month, FDA cleared 
Zeposia for adults with moderate-to-severe ulcerative sclerosis; it’s 
already marketed for relapsing forms of  MS. Also in May, BMS’s 
blockbuster Opdivo ($7 billion in 2020 sales), a PD-1 inhibitor 
and rival to Merck’s Keytruda, was approved as an adjuvant for 
esophageal or gastroesophageal junction cancer. And in clinical 
testing, BMS’s experimental drug relatlimab has shown in com-
bination with Opdivo to dramatically extend the time it took for 
advanced melanoma to worsen compared with Opdivo alone.       

BMS spent an estimated $9.237 billion in R&D last year, rank-
ing third in this metric behind J&J ($9.563 billion) and Roche. 
Rounding out the top five R&D spenders are Merck ($9.231 bil-
lion) and Pfizer ($8.884 billion), both of  which notably have prom-
ising late-stage pneumococcal vaccines in the works. As far as Rx 
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21 Biogen
CAMBRIDGE, MASSACHUSETTS [BIOGEN.COM]

$10.692 $3.991 
Tecfidera 3.841
Spinraza 2.052
Tysabri 1.946

22 CSL
MELBOURNE, AUSTRALIA [CSL.COM.AU]

$9.656 $958 
Privigen 2.753
Hizentra 1.230
Human albumin (CSL) 1.011

23 Daiichi Sankyo
TOKYO, JAPAN [DAIICHISANKYO.COM]

$8.029 $2.145 
Lixiana 1.565
Nexium 734
Injectafer 416

24 Merck KGaA
DARMSTADT, GERMANY [MERCKGROUP.COM]

$7.579 $1.872 
Rebif 1.292
Glucophage 1.031
Erbitux 980

25 Otsuka Holdings
TOKYO, JAPAN [OTSUKA.COM]

$7.219 $1.928 
Abilify MAINTENA 1.087
Rexulti 981
Samsca 827

26 Vertex Pharmaceuticals
BOSTON, MASSACHUSETTS [VRTX.COM]

$6.203 $1.635 
Trikafta 3.864
Orkambi 908
Kalydeco 803

27 Alexion Pharmaceuticals
CHESHIRE, CONNECTICUT [ALXN.COM]

$6.069 $998 
Soliris 4.064
Ultomiris 1.077
Strensiq 732

28 Regeneron Pharmaceuticals
 TARRYTOWN, NEW YORK [REGENERON.COM]

$5.568 $2.650 
Eylea 4.947
Libtayo 271
REGN-COV2 186

29 UCB
BRUSSELS, BELGIUM [UCB.COM]

$5.455 $1.791 
Cimzia 2.054
Vimpat 1.587
Keppra 659

30 Les Laboratoires Servier
NEUILLY-SUR-SEINE, FRANCE [SERVIER.COM]

$5.155 $1.197
Diamicron 571
Daflon 500 493
Aceon 369

sales, Merck dropped two spots on our list, to sixth (though did 
post a  1.3% increase), and Pfizer, largely in the headlines the past 
several months for teaming with German biotech BioNTech to 
develop and make the first emergency use vaccine for COVID, 
dropped five spots to eighth. Sitting in-between is Sanofi, at sev-
enth, with a 2.5% increase in revenue versus the previous year.   

Manning the last two positions in the Pharma 50 top 10 are 
once again GlaxoSmithKline and Takeda. GSK, still planning 
to split the organization into two next year, recently announced 
plans to sell its complete stake in respiratory drug partner Innoviva 
(a royalty management company) for about $392 million. Take-
da’s Rx revenue fell 4.6% last year, but the Japanese drugmaker 
is hopeful of  potential reinforcements in the years ahead. Marib-
avir, a key asset in its $62 billion acquisition of  Shire in early 2019, 
was granted priority review by FDA last month, and could become 
the only treatment for refractory post-transplant cytomegalovirus 
infection, the most common opportunistic infection in liver trans-
plant recipients. Takeda is planning six regulatory filings in all 
this year, including a vaccine candidate for dengue fever.

It’s important to note, broadly, amid pandemic-related disrup-
tion, FDA actually approved more novel medicines in 2020—57—
than in 2019. An Evaluate Vantage analysis uncovered fifth-year 
sales potential of  $21.5 billion for those drugs, numbers compa-

rable to pre-pandemic years. At the same time, Deloitte, in its new 
ROI of  R&D Report, found that, of  the 1,210 trials impacted by 
the pandemic from March-November 2020, the vast majority 
(66%) had delayed starts or completions, and 8% were terminated 
or stopped before enrolling any patients. Twenty-nine percent were 
in Phase III, which Deloitte notes could affect future asset launches 
and sales. Nevertheless, as IQVIA found in its own report, released 
in May, funding for early and late-stage R&D, as well as deals, 
increased significantly in 2020 regardless of  COVID, with aggre-
gate R&D spend for the top 15 companies reaching a record high. 

REST OF FIELD 
Some highlights of  note from the remainder of  our rankings 
include an unfamiliar name in the 19th spot, Viatris, the new com-
pany formed after Mylan officially merged with Pfizer’s Upjohn; 
Vertex Pharmaceuticals leaping 13 spots, from 39th to 26th, with 
Rx sales up 49%, driven by cystic fibrosis newcomer Trikafta ($3.9 
billion in 2020 sales); Regeneron moving up three spots to 28th 
behind drug revenue growth of  15%; and China’s Jiangsu Hen-
grui Medicine (38th) generating over $880 million more in Rx 
sales last year versus 2019. Newcomers to this year’s Pharma 50 
include Chinese company CSPC Pharmaceutical Group (42nd) 
and India-based STADA Arzneimittel (50th). 

Source: EvaluatePharma® May 2021, Evaluate Ltd, www.evaluate.com         *USD in billions, lower numbers in millions
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2020
Rx Sales*

2020
R&D Spend*

2020
Top-selling Drugs*

31 Eisai
TOKYO, JAPAN [EISAI.COM]

$5.107 $1.450 
Lenvima 1.380
Humira 552
Halaven 351

32 Bausch Health Companies
LAVAL, QUEBEC [BAUSCHHEALTH.COM]

$4.884 $452 
Xifaxan 550 1.482
Ocuvite 333
Wellbutrin XL 278

33 Allergan **
COOLOCK, DUBLIN [ALLERGAN.COM]

$4.774 $606 
Botox 615
Vraylar 428
Restasis 409

34 Yunnan Baiyao Group 
KUNMING, CHINA [YUNNANBAIYAO.COM.CN]

$4.741 $26 No disclosed product sales or available 
estimates 

35
Sun Pharmaceutical 
Industries
MUMBAI, INDIA [SUNPHARMA.COM]

$4.630 $266
Ciprofloxacin Hydrochloride 165
Absorica 158
Ilumya 141

36 Abbott Laboratories
ABBOTT PARK, ILLINOIS [ABBOTT.COM]

$4.486 $185 
Drospirenone; Ethinyl Estradiol 26
Ademetionine 25
Choline Alfoscerate 16

37 Fresenius Kabi
BAD HOMBURG, GERMANY [FRESENIUS-KABI.COM]

$4.221 $631 Heparin Sodium (FRES) 82

38 Jiangsu Hengrui Medicine
LIANYUNGANG, JIANGSU PROVINCE, CHINA [HRS.COM.CN]

$4.203 $714 
Aitan 392
Docetaxel 208
Pyrotinib 198

39
Sumitomo Dainippon
Pharma
OSAKA, JAPAN [DS-PHARMA.COM]

$4.028 $992 
Latuda 1.859
Eucreas 385
Brovana 305

40 Sino Biopharmaceutical
HONG KONG [SINOBIOPHARM.COM]

$3.893 $417 
Tianqingganmei 280
Zepusi 188
Esomeprazole Sodium 170

Bonds Old and New to the Rescue
College roommates, industry partnerships help bring Pfizer vaccine to fruition
By Elaine Quilici

I n December 2019, Bill Gruber, MD, senior vice president 
of  vaccine clinical research and development at Pfizer, sat 
looking at the news that a new SARS coronavirus had 
been identified as a major cause of  disease in China. It 

was quickly recognized that this had pandemic potential, and 
by March the world was in lockdown.

Pfizer, which already had a relationship with BioNTech to 
develop an mRNA vaccine against influenza, believed this platform 
could also offer broad response to the virus and rapid vaccine pro-
duction. An additional partnership to focus on a COVID vaccine 
was established, with BioNTech providing the mRNA technology 

and Pfizer offering the infrastructure that BioNTech lacked to 
move a product from concept to large-scale manufacturing.

Gruber’s team, challenged with figuring out how to do this, 
had to think backward. They had to forget everything they knew 
about the typical way to develop products and started with the 
idea that they had to have a vaccine licensed and delivered by 
the end of  the year. In order to do that, they realized they had 
to remove all the white space that typically exists between the 
various phases of  development. “We needed to have a seamless 
trial,” he says. “There was no true Phase I, II, III. We called it 
that, but it was basically all part of  the same trial.”

Source: EvaluatePharma® May 2021, Evaluate Ltd, www.evaluate.com               *USD in billions, lower numbers in millions

** 2020 data for Allergan is Evaluate’s broker-derived consensus estimates for Allergan’s WW Rx Sales and R&D Spend from January to May 8, 2020, when its 
acquisition by AbbVie was officially completed.
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2020
Rx Sales*

2020
R&D Spend*

2020
Top-selling Drugs*

41 Chugai Pharmaceutical
TOYKO, JAPAN [CHUGAI-PHARM.CO.JP]

$3.881 $1.064
Actemra 368
Hemlibra 320
Edirol 260

42
Shanghai Pharmaceuticals 
Holding
SHANGHAI, CHINA [SPHCHINA.COM]

$3.585 $219 
Tanshinone IIA 205
Shenmai Injection (SHANPH) 147
Hydroxychloroquine Sulfate 125

43 Menarini
FLORENCE, ITALY [MENARINI.COM]

$3.465 N/A
Bystolic 364
Enantyum 173
Uloric 122

44 CSPC Pharmaceutical Group
SHIJIAZHUANG, CHINA [CSPC.COM.HK]

$3.242 $385 
Butylphthalide 1.003
Keaili 411
Doxorubicin Hydrochloride 361

45 Mitsubishi Chemical
TOKYO, JAPAN [M-CHEMICAL.CO.JP]

$3.106 $747 
Simponi 466
Remicade 464
Radicava 237

46 Aurobindo Pharma
HYDERABAD, INDIA [AUROBINDO.COM]

$3.000 $109 
Hydrochlorothiazide; Losartan 
Potassium 59
Folotyn 52
Ertapenem Sodium 46

47 Ipsen
PARIS, FRANCE [IPSEN.COM]

$2.962 $458 
Somatuline 1.307
Trelstar 446
Dysport 403

48 Ono Pharmaceutical
OSAKA, JAPAN [ONO.CO.JP.ENG]

$2.908 $619 
Opdivo 928
Januvia 238
Farxiga 211

49 Endo International
DUBLIN, IRELAND [ENDO.COM]

$2.897 $159 
Vasostrict 786
Xiaflex 316
Adrenalin Injection 152

50 STADA Arzneimittel
HYDERABAD, INDIA [AUROBINDO.COM]

$2.823 N/A
Bortezomib 94
Retacrit 94
Apokyn 89

Gruber credits the regulatory authorities, 
particularly in the US, for helping to expe-
dite the process. Pfizer was able to get FDA 
approval to move from Phase I clinical 
development to Phase II/III in just two 
days, which could sometimes take months 
to achieve. Even though Moderna had a 
three-month head start and initiated its 

Phase III trial the morning of  July 27, 2020, Pfizer began its 
Phase III trial the same afternoon. By virtue of  condensing much 
of  the work—not cutting corners—Pfizer was able to make up 
the difference. 

“This was the No. 1 health priority, and when you’ve got 
focused attention, you can do remarkable things,” says Gruber.

THE SEEDS OF A SOLUTION
Life works in funny ways. In this case, the serendipitous meeting 
of  two friends in the 1970s set the stage for worldwide impact. 
Gruber’s roommate of  four years at Rice University was Barney 
Graham. Though they started out in different majors, both went 

on to pursue medical careers. They kept in touch after gradua-
tion, but neither had a clue that they would intersect throughout 
the rest of  their lives.

Gruber first connected with Graham professionally in 1986 
at Vanderbilt University, where Graham was researching respira-
tory syncytial virus (RSV), an area in which Gruber had also been 
involved. In 1999, Gruber left academia to join Wyeth, which 
ultimately became part of  Pfizer. Graham went on to work at the 
NIH to head the viral vaccine laboratory and continue his RSV 
work. Then fate took another twist.

With time on his hands during the government shutdown in 
2013, Graham and his wife took a trip to see the foliage in the 
Northeast where Gruber happened to live. Gruber had just 
returned from a scientific meeting that Graham planned on 
attending, too, but couldn’t because of  the shutdown. During 
that visit, Gruber asked Graham about the pre-fusion structure 
research he had recently published in Science. Graham responded 
by pulling out what he planned to present at the meeting, had he 
been able to go, which was the fundamental basis for the RSV 
vaccine. That research was used in Graham and Jason McClel-

Source: EvaluatePharma® May 2021, Evaluate Ltd, www.evaluate.com        *USD in billions, lower numbers in millions

Bill Gruber
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lan’s work in SARS and MERS, which eventually was adapted 
to create BNT162b2, the first COVID vaccine to receive emer-
gency use authorization in the US, on Dec. 11, 2020. While Gru-
ber continued his path at Pfizer, Graham moved on to a vaccine 
competitor, Moderna. 

ON THE RIGHT TRACK
The first encouraging vaccine news for Pfizer was receiving the 
initial tolerability information, which was within the realm of  
reactions considered acceptable for vaccines, particularly in a 
pandemic setting. 

The next reinforcement was getting the immune response or 
neutralizing antibody, in particular, and then showing that it was 
at or greater than the level of  convalescent antibody in people 
recovering from infection. Getting a cell-mediated immune 
response like what they thought was needed to ensure both effi-
cacy and safety was another confidence boost.

“People get torqued around this notion of  antibody…but we 
really don’t know for certain that what you see in terms of  what 
you get after you immunize is really the basis of  the protection,” 
says Gruber. “It’s a good marker, but 
it may not well tell the whole story. 
We think that it’s the CMI (cell-medi-
ated immunity), it’s the establishment 
of  memory, so that when you encoun-
ter virus in the future you quickly 
generate it.”

The greatest moment not just in 
the development of  the COVID vac-
cine but of  Gruber’s entire career—
and he’s had some remarkable mile-
stones helping to develop Prevnar and Prevnar 13—was at the 
data monitoring committee (DMC) meeting on Nov. 8, 2020. As 
he recounts:

“The information was presented to the DMC in a closed vir-
tual session. [As] people logged on, I was trying to read their body 
language. I looked at them and it was just kind of  a flat affect. 
Finally, after everybody gathered, they broke out in smiles because 
we had 95%-plus efficacy. They were pretty much beside them-
selves. I was told later that there was a bit of  delay when they 
were actually done with the meeting and when they met with us, 
because they had to regain their composure—they were in tears. 
Sometimes I still get choked up about this.”

This was the first moment Gruber heard the news, and he and 
his team were exuberant. “We went directly from there to the 
meeting with [Pfizer CEO] Albert [Bourla] and his leadership 
team,” he says. “That was the second-best moment of  my life. 
They were all sitting there in suspense, distanced around a table 
wearing masks. Once we announced the results, the masks stayed 
on, but there was some embracing.”

BREAKING THE MOLD
Before COVID vaccines, the fastest developed vaccine in history 
was Merck’s  mumps vaccine in the 1960s, which took about four 
years. “That helps put this in perspective,” says Gruber. “To have 

done something in nine months that 
typically takes nine years or more is 
unprecedented. It was blood, toil, 
tears, and sweat. We were working 
pretty much 24/7.”

What aided the around-the-clock 
effort was a strategy Gruber helped 
devise that pulled in leadership team 
members spanning the UK and US. 
While one team was working, the 

other could sleep and vice versa. It 
underscored for Gruber the importance of  using a global team 
not just in the area where they are located.

Another advantage for Pfizer was that Gruber’s team was com-
posed of  vaccine veterans with decades of  development experi-
ence. “We had the expertise that had been groomed for decades 
just for a moment like this,” he says. “I think that’s what lent itself  
not only to the speed but the quality that we were able to reach.”

As Gruber reflects on this watershed moment, he realizes the 
potential for the future. Pfizer intends to move forward with its 
influenza vaccine and is looking at other vaccine targets that 
would lend themselves to mRNA. 

“This should open up possibilities for a host of  other things,” 
he says. “Moderna is moving forward in other fields, and BioNTech 
is very interested in the oncology space. You could argue, had it 
not been for COVID-19, this type of  momentous breakthrough 
might have been a much longer time in coming. I feel very fortu-
nate to be at this time in history. It’s been a horrific year from a 
public health sense, but as far as advancing a potential tool, it’s 
been an extraordinary opportunity.” 

It was blood, toil, tears, 
and sweat. We were 

working pretty much 24/7

S
ou

rc
e:

 g
ut

ek
sk

7/
st

oc
k.

ad
ob

e.
co

m

 

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/


Pharma 50 33JUNE 2021 PHARMACEUTICAL EXECUTIVE

WWW.PHARMEXEC.COM

T ransitioning from a clinical-stage biotech to a com-
mercial-stage company with one of  the most in-
demand products in the world isn’t an easy task. 
Undergoing that transformation in less than a year 

is even more challenging. But that’s exactly what Moderna, a 
company that grew from about 830 employees in January 2020 
to more than 1,300 in January of  2021, has accomplished.

Shortly after FDA approved the company’s COVID-19 vac-
cine for emergency use authorization (EUA) on Dec. 18, 2020, 
it brought on Corinne Le Goff, PharmD, MBA, as its chief  com-
mercial officer. Le Goff, whose resume includes positions at 
Sanofi, Pfizer, Merck, Roche, and Amgen, was challenged with 
rethinking how to approach commercialization in a way as inno-
vative as Moderna itself.

“We became a global commercial organization from day one,” 
says Le Goff. “This is a massive undertaking. But at the same 
time, it’s exhilarating. We’ve built all 
the capabilities that allow us to serve 
broad geographies, ensuring pharma-
covigilance, ensuring regulatory pro-
cesses—everything that you need to 
commercialize a product successfully.”

Tasked with promoting the novel 
platform of  mRNA to the world, Mod-
erna had to rethink traditional ways 
of  commercialization. The methods 
used by big pharma over the past 50 
years or so didn’t make sense in the 
COVID environment.

“We have 14 programs that have 
entered clinical studies,” says Le Goff. 
“We are developing these programs in 
an accelerated way, because the mRNA 
platform allows us to do so. And because mRNA is an informa-
tion molecule, we believe there would be a much higher probabil-
ity of  technical success of  a drug starting in the clinic. For exam-
ple, our CMV (cytomegalovirus) vaccine uses exactly the same 
chemistry, the same formulation, and the same manufacturing 
processes as the Moderna COVID-19 vaccine.”

While Moderna spent the past 10 years building R&D and 
translational medicine capabilities, it was doing so with a full 

digital mindset. “We’re doing the same thing on the commercial 
side of  the organization,” says Le Goff. “It’s fully digitally 
empowered.”

Using the company’s accelerated development as a bellwether 
for progress, Le Goff hopes the decisions that facilitated the expe-
dited timeline to EUA will influence the 
future of  pharma. 

“What we have learned through COVID 
is first, this extraordinary collaboration 
between the regulators, the industry, aca-
demia, the government, which had never 
crystallized in such a way before. I think that’s 
a model to continue. There are so many other 
disease areas that we should address in that way,” she says. “And 
if  there is a path for accelerated approvals, if  there is a path for 
real-world data generation that would allow us to enhance the 

product profiles as we go, so really 
making sure that we can give access 
first to patients, I think that will be a 
model that we can bring forward. 
There are a lot of  very positive learn-
ings in the COVID experience.”

COVID has also prompted Mod-
erna to prioritize its communications 
strategy. While it is a young company 
that wants to be known and have its 
platform understood, instead of  
focusing solely on its own product, 
the company is committed to pro-
moting the vaccine in general. “The 
message [is] go out and get your vac-
cine, whatever vaccine, just go out 
and get your vaccine. We need to get 

ahead of  this virus,” says Le Goff. “We hope we can convey this 
message. We’ve been super vocal about it. We are working hand 
in hand with governments to make sure that immunization cam-
paigns are successful. We want to play our part in doing this.”

Concerned about vaccine hesitancy, Le Goff realizes the 
importance of  educating people about the vaccine and mRNA 
specifically. “We’re talking about an mRNA platform,” she says. 
“That’s a complicated word. How can you make it easy for peo-

Corinne Le Goff

Because mRNA is an 
information molecule, 
we believe there would 

be a much higher 
probability of technical 

success of a drug 
starting in the clinic 

Innovation in High Gear
Thrust into a commercial-stage company in just months, Moderna moves full steam ahead

By Elaine Quilici
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ple to understand what it is, that it’s safe, that it’s important for 
them so that they can resume a normal life and be with friends 
and family? There’s a lot of  education that needs to happen.”

Because of  the complex nature of  the immunization process, 
Moderna has engaged with a coalition of  partners to help. For 
example, the company established a partnership with Uber to 
help patients get to immunization centers. 
It also collaborated with Truepill, which 
provides immunizations at home for people 
who can’t move. “We have a number of  
other partnerships that we’re bringing 
under this umbrella of  partners,” says Le 
Goff. “I think that’s the way forward. 
That’s quite different from what the indus-
try has done in the past. You’ll see that 
Moderna will be innovative in every aspect 
of  what it does, including its commercial-
ization model and go-to-market approach.”

Le Goff joined Moderna just a month 
after EUA and had to jump right into action. She understood 
she had to create a commercial organization and all those capa-
bilities, but she also had to tackle the massive issue of  getting 
people vaccinated. 

Finding resources within Moderna and relying on the com-
pany’s network of  experience was extremely helpful. 

“I had to get up to speed very, very, very quickly,” she says. “I 
had not worked in vaccines before, and all of  a sudden I’m the 
head of  a commercial organization that’s a leader in vaccines 
now. [I appreciated] that the people who join the company have 

very broad expertise in a number of  areas, so it’s all new, but at 
the same time we can benefit from the experience we’ve had.”

As Le Goff  leapt from big pharma to Moderna, she was 
inspired by the company’s driving culture of  innovation. She 
notes a common characteristic of  the people who join Moderna 
is that everyone knows the industry inside out and they all want 

to build something different. “We’ve been 
around,” she says. “When you join Mod-
erna it’s because you are up for the adven-
ture. The idea is to build a disruptive com-
pany. And we’ve seen it all, so we know 
where it can be disrupted.”

While employees’ experience is deep 
and broad, it’s this mindset and agility that 
fuel innovation. Moderna is interested in 
establishing a path toward something that 
will completely disrupt and revolutionize 
medicine beyond vaccines—in oncology 
and other therapeutic areas as well.

Le Goff is proud to be a part of  a team that is “bold, curious, 
and relentless” and driven by the company’s mission. “It’s extraor-
dinary to be part of  providing a solution,” she says. “I couldn’t 
have hoped for a better role, frankly. We just want to do this and 
be successful and get ahead of  this virus. We don’t sleep a lot, and 
the concept of  weekend kind of  disappeared, but we’re all in it.”

She’s been so busy, in fact, that she still hasn’t fully settled in 
after her relocation from California to the Boston area when she 
came to Moderna. “I guess when I have free time, I’ll have to 
unpack some boxes,” she says. 

Moderna has engaged with several partners to help in the vaccine immunization effort for COVID-19.  

When you join 
Moderna it’s 

because you are up 
for the adventure
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J anssen/Johnson & Johnson made the decision to jump 
into COVID-19 vaccine development as soon as the first 
virus sequence was available. From then on, says Macaya 
Douoguih, MD, MPH, head, Janssen clinical develop-

ment and medical affairs, vaccines, it was an adrenaline-laden 
process. “We didn’t know at the time how the pandemic would 
evolve, but seeing what it has become today…this was the most 
unprecedented timeline for getting a regulatory status for any 
vaccine,” she told Pharm Exec. 

No stranger to vaccine development, Janssen’s Ebola vaccine, 
like its COVID-19 vaccine, is based on the J&J AdVac technology. 
Douoguih says, “Because [Ebola] was accelerated in a similar 
manner, it laid the groundwork for this pandemic preparedness, 
however, not quite to the global scale that we’ve seen for the 

COVID-19 pandemic. But it was the same 
way of  thinking—ignore the turnaround 
times for reviews and have open discussions 
to move things ahead.”

As Douoguih explains, the vaccine devel-
opment process is typically sequential. Infor-
mation that is needed for the next step is val-
idated in the previous step. Processes that are 
conducted in parallel risk potential failure, 

which can lead to a loss of  time, resources, and money. During 
these pandemic timelines, however, processes were conducted in 
parallel and in unprecedented ways, says Douoguih. “There were 
risks (manufacturing and nonclinical), and, fortunately, they 
panned out.”

Collaborating with the federal government and FDA was also 
key to crunching clinical development timelines. There were many 
open discussions with the regulators, at all times of  the day. Many 
uncertainties had to be managed to ensure that J&J could move 
swiftly into the efficacy evaluation of  its vaccine; on how the pan-
demic would evolve epidemiologically, and thus the need for pre-
dictive modeling to identify the geographic areas for the trial, 
especially regions that had the hotspots. 

“It was the most exciting and challenging thing I’ve had to 
oversee and execute,” remarks Douoguih. 

Douoguih was keenly aware of  the importance and criticality 
of  their work. “Just living and experiencing all the new restrictions 
for the pandemic and knowing that what we were doing was going 
to hopefully change the outlook in the future, couldn’t have been 

more important for me or for the company,” says Douoguih. “For 
everyone at J&J, no matter what their level of  seniority in the 
organization, they were willing to roll up their sleeves, and work 
on this and get things done. It reflects how we care about the 
world, and that we were committed to contributing to improve 
health and finding a solution for this pandemic.”

Even while immersed in vaccine development and getting only 
a “few minutes of  sunlight now and then,” she felt the pressures 
of  the external world at large—the COVID restrictions, job inse-
curity, colleagues that were homeschooling. “I’m just amazed at 
how people have dealt with all of  this over time,” she says. 

Moving forward, Douoguih reflects on the processes and tech-
nologies that were incredibly helpful during the pandemic; for 
example, how important partnerships are to achieving goals and 
how consortiums connecting on critical issues and making decisions 
can be effective. Other specific clinical trials processes include elec-
tronic informed consents and virtual visits. “There are more digital 
tools that have been piloted with smaller numbers, but now that 
we were able to deploy on a larger scale, I think that’s something 
we should continue, and it will also help toward our goal of  remov-
ing barriers to participation in clinical research,” says Douoguih. 

While there is still planned and ongoing work with the COVID 
vaccine that needs to be carried out, and with the goal to make 
J&J’s vaccine available globally, Douoguih’s overall workload has 
stabilized. It also means she can give more attention to the rest 
of  the portfolio, given COVID tapped leadership in terms of  
focus. “We are working on other vaccines that are very important 
and will make great contributions, we hope, in the near future,” 
she says. 

Personally, Douoguih maintained an attitude of  gratitude dur-
ing COVID, and that attitude is moving with her post-pandemic. 
She was able to visit some of  her family during the crisis, she was 
grateful for the times she could get outside to exercise or appreci-
ate the outdoors, and she appreciates what the loosening of  the 
pandemic restrictions brings. 

“If  I can take time to do things that I’ve put aside for a very 
long time, I appreciate it. I see now that life will return to what it 
was, and I can be patient,” says Douoguih. 

“My job is as meaningful as it’s ever been,” she adds of  the 
experience. “It was an honor to be able to be part of  one of  the 
many solutions that are available to people to combat this pan-
demic. That just makes me really happy.” 

Meeting the Crisis Head-On
Past lessons, strong resolve, and complex coordination propel J&J’s vaccine efforts   

By Lisa Henderson

Macaya Douoguih
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R egeneron’s monoclonal antibody therapy was one of  
the first therapies to enter the market to treat  
COVID-19. The treatment was used early in the pan-
demic and received emergency use authorization 

(EUA) by FDA in November 2020. REGEN-COV™ (casirivimab 
with imdevimab) was authorized to treat mild-to-moderate symp-
toms of  COVID-19 in non-hospitalized adults and adolescents 
(12 years of  age and older who weigh at least 88 pounds), and 
who are at high risk for developing severe COVID-19 symptoms 
or the need for hospitalization. 

As senior vice president, head, development operations and port-
folio management at Regeneron, Bari Kowal, has first-hand insights 
into how the pandemic impacted the company’s development and 
the positives that will come out of  the pandemic. 

Kowal says that early in the pandemic, Regeneron considered 
whether it could develop a potential treatment 
for COVID-19 using the same approach used 
for other emerging infectious diseases: antibody 
cocktails. This thinking centered on three areas: 
what kind of  antibody cocktail they needed to 
develop, how they would quickly plan the trials 
in a matter of  days—not months—and how to 
conduct and execute the studies efficiently. 

“It was groundbreaking to develop an anti-
body cocktail that quickly,” says Kowal. “There was a shared sense 
of  determination across the company to complete the analysis to 
get it from a concept to being authorized for emergency use by the 
US FDA.”

The company first worked on its IL-6 receptor antibody, sari-
lumab, as a potential COVID-19 treatment. “Although we didn’t 
see efficacy there, we ran those trials swiftly, which gave us a strong 
foundation for the monoclonal antibody cocktail,” notes Kowal. 
“We also presented our results from the monoclonal antibody trial 
to FDA, other regulatory agencies, and physicians.” That resulted 
in all parties having confidence in the safety and efficacy of  the 
therapy as a viable treatment for patients. 

There were key aspects that successfully guided Kowal, and 
Regeneron as a whole, through the pandemic. Kowal points to the 
company’s tagline: “Science to Medicine.” “Scientific rigor is at the 
heart of  what we do. We adapt rapidly, even in a remote environ-
ment,” explains Kowal. “We were already taking thoughtful action 
when we needed to, and we’ve always adapted rather nimbly to 
evolving situations and new data.” 

Specifically, Regeneron relied on flexibility; an end-to-end suite 
of  proprietary technologies for drug discovery, development, and 
manufacturing; and a sense of  urgency. 

These key items also came to bear on Regeneron’s non-COVID-19 
trials. “Managing our pipeline during the pandemic was undoubt-
edly not an easy task,” says Kowal. In January 2020, based on the 
early knowledge of  COVID-19 appearing in several countries out-
side the US, Kowal’s team put together an impact assessment.

“We could not have predicted what was coming, but we felt pru-
dent to plan for the best- and worst-case scenarios proactively,” says 
Kowal. The company checked drug depot locations and whether 
they were affected before COVID-19 impacted the US; the then-
current data to plan for additional supplies for existing trials; and 
employing decentralized tactics for other trials. 

While some studies at specific sites in countries with lockdown were 
paused, others began using the decentralized methods that weren’t new, 
but also weren’t utilized on an ongoing, consistent basis. “For example, 
as we look at home health, you can do a fair amount to treat patients 
remotely with a home nurse—such as drawing blood and virological 
sampling. We also used telemedicine when patients could not visit our 
sites and asked patients to record their symptoms using their own elec-
tronic devices,” explains Kowal. “I’m grateful to say the impact on our 
pipeline has been limited during this pandemic, and I indeed attribute 
that toward the planning that we did to prepare ourselves.” 

Now, moving forward, the preparation for the future begins. 
Kowal says, “I think this is a turning point for our industry and 
clinical trials. I have seen the industry as a whole recognize how we 
have progressed our trials at a speed that we hadn’t [had] in the past. 
With that being said, I don’t expect us to constantly be moving at 
the speed of  the pandemic in the future. I think that’s unreasonable 
for a standard trial, but I know we can take away key learnings on 
how to plan and conduct tests faster and be nimbler as an industry.”

For Regeneron, those lessons moving forward will provide easier, 
less costly, and more patient-centric ways of  trial execution. 

“For example, we’ve developed novel digital endpoints using wear-
ables to get information for our trials, which we hadn’t in the past,” 
says Kowal. This includes insoles to predict falls in skeletal muscle 
trials and pulse wave analysis to predict heart failure—technologies 
that foster real-time data. Remote monitoring to take advantage of  
its transparent data flow is also on the immediate table. 
— Editor’s Note: This article originally appeared in a Q&A format, conducted 
by Moe Alsumidaie. https://www.appliedclinicaltrialsonline.com/view/inside-
regeneron-s-monocolonal-antibody-development

Scientific Rigor, Urgent Action
Inside Regeneron’s monoclonal antibody development to treat COVID

Bari Kowal 
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Event Overview
Patient adherence remains a major challenge in the 
pharmaceutical industry with only 50% compliance at an 
industry level. Novel digital therapeutics that focus on 
changing patient behavior to improve health outcomes 
are increasingly playing an important role in healthcare. 
This webcast introduces the concept of Digital 
Combination Therapies and explains how traditional 
medicines can be digitized and coupled with digital 
solutions to help improve patient outcomes.
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can they impact patient outcomes?
•  How are smart medicines coupled with digital 

companions to create “digital combination therapies”?

Who Should Watch
•  C-Suite Executives, Pharmaceutical Brand Leads, 
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A nu Osinusi, vice president, clinical research, hep-
atitis, respiratory, and emerging viruses at Gilead 
Sciences, was alerted to a “mystery pneumonia in 
China” on Dec. 31, 2019. Osinusi and her research 

colleagues wondered if  this could be a coronavirus and if  the 
antiviral medication remdesivir, which Gilead had invented 
many years earlier and had tested in preclinical models against 
other coronaviruses, could be of  any help. The drug (marketed 
as Veklury) gained worldwide attention as an investigational 

treatment in development for Ebola during 
the West African outbreak of  that disease in 
2014–16. 

“Once it was confirmed we were dealing 
with a coronavirus, we swung into action and 
very quickly started up a development pro-
gram,” Osinusi told Pharm Exec. “We also had 
to step up the manufacturing process as it was 
important to move fast and we couldn’t wait 

to do things in the sequential way of  
traditional drug development.” 

Running clinical trials in the middle 
of  an unprecedented pandemic for a 
newly identified disease “is extremely 
complicated, to say the least,” says Osi-
nusi, but she adds that the Gilead team 
“wasn’t paralyzed” by the uncertainty 
of  the situation. 

The company’s strong footprint in 
virology has seen it build networks and 
relationships with experts in academia, public health, and the 
healthcare sector over several decades; Osinusi and her team were 
able to quickly leverage this expertise without losing momentum.

When some of  the animal data came back suggesting that 
remdesivir might work against COVID-19, Osinusi was hopeful 
they were on the right track; by June 2020, trial results showed 
that a five-day treatment  course of  remdesivir resulted in sig-
nificantly greater clinical improvement in hospitalized COVID 
patients than treatment with standard of  care alone. Following 
an emergency use authorization (EUA) in May 2020, FDA 
approved remdesivir for the treatment of  hospitalized adults and 
pediatric patients 12 years of  age and older weighing at least 88 
pounds for COVID-19; and amended the existing EUA for treat-

ment of  COVID in hospitalized pediatric patients under 12 years 
of  age or weighing less than 88 pounds. Remdesivir has since 
been approved or authorized for temporary use as a COVID-19 
treatment in around 50 countries worldwide. 

However, there are still some unanswered questions and unmet 
needs to address, says Osinusi. 

“We are working to generate efficacy and safety data in addi-
tional patient populations with the goal of  expanding access to 
remdesivir to new patient groups such as children, those who are 
pregnant or have severe kidney injury,” she explains. “We’re also 
focused on trying to develop therapies that are more convenient 
for patients with COVID-19 who are not hospitalized, recogniz-
ing that an intravenous therapy is not the easiest to administer to 
outpatients. We know, for example, that physicians and providers 
would love the option of  a therapy that could be self-administered 
by the patient in their home.”

Many lessons have been learned during the pandemic, says 
Osinusi, not only in pharma, but in all aspects of  the healthcare 

setting, and there have been a wealth 
of  innovations, from those in diagnos-
tic testing to supply chain and manu-
facturing processes. 

“I’m hoping we take some of  what 
we have learned from those innova-
tions and new partnerships we’ve 
forged and translate it into drug devel-
opment going forward, making it more 
efficient and faster so we can get to the 
answers quickly but with the same 

expected high standards and scientific rigor,” she says.
Osinusi is proud of  how Gilead “came together as a company,” 

and of  her team’s passion, dedication, and commitment “in the 
middle of  this chaos we were all living in” to move things forward 
on remdesivir. But hearing back from patients and their families 
and loved ones remains the greatest motivator, she explains. 
“Keeping patients first is our North Star and our cultural ethos,” 
says Osinusi. “At the end of  the day, it’s someone’s brother, or 
sister, mom, or dad that will be the recipient.” 

Future generations will talk about and study this pandemic, and 
“for us to have been a part of  it and to have had the chance to 
make a difference is a unique privilege,” she says. “Being part of  
the solution—that’s really what keeps us going day and night.” 

Betting on Its Base in Virology
How Gilead readied remdesivir for the COVID challenge   

By Julian Upton

Anu Osinusi

We’re also focused on trying 
to develop therapies that are 
more convenient for patients 

who are not hospitalized 
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A s biopharmaceutical companies eye product launches 
in a commercial environment that has been trans-
formed by the COVID-19 pandemic, they must 
adjust their launch preparations to account for a 

more complex, fragmented, and dynamic landscape. The chal-
lenges, as we see it based on our commercial effectiveness work 
with biopharma companies, are threefold.

THE CHANNEL EXPLOSION
Like many of  us, healthcare providers (HCPs) now conduct their 
business in many locations and settings. While some patient visits 
are face-to-face, the use of  telehealth has increased significantly 
during the pandemic. Similarly, HCPs’ 
interactions with biopharma sales reps 
may be in person, but increasingly hap-
pen via video, text message, and email. 
HCPs and patients alike access infor-
mation and take action via various plat-
forms and channels today. As a result, 
biopharma companies must navigate 
(and create custom messaging and 
materials for) an ever-expanding mix 
of  sales and marketing channels to 
engage prescribers.

THE LOCAL FOCUS
Significant differences continue to 
exist between therapeutic areas, 
geographies, and health systems 
when it comes to rep access, physi-
cian engagement preferences, market 
access, and more. As a result, bio-
pharma manufacturer’s commercial 
strategies may have to differ meaningfully from territory to 
territory or from team to team. Companies must put in place 
sophisticated data management, timely reporting, and 
advanced analytics infrastructures to facilitate this local cus-
tomization of  commercial efforts.

THE KEYS TO LAUNCH SUCCESS TODAY
During a product launch, a company has a small window dur-
ing which to make an impact and earn an ROI on drug devel-
opment efforts. This has always been the case, but ensuring a 
successful product launch is more complex today due to the 
challenges outlined earlier. With these three challenges in mind, 
what can biopharma commercial leaders do to ensure success-
ful launches in today’s dynamic environment? We see a few 
keys to success:

Invest early in HCP relationships. Too often, bio-
pharma companies launch with high expectations but overlook 
pre-launch relationship-building with HCPs. This effort is 

crucial to maximizing uptake of  a 
new product—especially a first-of-its-
kind therapy.

We recently did a post-launch pro-
motional impact analysis for a drug 
manufacturer that revealed that the 
physicians the company engaged with 
before launch were far more reliable 
prescribers than those they didn’t con-
nect with until after launch. This 
might seem like an obvious conclu-
sion, but we see many companies 
neglect this crucial pre-launch rela-
tionship-building.

Companies must lay the ground-
work for eventual product promotion 
by engaging with HCPs pre-launch. 
This engagement can include educa-
tion about the disease state and infor-
mation-gathering around office pro-
tocols and promotional preferences. 

This early relationship-building effort can help a team hone 
its target list and create tailored outreach plans that drive 
launch success.

Account for a wide array of  scenarios. In today’s frag-
mented environment, commercial teams should deploy 

Companies must put in 
place sophisticated data 

management, timely 
reporting, and advanced 
analytics infrastructures 

to facilitate local 
customization of 

commercial efforts

KEVIN FRYMIRE 
Partner

DAN SCHULMAN
Partner

DAVID LAROS
Vice President of Digital Strategy, 

Analytics, and Insights

All with Beghou Consulting

Staying the Course
Double Down on Launch Agility 
In today’s fragmented commercial environment, navigating a more 
complex set of challenges while adapting new approaches to product 
launch is critical for biopharma brand teams  
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advanced analytics-based scenario testing (using methods like 
Monte Carlo simulations) to understand potential ranges of  
outcomes across geographies, HCP and account segments, 
health systems, etc. This effort will help teams create more 
accurate forecasts and set appropriate sales goals. From there, 
propensity and preference analyses can help teams uncover 
HCP preferences and optimize targeting, segmentation, and 
sales force size and structure. 
Advanced analytics fuels these 
efforts and the tailored omnichan-
nel marketing approaches bio-
pharma companies must deploy 
today to effectively engage HCPs.

Redefine sales team role. 
Are the skills your sales reps need 
today the same as they were 15 
months ago? Probably not. So, 
build a sales force that includes the 
full array of  skills needed to sell in 
today’s more complex environ-
ment. Face-to-face sales skills 
remain important. But reps must 
also be adept at digital promotion 
and comfortable navigating vari-
ous promotional touchpoints with 
physicians. 

Sales leaders should take a hard 
look at the skillsets they have on 
their teams and ensure reps are equipped to address HCPs’ 
evolving promotional needs and preferences.

Alongside this role redefinition, biopharma manufacturers 
should consider their incentive compensation structures. As 
HCP engagement continues to evolve, companies could con-
sider rewarding reps for the results of  digital efforts. For exam-
ple, could a company embed a management by objective (MBO) 
tied to email open rates or click-throughs into an incentive 
compensation plan? A company would need to carefully mea-
sure results tied to this MBO and properly implement it to 
ensure it drives the right behaviors and fairly impacts compen-
sation. But as sales forces’ responsibilities grow and sales prac-
titioners become more diversified in their skillsets, companies 
must match what they are asking of  their reps by innovating 
on the incentive compensation front.

Consider appointing an “engagement QB.” The 
importance of  “breaking down silos” is an age-old business tru-
ism, but it’s crucial in the dynamic launch environment bio-
pharma companies face today. With so many potential touch-
points with HCPs, sales and marketing teams must collaborate 
closely to align messages, oversee and track interactions with 
HCPs, and share insights.

A key enabler of  this collaboration is robust and easy-to-use 
technology. All the customer intelligence a company has must 
be accessible across the commercial team. Key stakeholders 

across commercial operations should be able to easily see 
touchpoints with HCPs, HCP profile information (such as hos-
pital affiliations and group purchasing organization relation-
ships), and prescribing behavior. If  data isn’t integrated and 
well-organized in a powerful and easily navigable platform, it 
will be difficult for sales reps to agilely adjust to changing cir-
cumstances and customize outreach to HCPs.

A biopharma company can 
also improve collaboration by 
appointing an “engagement QB” 
to oversee the various sales and 
marketing touchpoints with 
HCPs and ensure insights derived 
from advanced analytics efforts 
make their way to the various 
teams delivering promotion to 
HCPs—from the sales force to 
the marketing team to digital 
agencies and vendors. This QB 
could reside on the sales or mar-
keting teams, depending on the 
needs and existing structures of  
the organization, but, to be effec-
tive, the QB needs the endorse-
ment of  the company’s most 
senior commercial executive. No 
matter where they reside, the QB 
would ideally bring together the 

various threads of  a company’s commercial efforts and help 
the organization think in a creative and innovative way about 
how to maximize HCP engagement across channels.

EMBRACE DYNAMIC LAUNCH
Biopharma companies can embrace the dynamic nature of  
product launches today by working to create more agile launch 
plans. Enable these agile launch plans by perfecting funda-
mentals (e.g., data management, relationship-building), break-
ing down silos within a commercial organization, and strate-
gically incorporating advanced analytics techniques into 
launch efforts. 

Like what you’re reading? 
Subscribe to our newsletters!

Sales leaders should  
take a hard look at the 

skillsets they have on their 
teams and ensure reps are 
equipped to address HCPs’ 

evolving promotional  
needs and preferences
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Three Ways to 
Overcome Any 
Market Challenge
Pandemic-reinforced principles of successful drug launch

Imagine launching two prescription therapeutics during an 
unforeseen global pandemic that shut down the entire 
world. As we all know, that was the reality for a number of 
biopharma companies, including ours, just over a year ago.

It was a reality that might have prompted some to recommend 
pausing one launch and postponing a second one altogether. But, 
because everything VYNE Therapeutics does is rooted in putting 
the patient first and solving therapeutic challenges, the thought 
of delaying game-changing products 
wasn’t an option. Pressing ahead was the 
only route to take.

How did we do it? By grounding our-
selves in empathetic leadership and, 
perhaps most importantly, by approach-
ing the impact of the COVID-19 pan-
demic like we would any other market 
challenge.

Getting there wasn’t easy, but there 
were three key ingredients that laid the 
groundwork and helped us get there.

 
MINDSET
Whether it’s a global pandemic, a new 
market competitor, or an unexpected supply disruption, approach-
ing an obstacle from the perspective that it is just another market 
challenge can set the stage for success and change the trajectory 
of any situation.

When most of  the country was locked down, as we were just 
weeks into the launch of  our first product, we first made sure our 
people were safe. Then, we as a company, dug into our respective 
disciplines to figure out how to address each challenge we knew 
we were facing.

For example, the now-grounded sales team was asked to reimag-
ine their jobs given the constraints. How would they reach health-
care practitioners? What new tools or additional training did they 
need to be successful?

DATA
Investing in data and their infrastructure before you need them 
means you not only have more options, but you also have the 
ability to pivot if  you need to. Having volumes of  data, however, 
is only one part of  the equation—knowing how to use them is 
the other.

Because we had already invested in at least three-plus years of  
longitudinal claims data and analytics strategy, we were able to 

immediately drill down into our dataset 
while overlaying it with real-time infor-
mation to help us learn and predict mar-
ket outcomes.

It came down to knowing how to 
heavily lean into the data when you need 
to and being open to letting data influ-
ence your approach.

ADAPTABILITY
Having the right mindset, combined 
with the right data, is key to addressing 
a market challenge, but they are both 
meaningless if you can’t execute in a 
timely manner.

Being a nimble company worked to our advantage because 
we were able to make quick decisions during each changing 
moment of  the pandemic. Taking that approach and instilling it 
across the team empowered us to adapt our tactics as the situa-
tion was changing.

This became increasingly important as different geographic 
areas started to operate under different guidelines. It wasn’t, and 
couldn’t be, a one-size-fits-all approach. The market conditions 
during the pandemic weren’t uniform across states or counties, 
and healthcare practitioners and patients had different circum-
stances and policies as a result. It was critical we took this into 
account and treated each situation uniquely as we developed 
our solutions. 

It came down to knowing 
how to heavily lean into 
the data when you need 

to and being open to 
letting data influence 

your approach
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For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com

Life sciences organizations have invested heavily in 

developing AI solutions but face numerous challenges 

in scaling and adoption. When asked to identify the top 

challenges with leveraging AI/ML, 30% of life science 

organizations have difficulty identifying AI-ML use cases and 

18% are challenged to prove business value of their AI-ML 

solutions. The statistics showcase some of the obstacles 

including that users won’t leverage insights they don’t trust. 

Explore how Decision Intelligence can be used for structured 

discovery of business-critical decisions and understand how it 

influences improved decision support across user workflows. 

Discover strategies to address internal cultural biases 

and heuristics to gain trust and buy in so users across the 

organization can arrive at smarter decisions faster. 

Key Learning Objectives

• To explore how Decision Intelligence can be used for 

structured discovery of business-critical decisions and 

understand how it influences decision support across user 

workflows. 

• Learn how you can address internal cultural biases and 

heuristics to gain trust and buy in so users across the 

organization can arrive at smarter decisions faster.

• Discover how to effectively target AI/ML to add the 

greatest value across an organization
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