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All About Access
Brand-reach best practices highlight our coverage

This month is our annual Product Launch issue, where we choose five 
brands that launched within the previous 12 months to highlight a 
unique aspect of the brand that has heavily influenced its launch 
planning and trajectory. For MJH Life Sciences, the largest privately 

held healthcare media business in North America, we have numerous health-
care brands and services that reach specialty HCPs every day. Be it ophthal-
mology, oncology, cardiology, psychiatry, rheumatology, neurology, or urology, 
HCPs are in constant need of information about developments in approved 
pharmaceutical drugs, as well as those in the pipeline, so they can stay informed 
on cutting-edge treatments for their patients. 

It is no surprise to the readers of Pharmaceutical Executive that reaching phy-
sicians in a myriad of informational ways is a primary goal for market access 
and sales and marketing strategies. How do you best reach HCPs in omnichan-
nel outreach is an evolving discussion. However, new barriers or opportunities, 
depending on which side of the coin you want to choose, are always part of a 
brand launch.

For example, in his column on page 10, Senior Editor Fran Pollaro positions 
that the pace of large health systems acquiring group practices has downstream 
effects to both treatment or prescription choices and sales rep access. On page 
24, Editor Mike Hollan tackles the rate of prescriptions in a post-COVID world, 
with insights from Editorial Advisory Board member Murray Aitken, executive 
director of the IQVIA Institute for Human Science. In an article on page 27, 
the author explores how benchmarks can be leveraged to help brand leaders 
navigate launch with speed and agility. And page 29 offers evidence from FDA 
that manufacturers who have adopted continuous manufacturing have short-
ened their time to FDA approval and their time from approval to product launch. 

All of these articles inform the importance of deep planning, looking at all 
angles of access, and, essentially, the best ways to get a new brand to existing 
and, in many cases, untapped patient populations currently suffering from a 
chronic or life-threatening disease. 

Mike Hennessy Jr
President and CEO 

of  MJH Life Sciences®
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B ut in today’s climate, more and more biotechs seem 
to be breaking this mold and are venturing out to per-
form their own launches. To bring it back to COVID 
vaccine development, rising biotech Moderna chose 

not to partner with a larger pharma company in order to com-
mercialize its vaccine across the globe.

According to a February 2021 McKinsey & Company report, 
first-time launchers account for more than 25% of  all new molec-
ular entities submitted to FDA since 2016. The share of  launches 
by first-time launchers has more than tripled over the past decade. 
And the firm estimates that 22 of  the 39 estimated blockbuster 
launches forecast to emerge between 2021 and 2025 will be by 
first-timers—that’s 56%. In the years 2016–2020, it was just 20%.

In my June 9 article titled “Is the C-Suite Getting Inflated,” I 
discussed the talent opportunities at biotechs, whereby C-suite 
titles could be used as a draw to attract rising execs professionally 
stalled amid the hierarchy of  Big Pharma. To wit, shortly after 
FDA approved Moderna’s COVID vaccine for emergency use 
authorization, it brought on Corinne Le Goff, PharmD, MBA, as 
its chief  commercial officer (featured in our June 2021 issue). Le 
Goff, whose experience included positions at Amgen, Roche, 
Merck, Pfizer, and Sanofi, was able to bring her commercializa-
tion credibility to the blossoming biotech.

As the Pharm Exec staff assembled this month’s issue featuring 
the top product launches of  the past year, we considered drugs from 
both biotech and Big Pharma. No matter who was behind them, 
these five launches were chosen for their ability and potential to 
move their respective markets. This year, we bring you the stories 
behind Novartis’ Leqvio (inclisiran), Lilly’s Mounjaro (tirzepatide), 
Idorsia’s Quviviq (daridorexant), Roche/Genentech’s Vabysmo 
(faricimab-svoa), and Argenx’s Vyvgart (efgartigimod alfa-fcab). 
Each had its own challenges to face, each had its own niche to fill. 
But overall, all are forecast to bring a marked benefit to society. 

When I returned to Pharm Exec in the summer of  2019, this 
annual feature was the first one I worked on. The innovation and 
potential impact contained in these noteworthy products is always 
enlightening. With this issue, it seems as though things have come 
full circle for me. It’s with mixed emotions that I report this will 
be my last issue of  Pharm Exec as editor-in-chief. As I transition to 
a more flexible freelance work lifestyle, I hope to continue col-
laborating with many of  you. It’s been an honor to listen to some 
of  the smartest people I’ve ever met and share their stories in order 
to enrich the professional lives of  our readers. While being in 
pharma is all about the patients, being in publishing is all about 
our audience. So thank you for all your support and feedback dur-
ing my time at Pharm Exec. It’s been a pleasure to serve you. 

Where Innovation Meets 
Commercialization
Biotechs have long been considered the idea incubators with their 
innovative R&D, while Big Pharma has been known for having the 
commercialization ability to bring those ideas to fruition—think 
BioNTech and Pfizer’s partnership to develop a COVID-19 vaccine.
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JILL WECHSLER
is Pharmaceutical Executive’s
Washington Correspondent.  
She can be reached at
jillwechsler7@gmail.com

Despite extensive opposition from biopharmaceutical 
manufacturers, Democrats in Congress pushed 
through legislation authorizing Medicare to reduce 
reimbursement for certain pricey medicines and to 

limit annual increases in drug prices. The $740 billion Inflation 
Reduction Act (IRA) of  2022 (HR 5376), moreover, will lead to 
significant changes in the design of  drug benefits for seniors incur-
ring high costs, shifting much of  the liability to pharma companies.

The drug and health provisions are part of  a broad package 
of  reforms in energy and tax policy designed to combat global 
warming and to boost taxes on large corporations and wealthy 
individuals. Republicans unanimously rejected the entire pack-
age, painting the Democrats’ plan as inflationary and fiscally irre-
sponsible. But with all Democrats backing the reforms, the Sen-
ate was able to approve the measure in early August, and the 
House followed suit a week later to seal this important political 
victory for the Biden administration. 

The prescription drug provisions in the bill will largely affect 
adults over age 65, as Senate rules blocked the application of  
certain cost controls to individual pharmaceutical sales and to 
health insurance provided through the market or employment. 
Commercial plans will not gain from provisions that penalize 
pharma companies for raising prices each year higher than infla-
tion or from a cap on patients’ insulin outlays at $35 a month. 

One boon for health plans and consumers, though, is the provi-
sion in the legislation that extends subsidies for payers under the 
Affordable Care Act (ACA). This delays for an additional three 
years premium increases for some 13 million individuals who cur-
rently receive discounted coverage for health insurance provided 
through Obamacare state and federal exchanges. These subsidies 
were authorized during the COVID-19 pandemic and are set to 
expire this year without the added $64 billion authorized here to 
continue the cost reductions in premiums for three more years. 

MAJOR REFORM
The changes affecting Medicare drug benefits, however, are sig-
nificant and calculated to save the government $100 billion over 
10 years—but not the $460 billion calculated in earlier reform pro-

posals. The legislation would cap out-of-pocket drug costs for Medi-
care beneficiaries at $2,000 a year beginning in 2025, a provision 
likely to benefit more than one million seniors, possibly up to three 
million as more costly therapies come to market. This measure is 
part of  broader changes in the design of  the Medicare Part D pro-
gram, which also eliminate the coverage gap and require manufac-
turers to shoulder a much larger portion of  the costs of  drugs pre-
scribed for high-use seniors. Pharma companies also would have 
to pay large “rebates” or fees to the government if  prices on drugs 
and biologics increase each year beyond the rate of  inflation. 

Most notable is the provision authorizing Medicare price nego-
tiations on certain costly medicines, the holy grail in health ben-
efit reform for many Democrats for decades. Starting in 2026, this 
highly contentious provision will permit Medicare to negotiate 
prices on 10 expensive and widely used drugs near patent expira-
tion date, expanding to 20 drugs annually by 2029. If  the manu-
facturer rejects the Medicare price, it would pay a hefty fee to the 
program, a process that industry has challenged for being closer 
to price controls than to negotiations. 

LIMITING CURES?
The Pharmaceutical Research and Manufacturers of  America 
(PhRMA) led a massive assault on the proposal, with nonstop TV 
and radio ads predicting long-term harm to patients and the health-
care system. Similarly, the Biotechnology Innovation Organization 
(BIO) has kept up a steady stream of  warnings that Medicare drug 
regulation would limit access to many important drugs and result 
in fewer new cures for patients. PhRMA President Steven Ubl has 
suggested that industry may file suit to block negotiations and will 
challenge new rules as Medicare moves to implement the new policy. 

Less visible were similar objections from the generic drug indus-
try to the Medicare price negotiations. The Association for Acces-
sible Medicines (AAM) pointed out that the likely brand candidates 
for spending limits will be widely used, expensive medicines just as 
they become eligible for generic competition. Consequently, nego-
tiations that lower list prices will leave less room for generic makers 
to offer lower-priced alternatives that are profitable, and very little 
incentive for multiple copycats to move into the market. 

New Legislation 
Overhauls Medicare 
Drug Pricing, Benefits
Pharma loses battle to block price negotiations
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Maximize Your Marketing 
Initiatives with a 
Little Peripheral Vision 
The advantages of looking beyond a category-centric approach

You are launching a new wound-closure pharmaceu-
tical brand or managing its market trajectory post-
launch. You study the playbook for surgical center/
clinic marketing:

1. Speak with KOL surgeons to get their guidance
2. Demonstrate the features/benefits to clinical physicians/staff
3. Don’t forget the surgical nurse, who is a key influencer
You’ve run the plays, yet you still have a lower share than com-

petitors. Where should you look for ways to better succeed? You 
change the messaging based on qualitative research with your 
target customers, but still things don’t budge. It turns out that the 
answer to the riddle didn’t come from the playbook for surgical 
devices; it came from a review of  best practices in oncology.

LATERAL THINKING: THE SECRET WEAPON          
HIDING IN PLAIN SIGHT
First, let me say that playbooks are a proven way to launch and 
manage brands in any given therapy area. However, in some cases, 
seeing new opportunities may lay outside of  a category-centric 
approach. Lateral thinking—looking for answers in the unusual 
places—is an imbedded discipline for consumer and B2B market-
ing. Rarely do healthcare marketers avail themselves of  this tactic. 
In the marketing scenario outlined above, the brand and its com-
petitors were all relying on data from the clinical studies, which 
showed parity efficacy. Clinical trials, by their very nature, are closed 
environments with a limited number of  patients. How brands 
behave in the real world could end up being more convincing. Such 
a behavior is common in the field of  oncology, where many doc-
tors—while cognizant of  trial data—pay closer attention to nuances 
in their own practices, often trying them out in different scenarios 
regardless of  treatment guidelines. Real-world data showed that 
some wound-closure brands were actually more efficacious based 
on in-line use. Fortunately, the brand in question was one of  them.

WHO MAKES UP THE MARKETING TEAM IS               
A KEY TO THE WIDE-ANGLE LENS
Most often, those responsible for a brand’s success have the same 
category background—a real plus for knowing what works and 

what doesn’t historically. Adding a non-category expert may make 
all the difference. Sounds counter-intuitive? Let’s look at one 
company that made lateral thinking an essential protocol. A Big 
Pharma manufacturer decided to put a marketer with expertise 
in psychology on the launch team for a non-opioid prescription 
pain medication. Throughout the launch planning, the psychol-
ogy expert brought insights to the team that they might never 
have considered. Both conditions have no tests to assess efficacy 
and tolerability. They rely on the subjective responses of  patients. 
Since the patients are the data, the pain medication team shifted 
their marketing budget more toward DTC promotion, just as it 
was done for the psychiatric brand. One blockbuster brand in a 
different disease category helped build another blockbuster brand.

IN-LINE BRANDS MAY NEED LATERAL              
THINKING THE MOST
Once a brand is launched, market dynamics take over, potentially 
thwarting the proven plays. Also, the focus is on how well the brand 
is doing according to forecast, rather than on how much better it 
could be. Sure, there are risks associated with changing a marketing 
plan using tactics from a different playbook. But there is also the 
risk of  not exploring routes beyond the category. In-line brands are 
under constant challenges: new entries, new indications with a dif-
ferent set of  players, and unforeseen events from seismic shifts in 
the doctor/patient relationship. For example, it’s widely known that 
women dislike routine pelvic exams, and the cold metal products 
involved. However, Ob/GYNs consider such an aversion part of  
the wellness process, and in doing so, further alienate their patients 
who don’t feel that the discord is recognized. So, the in-line manu-
facturer of  a gynecological device that was plastic fielded a Harris 
poll with healthy women. Such a large-scale research tool is com-
mon in the world of  consumer goods, but rarely (if  ever) employed 
in the healthcare space. The data not only enlightened the doctors, 
but also shifted market share in favor of  the plastic device.

If  you’re looking for a way to overcome barriers to greater 
success, and are just not finding the answers, then maybe it’s time 
to look to the left, look to the right, and seek resolution from a 
different therapeutic category. 

STEPHEN PIOTROWSKI
Managing Director,
The Agency Network at   
MJH Life Sciences

Brand Insights - Thought 
Leadership from 
Marketers | Paid Program
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REFLECTOR
is Pharmaceutical Executive’s
correspondent in Brussels

The announcement of a new EU plan for wider sharing 
of health data has won endorsement from across the 
health community—but this is sensitive territory, so 
unsurprisingly the detailed reactions vary widely, 

depending on whether it’s industry, patients, or healthcare profes-
sionals doing the talking. 

Predictably, pharmaceutical companies in this familiar battle-
ground are keen to get their hands on as much data as possible 
to further their own product development plans. Equally predict-
ably, patients and doctors tend to focus on protecting privacy 
and ensuring data security. What is surprising this time round 
is that the proposal has prompted the expression of strong opin-
ions on a previously unexplored area of health-data sharing: How 
far should drug firms share their own data with the wider world? 
The answer, to judge from industry comments, is “not very much.”

The debate has been triggered by a formal proposal for EU 
legislation, with the unexceptionable aim of bringing EU rules into 
line with the opportunities and challenges of the digital world. The 
so-called “European health data space” will, according to the EU, 
promote safe exchange of patients’ data and give citizens control 
over their health data, and will also “support research on treat-
ments, medicines, medical devices, and outcomes.” The envisioned 
framework is intended to “encourage the access to and use of health 
data for research, policymaking, and regulation, with a trusted 
governance framework and upholding data-protection rules,” as 
well as supporting digital health services and clarifying the safety 
and liability of artificial intelligence in health. It is an agenda more 
remarkable for its scope than for its originality, in that it largely 
mirrors what has been obvious for a decade and more as the devel-
opment of digital technology has accelerated. Consequently, the 
bulk of the reactions follow a similar pattern, welcoming the pos-
sibility of more standardized procedures and common specifica-
tions to overcome Europe’s current legal and technical fragmenta-
tion, opening the way to exploiting neglected treasure-houses of 
data that can lead to better care and faster innovation.

Industry bodies, avid for easier access for secondary use, are 
energetically enthusiastic about the prospect and urge streamlin-
ing of regulations to “stimulate innovation to the benefit of EU 

competitiveness,” as the European Confederation of Pharmaceu-
tical Entrepreneurs (EUCOPE), representing smaller innovative 
drug firms, puts it. The major industry body, the European Fed-
eration of Pharmaceutical Industries and Associations (EFPIA), 
claims that 80% of data produced by health systems “is not put 
to work” and is offering its own solutions to “unlock its potential 
to bring the best medicines and healthcare to patients.”

The caution comes predominantly from the classic providers 
of data: “Patients are generally willing to share their data for 
research, policy, and public services, particularly if they feel that 
there is a public benefit in doing so and if they are able to control 
and monitor access to their data,” explains the European Patients’ 
Forum. “Data should only be made available when pseudony-
mized, and when the citizen is actively and clearly informed 
about it,” insists AIM, one of the main payers of healthcare in 
Europe. Other healthcare payers warn against giving away data 
too easily so that drug firms can exploit it commercially. Euro-
pean doctors insist on the supremacy of medical confidentiality 
and professional secrecy obligations “which the processing activ-
ity for secondary use must not overrule.”

What’s new to this legislative debate, however, is this: The new 
rules “must give clearer assurances on the conditions for sharing 
data, including around how intellectual property and trade secrets 
will be protected when data is requested” from pharmaceutical 
companies, says EFPIA. The industry body is deeply concerned 
that its members will be required to share clinical trial data and 
real-world data from registries, electronic health registries, and 
non-interventional clinical trials. Johnson & Johnson says the suc-
cess of the legislation will depend on balancing data access and the 
responsibilities of sharing data “while protecting trade secrets and 
IP.” Therefore, there must be clear assurances around how its own 
data will be protected when requests are made of it. By no coinci-
dence, GSK, Roche, and others have piled in with similar demands.

It is not hard to grasp the logic of this concerted industry posi-
tion. But this debate is going to play out in a public arena—and 
it will be difficult for an industry seeking easier access to other 
people’s data to win hearts and minds with a demand for excep-
tional immunity of its own data. 

How Much Data 
Does Pharma 
Want to Share?
And, in equal measure, patients and doctors—as EU mulls new rules 
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Tricks for Navigating 
The ‘Talent War’          
In Life Sciences
How companies can adapt to today’s fast-changing hiring climate  

I recently spoke with Fred Skinner, chief  human resources 
officer at Eversana, about the current situation around hir-
ing and retaining employees that some are calling “The 
Great Resignation.” He preferred to call it the “talent war,” 

as he feels that’s more accurate.
“The salary fluctuation is crazy,” he says. “It’s slowed down, but 

we were seeing people get offers for the same roles 40% more than 
what they were making, which was the benchmark a year ago.”

While signs show that the Great Resignation is slowing down, 
leaders are still dealing with the lingering effects. Employees’ views 
on work changed over the past two years. According to Skinner, 
he’s had to solve for two problems: more competition during the 
hiring process and retaining employees already working for 
the company. 

“There’s a huge retention issue,” he says. “You look across our 
organization and there’s going to be some variability. At our India 
organization, turnover has historically been at 6%, including vol-
untary and involuntary turnover, which is amazing. There’s prob-
ably about 600–800 folks in India right now working at Eversana, 
and turnover has jumped up to right around 15%, so it’s more 
than doubled.”

As Skinner explains, the pandemic put pharma in the lime-
light, and that resulted in new innovations, especially in the “new 
go-to-market approach” for rare disease drugs. This resulted in 
a “need for talent in all of  pharma,” which created huge demand 
for workers, making it harder to fill positions after employees leave.

Companies need to adapt to the situation in order to appeal 
to candidates. Skinner discusses the issues that are important to 
potential hires. Obviously, money is at the top of  many workers’ 
lists, but they often care about more than that. “We really pull on 
the things that are beyond salary, like the growth and culture that 
we have, diversity, inclusion, flexibility, and purpose is a big one, 
especially in the pharma space,” Skinner explains.

COVID changed the way candidates view certain aspects of  
work, and Skinner doesn’t expect things to go back to the way they 
were before. For example, one of  the areas where he sees the most 
turnover is with virtual employees. He believes that since they work 

remotely, they don’t build the same sense of  community and con-
nection with the company and colleagues as in-office employees do.

When it comes to attracting new workers or keeping existing 
ones happy, Skinner stresses that there’s one important aspect of  
work that often gets overlooked: allowing people to actually do 
their jobs with as few complications as possible. As companies get 
bigger, they tend to add more bureaucracy and ambiguity, he 
explains. This makes performing the designated job requirements 
more difficult for workers, which can be a reason why they start 
looking for other employment opportunities. “We worked really 
hard to keep it simple and hire great people and trust them to do 
awesome work,” says Skinner on Eversana’s philosophy.

When trying to fill new roles, Skinner says it’s not uncommon 
to find candidates that have multiple offers on the table. Often, 
smaller companies find themselves competing against larger ones 
for the same candidates. As more workers shift to remote jobs, 
companies can search for candidates in new markets but still use 
the same salary data as they would in more competitive (and 
expensive) regions like New York or California.

“There are other pandemic-related things that candidates are 
looking for,” Skinner says, “like having a work-life balance. They 
don’t necessarily want to be in the office all the time. Some do, so 
you must have a lot of  that flexibility. There continues to be a short 
supply of  talent, not just in agency but even the hourly workforce.”

An increase in employee exoduses makes the process of  hiring 
new workers more stressful, with the added potential that new hires 
may not stay for very long. If  leadership adjusts to the new normal, 
however, this might not be a huge problem. Skinner, for example, 
says that he’s seen a lot of  employees return to Eversana after try-
ing out something different. While a lot of  the turnover has 
occurred in remote positions, he says that company leadership 
made adjustments to build community within the organization, 
and is finding ways to include its out-of-office employees.

“If  managers and leaders can get behind truly trusting the peo-
ple and process of  enabling people to do awesome things and make 
decisions, it just works out,” says Skinner. “I wish there was a more 
complex answer—the special sauce—but it’s that simple.” 
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In late June, consulting firm Avalere released a report that 
detailed trends in physician employment and one of  the key 
findings was surprising and very significant: 70% of  all phy-
sicians are now employed by hospitals, health systems, or 

corporate entities. Raghu Reddy, chief  administrative officer at the 
SurgCenter of  Western Maryland, LLC, an ambulatory surgical 
center, thinks that figure is “consistent with percentages in rural 
areas, where physicians are more independent, but it’s close to 75% 
to 80% in most urban markets.” The American Medical Associa-
tion started tracking these metrics in 2012, and up until 2020, the 
number of  physicians affiliated with hospitals was less than 50%. 
Growth is now exponential, and the trend is likely to continue. 

Why is the acceleration so drastic and how will this affect 
pharma sales efforts? The number of  stakeholders in any hospital, 
health system, or corporate entity is large and which ones to call 
on varies within each, as do their goals and interests. Sure, the aim 
should always be keenly focused on patient outcomes, but there are 
always stakeholders focused on economics, and behind them those 
focused on policy ( e.g., the recent Inflation Reduction Act).

Let’s address the rate of  acceleration first. If  you’re a recently 
graduated medical school student navigating internships, residen-
cies, and fellowships, you’re likely facing significant student debt. 
In fact, reportedly, 73% of  med school graduates have an average 
debt of  $203,062. As a future physician, when considering options, 
you quickly discover the challenges inherent in today’s private prac-
tice management: declining pay rates from Medicare, Medicaid, 
and commercial insurers (they’re paying hospital systems first and 
promptly); increasing administrative burdens like coding and prior 
authorization; lack of  negotiation leverage in insurer contracts; 
recruiting challenges; difficulty in collecting and analyzing popu-
lation-level data; and IT costs and lack of  support, among other 
obstacles. Many physicians that choose private practice do so 
because they’ve inherited it from a parent or relative.

While you can certainly make more money in private practice, 
average salaries are comparable. The decision ultimately comes 
down to the health system proposition of  risk aversion, security, 
and stability under multiple stakeholders. Or one chooses autonomy 
and the simple doctor-patient relationship, rife with challenges. It’s 

safe to say hospitals, health systems, and corporate entities are cur-
rently more appealing.

There are a few factors and hypotheticals to consider. 
Most physicians who work for these entities still have indepen-

dent offices outside of  the hospital and in many cases, the patient 
may not even know that the physician is affiliated with a health 
system. Additionally, most physicians’ offices or hospitals don’t 
restrict pharma reps from entering. However, some large health 
systems like Kaiser, for example, don’t allow pharma sales reps 
into their offices. How restrictive will health systems’ policies 
regarding manufacturers become? 

I asked Lauren D’Angelo, chief  commercial officer at Alpha 
Cognition, what she thought would happen if  this trend continued 
upward and approximately 90% of  physicians became employed 
by health systems.

“It really depends on how restrictive they are on the physicians, 
and how much control they enforce as it relates to prescribing 
medications,” she says. “If  a health system penalizes physicians for 
prescribing medications that are not on their formulary, then it may 
be an uphill battle, and you could see a shift in how reps market to 
those physicians if  their product is not on formulary. They may 
reduce their efforts or not even target those physicians at all.” 

D’Angelo notes that many academic institutions have forbid-
den sales forces or samples for quite some time. “If  the health 
systems start putting similar restrictions in place, it could be chal-
lenging for the manufacturer,” she says. “You would probably see 
a lot of  marketing efforts shift to digital, conference education, 
and KOL presentations.” It’s also becoming apparent that access 
teams will likely have an even larger role in the future. 

Reddy doubled down on conference education, saying it would 
expand even more, especially considering how little time reps are 
getting with healthcare providers, and with digital and social gain-
ing significant momentum: “If  there’s a new drug that’s wonder-
ful and isn’t a ‘me-too’ product, it will draw a lot of  attention no 
matter which method of  advertising is employed,” he says. “But 
I really think what gets the most attention is the presentation on 
a particular product at a conference, even with the marketing piece 
removed and presented in an unbiased way.” 

Are Tighter Health 
System Policies for 
Sales Reps Looming?
What the rising rate of physician-hospital affiliations means for pharma  

 

MASTER THE SCIENCE OF SUCCESS 

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


Finance 11

WWW.PHARMEXEC.COM

SEPTEMBER 2022 PHARMACEUTICAL EXECUTIVE

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

In my early June column, I wondered whether we were 
potentially reaching a bottom in the XBI index after its 
deepest and longest correction since its inception. Well, the 
XBI did, in fact, reach a low of $62.81 on May 11, retested 

that in mid-June, and surged to a recent high of $95 on Aug. 15, 
a gain of over 51% in two months. For perspective, the index is 
still down significantly from its all-time high of over $140 in 
October 2020. Several factors can explain the resurgence.

THE ECONOMY, VALUATIONS, POSITIVE CLINICAL 
DATA, AND THE ACCELERATION OF M&A
The decline in biotech was in large part driven by the reopening 
of the economy, as investors fled growth stocks in favor of the 
now very cheap cyclicals left for dead during the shutdown. This 
began the correction in the biotech sector.

In stark contrast to 2020 and early 2021, when the COVID-
19 pandemic shut down the global economy, rates plunged, and 
investors flocked to the few insulated growth sectors, most spe-
cifically biotech—and multiples increased, in some cases, a lot. 
The world focused its attention on the industry’s potential to pro-
vide vaccines and therapeutics to save lives and reopen the econ-
omy, and investors anticipated the potential financial windfall 
these could bring. With unprecedented warp speed and steadfast 
commitment, the biopharma industry set out to make that prom-
ise a reality, and it did. The introduction of vaccines brought hope, 
saved lives, led to renewed freedom for many, and eased fears and 
anxiety. During this period, unprecedented sums of capital 
poured into the sector, ushering in record numbers of biotech 
IPOs (almost 100 in 2020 and 2021) and follow-on offerings.  

Vaccines were the key to the reopening of the economy, but, 
unfortunately, for biotech, no good deed goes unpunished. The 
anticipation and the reopening trade for the economy fueled a 
massive rotation out of growth stocks, most notably the then-high-
flying biopharma sector, into the beaten down—the now extraor-
dinarily cheap cyclical stocks that bore the brunt of the economic 
downturn and the quarantine. Airline stocks, hotel chains, and 
the like were left for dead during the shutdown, but now would 
see a hockey stick recovery, as we could finally leave the house.

With the economy overheating, the Fed has been aggressively 
working to tame it with interest rates hitting 40-year highs and 
rampant inflation. Rising interest rates are toxic for long-dated 
asset classes like biotech and, hence, explaining the stunning 
correction for the sector off of frothy valuations.

What has changed? Investors are now lining up behind the 
thesis that Fed rate hikes and inflation are peaking and are look-
ing to the other side, which implies a rotation out of cyclicals and 
value and back into growth names, such as biotech, which had 
a most unfortunate reversal of fortunes. 

Initially, the rally in biotech was likely a function of defensive 
short covering, but its sustainability has proven it is more than a 
dead cat bounce. Unlike the first six months of this year, clinical 
data readouts have been more generally positive, and stocks have 
responded favorably; that is expected to continue for the remain-
der of the year. The steep recent rise in valuations across the sec-
tor has facilitated a greater sense of urgency, with fear of missing 
the move—and this has gotten the attention of generalists as well. 

That said, the market remains discerning based upon the 
strength of balance sheets.

Companies with more than 24 months of cash massively out-
performing those with less than 12 months; greater than 40% 
gains in the former and only 9% for the latter. Twenty percent 
of the SMID cap universe has less than 12 months of cash and 
that percentage is expected to double by the end of the year. 
While the IPO market remains essentially closed, the market for 
follow-on offerings has been steadily building momentum, and 
the market has viewed these balance sheet boosters as clearing 
events—those companies that have taken the pain of perhaps a 
dilutive raise have seen their shares outperform. 

M&A has also markedly picked up and that trend is expected 
to continue. Large pharma’s firepower to fund a deal is at an 
all-time high of $1.2 trillion based upon a recent report from my 
colleagues at EY. M&A has always been a key pillar of large 
pharma’s core growth strategy, but adding fuel to the fire is that 
the industry will lose exclusivity for $225 billion worth of reve-
nues in 2025 and beyond, which is putting an even fiercer gust 
of wind behind their sails to get deals done. 

The Biotech Rally
Continues—What’s
Fueling the Surge?
Biotech stocks and the indexes have staged an impressive recovery 
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Building a 
New Legacy
Pharm Exec catches up with 
longtime Merck international 
business leader Kevin Ali to find 
out how Organon, the ambitious 
Merck spinoff he formed just 
over a year ago, has fared so 
far in delivering on its mission  
of creating a global leader and 
difference-maker in women’s health 

By Fran Pollaro

 

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/


Executive Profile 13SEPTEMBER 2022 PHARMACEUTICAL EXECUTIVE

WWW.PHARMEXEC.COM

Veteran pharma leader Kevin Ali, today CEO 
of  Organon, the nascent women’s health-
care spinoff of  Merck & Co., speaks proudly 
of  his time with the global independent 

company so far—one he acknowledges may be his most 
fulfilling—and exhaustive—assignment yet. “It is the 
happiest and most excited I’ve ever been in my entire life 
and I’ve spent 35-plus good years in the industry,” Ali 
tells Pharm Exec. “Organon’s my baby—I was employee 
No. 1. But, at the same time, it’s also the most taxing. 
Organon has about 9,500 ‘founders,’ but if  something 
goes bump in the night, that’s on me. On one hand, I’ve 
never been so excited, happy, and engaged every day. 
On the other hand, spinning out and creating Organon 
and leading the first two years of  its existence is like 
drinking from a fire hose.”

Organon, headquartered in Jersey City, NJ, was 
formed through the Merck spinoff on June 3, 2021. Its 
foundation is comprised of  more than 60 medicines 
and other products across a range of  areas, including 
reproductive health, heart disease, dermatology, aller-
gies, and asthma. Organon has three main pillars: a 
keen focus on improving the health of  women through-
out their lives, an expanding biosimilars business, and 
stability garnered from established brands. (The com-
pany brought in $6.2 billion in prescription drug sales 
in 2021, placing it 30th in Pharm Exec’s most recent 
“Pharma 50” rankings, published in June).

LAUNCHING POINT
Ali’s story starts back in his college days at University 
of  California, Berkeley. “I was at one of  those job fairs 
in a huge auditorium—there must have been hundreds 
of  kiosks, and I just kind of  looked for the longest line,” 
he recalls. “As I joined it, I asked what company it was 
for, and the guy in front of  me gave me a perplexed 
look and said ‘Merck.’ And I honestly didn’t know what 
Merck was.”

At the time, Merck & Co. had again earned the title 
of  America’s most admired corporation by Fortune mag-
azine. Ali applied for one of  20 jobs available in Cali-
fornia in an, as expected, highly competitive applicant 
pool. As an international economics and political sci-
ence major, it seemed like his chances of  signing on 
were slim, but he was hired. “I think they were taken 
by the fact that I was one of  two non-science majors 
out of  the 20 they hired, and I was capable of  creating 
engaging relationships, as well as learning the science 
side quickly,” says Ali. “Back in those days, you had to 
go through extensive scientific training.”

From there, Ali spent six years as a sales representa-
tive, got his graduate degree in business, and took what 
he describes as an unorthodox turn at the time, toward 
international business. He spent over 20 years living in 
different countries around the world, first in Greece, 
and leading Turkey and then Germany, becoming the 
first American to run the Merck subsidiary. He subse-
quently established Merck’s emerging markets business. 
About six years as president of  emerging markets led 
to the next big chapter—a role created specifically for 
Ali—leading all of  Merck’s international business, 
which accounted for 96% of  the world’s population and 
over half  of  Merck’s pharmaceutical revenues at that 
time. Soon after, the early seeds of  Organon were sewn.

TARGETING NEW TERRAIN
About 30 years after Ali walked out of  the auditorium 
in Berkeley and into a lifelong Merck career, he was 
presented with a new challenge by his mentor, then-
Merck CEO Kenneth Frazier, to create the new com-
pany that would become Organon. “Ken pulled me 
aside and essentially said to me, ‘I know you’re used to 
dealing with all the international markets and so many 
of  our people outside of  the US. Now see if  you can 
make a company out of  it,’” says Ali. Frazier, who 
retired as CEO last June, offered Ali a chance to come 
back with a value proposition that included 64 products 
and two potential growth components, women’s health 
and biosimilars, as well as an established brands port-
folio that would provide a stable foundation for the 
business. At the time, Merck was 50/50 on actually 
following through on such a complex and difficult spi-
noff that would stand  as a separate business rather than 
one within the company. How would it make sense and 
just how would it work? When asked whether he was 
excited or nervous at the time, Ali confides: “I was very 
trepidatious. Ken didn’t have an idea at that point what 
it would look like, and I had no idea.”

Ali took some time to think about it and the three 
important components turned trepidation into positive 
momentum. He told Frazier, “I see a future here if  we 
focus on something that no other company our size has 
focused on so far, being a women’s health global leader.” 
Merck already had a robust fertility and contraceptives 
business that, along with other products, produced strong 
cash flows that could aid in business development and 
support future investments. Organon could make a tre-
mendous impact on women’s health, targeting the many 
unmet needs and conditions that disproportionately affect 
women worldwide, beyond fertility and contraception. 
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I realized early on that    
no one cared one bit  
about my degrees and 
pedigree. They wanted 
to understand how I 
could help them be 
more successful in  
their country

FAST FOCUS
 » Kevin Ali led the formation of Organon in 2021 to 

address the significant health issues that women 
face across the world. He helped the company 
close seven business development deals in its first 
year and establish several current public-private 
partnerships.

 » Ali has more than three decades of leadership 
experience from Merck, most recently serving as 
president of its commercial international business.  

 » He holds an MBA from Santa Clara University  
and a Bachelor of Arts from the University of 
California, Berkeley.

The second key component was the spinoff’s potential com-
mercial global footprint, which at the time of  launch boasted 
a direct sales presence in 58 markets, while supplying products 
to over 140 markets, a nice jump-off point.

Lastly, and perhaps the most important factor, was that the 
eventual workforce of  9,500 people, or as Organon refers to them, 
“founders,” some of  which would come directly from Merck, 
which is crucial when it comes to culture, purpose, and the poten-
tial success of  such a spinoff. “For 30 years, I’ve seen that people 
at Merck are really connected to its purpose,” says Ali. “The 
purpose of  being a women’s health leader at this new company 
was something that really served as a magnet for the people of  
Merck to transfer over, to really establish and create something 
that hasn’t been created before.”

Two years later in 2021, after “a lot of  love and intense work 
by thousands of  people,” notes Ali, Organon was born. Ali chose 

the name Organon, a legacy name refurbished and rejuvenated, 
boasting 100 years of  history and purpose focused on women’s 
health. Organon was a Dutch company started in 1923 that was 
acquired in 2007 by Schering-Plough and became part of  Merck 
in the 2009 merger.

Today’s Organon has a lot of  work to do. According to Ali, 
over the past few years, a mere 4% of  the overall investment in 
R&D in the healthcare industry has been targeted toward areas 
of  women’s health. “I think that’s going to be growing because 
we’ve got some tailwinds,” he says. “Currently in the world today, 
women’s issues are emerging in every society, and you see more 
and more women coming into positions of  power, driving agen-
das that are favoring women’s health issues.”

Having women leadership “in the room” is of  the utmost 
importance, says Ali, and it appears Organon walks the walk 
when it comes to the diversity of  their senior leadership team 
and board. In fact, 60% of  their management team are women, 
and the board assembled by Ali and board chair Carrie Cox is 
made up of  70% women, the most diverse healthcare board on 
the S&P 500. In addition, 50% of  the board have either worked, 
lived, or been born and raised outside of  the US.

SERVICE-MINDED
When it comes to Ali’s leadership style, one gets the impression 
that he’s very grounded, logical, and focused on the future. There 
were a couple of  instances, he tells Pharm Exec, where he was pleas-
antly surprised by the quick ascendancy and positive reaction by 
employees to all the plans that needed to be created as part of  a 
new company. It’s apparent that transparency is part of  who Ali 
is, and he describes his approach to leadership as one of  service. 
“I realized early on as a new marketer in Cyprus, my first job out-
side of  the United States, that no one cared one bit about my 
degrees and pedigree,” says Ali. “They wanted to understand how 
I could help them be more successful in their country; so, I devel-
oped a ‘CQ,’ or cultural quotient, which I happily embraced.”

Through his decades abroad, Ali learned about the impor-
tance of  understanding the signals of  listening, of  being a servant 
and coach for his team members to help them be more success-
ful and advance in their careers. “I think that style coupled with 
the passion I have for the purpose of  Organon has really helped 
me distill and consolidate everyone’s views on what needs to be 
done to really develop this company for the long term,” he says. 

Ali also likes to spend time on the road connecting with Orga-
non’s people, including the people in the manufacturing facilities 
all over the world. He shares: “Forty percent of  our employees 
are part of  the manufacturing organizations, so I like to talk to 
them, keep them motivated, especially as they delivered without 
fail throughout the pandemic. I say to them: ‘This is the right 
company, the right time, and the right purpose. How many times 
in your life will you get to be a founder of  a company with a noble 
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This is an amazing experiment of sorts that was long 
overdue—to see if a company can be focused on a 

demographic of gender, a demographic of women, to 
solve some of these unmet needs that exists today 

cause?’ I pour a lot of  passion into connecting with our people 
and inspiring them around the opportunity in front of  us.” 

There are several challenges Ali and Organon have pledged 
to tackle. Ones that many of  his colleagues in the industry would 
agree are pain points are improving access as well as accuracy 
and timeliness of  reimbursement for healthcare innovations 
brought to market. “In many parts of  the world, it either comes 
too late, or too little, and we see opportunities to be able to cre-
ate headroom,” explains Ali. “For example, let’s take endome-
triosis—through her lifetime, a woman typically sees an average 
of  six different physicians before she has an accurate indication 
that she has endometriosis. Imagine the costs associated with 
those visits and all the things that happen because of  her misdi-
agnosis, and taking pain medications, the psychological burden, 
losing time at work—all consequences of  misdiagnosis. When 
governments start to see the opportunities, they’re going to being 
able to address this earlier on.” 

Ali hopes new efforts can address some of  the fertility issues 
that are downstream impacts of  endometriosis, and perhaps save 
women—one in 10 of  reproductive age in the US, for example, 
have endometriosis—from unnecessary chronic pain and suffering.

ORGANON, A YEAR-PLUS LATER
Ali is confident investors, analysts, and others are “starting to see 
that there are many reasons to believe that a company like Orga-
non can have a noble cause focused on solving some of  these 
significant unmet needs that exist in women’s health across the 
world, but also continue to create a sustainable, successful com-
mercial enterprise.” Ali remains equally bullish on Organon’s 
business development deals closed in its first year—seven in total, 
he notes—and those that are on the horizon. In November 2021, 
the organization acquired Finland-based Forendo Pharma, a 
clinical-stage drug development company focused on novel treat-
ments in women’s health. Its lead clinical compound is an inves-
tigational, potentially first-in-class oral 17β-hydroxysteroid dehy-
drogenase type 1 inhibitor for endometriosis being evaluated for 
its effect on endometriotic lesions. Organon’s mid-stage candi-
date, OG 6219, is a promising asset that, according to Ali, is 
essentially a new mechanism of  action for the treatment of  endo-
metriosis and could arrive to world markets in 2028. With the 
drug’s potential as a long-term therapeutic option, Ali believes it 

could provide a blockbuster opportunity for Organon commer-
cially, but more importantly, a breakthrough treatment approach 
for women around the world.

“We are going to continue to be very active in business devel-
opment, building out our pipeline of  assets in the near term and 
medium term, as well as early-stage assets that we see clearly solve 
a significant need,” Ali tells Pharm Exec. Organon has gone from 
focusing on contraception and fertility to expanding into seven 
different areas dedicated to women’s health.

The company also has a number of  public-private partner-
ships it’s engaged in currently. They include a FemTech accel-
erator in the Middle East to support women’s health and women-
led initiatives, an important signal in the region; an agreement 
with the Asia-Pacific Economic Cooperation (APEC) Council to 
launch a “smart families project,” a holistic policy platform to 
address issues affecting the economy like falling birth rates, fertil-
ity, and unintended pregnancies; and a collaboration with the 
United Nations Population Fund (UNFPA) and  the local govern-
ment to try to solve issues around unintended pregnancy rates in 
Xochimilco, Mexico. Organon has also launched its “Her Prom-
ise Access Initiative”—designed to prevent 120 million unintended 
pregnancies by 2030 in the world’s 69 least-developed countries. 

“I also believe that we need to play a bigger role here in the 
US,” he adds. “A recent study stated 44% of  women say they 
have delayed seeing a doctor until their symptoms became urgent, 
which is frightening. There’s a lot of  work that needs to go into 
more education, more awareness. This is not an overnight story—
this will take time.”  

Nevertheless, a venture that originally started as a business 
puzzle and a 50/50 chance of  coming to fruition, has gained 
significant momentum quickly, exceeding expectations. “It almost 
resembles a movement,” Ali tells Pharm Exec. “Our founders have 
been incredibly passionate behind the vision and the purpose of  
this company.” The response has been similar across many of  
the global markets Organon serves, he says. “This is an amazing 
experiment of  sorts that was long overdue—to see if  a company 
can be focused on a demographic of  gender, a demographic of  
women, to solve some of  these unmet needs that exists today,” 
explains Ali. “You see us really trumpeting the fact that we can 
be a great partner for the world, so now is the time to prove that 
our intuition was correct.” 
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Bright 
Beginnings  
Spotlighting the stories of five noteworthy 
biopharma brand launches—and the 
diverse disorders they address with novel 
approaches in science and market access 

LDL Game Changer 

Leqvio
More favorable administration, reimbursement 
could separate latest PCSK9 entrant
By Lisa Henderson

I n a cardiovascular portfolio of  two, Novartis has had sim-
ilar post-launch trajectories with Entresto (2015) and this 
year with Leqvio. Both are first-in-class (Entresto an 
angiotensin receptor blocker/neutral endopeptidase 

inhibitor; Leqvio, a first-in-class siRNA); with both having less-
than-predicted sales out of  the gate. But this time, Novartis CEO 
Vas Narasimhan has Entresto’s eight-year continued success 
story (the drug generated $3.5 billion in sales in 2021) and a 
Leqvio ramp up that is going significantly faster than its  
predecessor to showcase. Leqvio is indicated for 
the treatment of  low-density lipoprotein (LDL) 
cholesterol, along with diet and maximally toler-
ated statin therapy for adults with heterozygous 
familial hypercholesterolemia (HeFH) or clinical 
atherosclerotic cardiovascular disease (ASCVD). 
It’s administered in two injections per year, after 
initial subcutaneous administration, all by a health-
care professional.  

Narasimhan indicated on a late July Q2 earnings call that, in 
the US, Leqvio has enjoyed a steady ramp-up so far this year. The 
key groundwork for the drug’s access is closely tied to affordabil-
ity, acceptance, and advertising, in addition to a unique and poten-
tially duplicative model for chronic disease patient management. 

The PCSK9 gene that controls the protein that regulates the 
amount of  cholesterol in the bloodstream is the target of  these 
latest drugs in the category. While Leqvio degrades the mRNA 
molecules used to translate genetic instructions into proteins, two 
other marketed drugs, Sanofi/Regeneron’s Repatha and Amgen’s 
Praluent, are monoclonal antibodies that target PCSK9 activity. 
Both are self-injected twice a month.

In contrast, the administration benefit of  two injections per 
year is one of  the reasons analysts believe that Leqvio can surpass 
sales of  Repatha and Praluent. According to GlobalData’s 
Pharma Intelligence Center, Leqvio will reach $2.5 billion in sales 
by 2027, while Repatha and Praluent will reach $2.2 billion and 
$716 million, respectively. Leqvio, approved in the US in Decem-
ber 2021, has posted $36 million in sales for the first half  of  2022. 

And while the current price of  Leqvio—$3,250 
per dose in the US, translating to a first-year treat-
ment of  $9,750 (initial shot and two more) and then 
$6,500 for the subsequent years, which is slightly 
higher than Repatha and Praluent—some believe 
that the absence of  a long safety record for Leqvio 
could be its only drawback. 

Because the reimbursement of  Leqvio is routed 
through the medical benefit pathway, the majority 

Our Selections
Leqvio (Novartis)
Mounjaro (Lilly)
Quviviq (Idorsia) 
Vabysmo (Roche/ 
Genentech)
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of  Leqvio-eligible patients will have no copays. Regarding the 
affordability aspect, Narasimhan confirmed on the earnings call 
that two-thirds of  patients have zero copay for Leqvio, including 
Medicare Part B patients with supplemental insurance, which is 
a boost for uptake and adherence. 

ACCEPTANCE
As hinted to late last year, before the drug was approved in 
December, Novartis was planning an unconventional launch 
that targets large health systems. In this recent interview with 
Pharm Exec, https://bit.ly/3wJ4l0R, Marie-France Tschudin, 
Novartis’ president, innovative medicines international, and 
chief  commercial officer, described actively working with 200 
US health systems that represent about 65% of  the ASCVD 
patient and prescription volume within US healthcare systems. 

The goal, then, is to help patients that aren’t currently con-
trolling their cholesterol with existing statins or PCSK9 inhibi-
tors, to be prescribed Leqvio in an effort to prevent exacerbated 
costs, and deaths, caused by uncontrolled cholesterol and down-
stream cardiac events. 

Novartis is awaiting the results from the ongoing cardiovas-
cular outcomes ORION-4 study, to associate inclisarin’s ability 
to lower cholesterol levels to improved cardiovascular outcomes. 
The primary completion date of  the study is estimated for July 
2026. However, the uptake for Leqvio and the launch ground-
work is progressing.

On the call, Narasimhan said that the Leqvio’s current uptake 
is strongest with mid-to-large-sized group cardiology practices, 
which run buy-and-bill and make their own decisions on treating 
cholesterol. Large-volume cardiologists and smaller practices that 
are leveraging alternative injection centers are also seeing solid 
uptake. Now the company is moving its efforts on to larger med-
ical centers and hospitals, working with their pharmacy and phar-
macy and therapeutics (P&T) committees, as well as smaller car-
diology offices. It has increased the number of  unique locations 
ordering Leqvio to over 700, and 55% of  customers placing 
repeat orders. 

Another challenge, one that Narasimhan characterized as 
“normal things for a US healthcare launch in cardiovascular,” 

is physicians’ understanding around the 
various reimbursement hurdles for each 
patient. Specifically, the process of  routing 
through the medical benefit pathway, so 
confusions that exist will clear up as physi-
cians gain more experience. Narasimhan 
said that they are hearing from practitio-
ners that when patients receive the medica-
tion, they see a significant LDL level drop in the next visit, which 
is a “winning proposition.” 

To improve the odds of  acceptance and uptake on the con-
sumer side, advertising is targeting the 55-and-older crowd to 
reach the approximately 16 million Americans not at the recom-
mended LDL-C target level, including those who have experi-
enced a heart attack or stroke, a very large untapped market. In 
line with tapping that demographic, the first TV ad for Leqvio 
appeared during this year’s Oscars telecast in March. The “Never 
Give Up” campaign began running regularly in prime time 
shortly after as part of  the multi-channel effort.     

Leqvio also has a unique ex-US launch story. The drug was 
approved in Europe in December 2020, but has been dealing 
with COVID-19-related issues since its launch there. However, 
over 70% of  the UK’s primary healthcare units have Leqvio on 
formulary. Novartis also enabled the NHS emergency health 
record (EHR) to identify potential Leqvio patients, again to affect 
overall healthcare costs. 

According to the company’s July call, a large-scale education 
campaign has been launched in the UK; strong uptake of  the 
drug is occurring in Germany; large-scale agreements have been 
established with some Middle East governments; plans are mov-
ing forward in Japan; and Novartis is currently finalizing a China 
filing of  Leqvio.

Cardiovascular disease is not an easy launch space, said Nar-
asimhan, but with a runway that goes to the late 2030s, at the 
very least, he believes there is significant opportunity to make 
Leqvio a very significant medicine. 

Vas Narasimhan

Advertising is targeting 
the 55-and-older crowd 
and the approximately 
16 million Americans 
not at the recommended  
LDL-C target level
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Next-level Efficacy

Mounjaro
Dual-targeted injection poised to rock GLP-1 
field in diabetes—and eventually weight loss 
By Isabella Ciccone

E li Lilly’s Mounjaro (tirzepatide) is a new way to help 
adults living with type 2 diabetes keep their levels 
of  glucose under control. It also has the potential 
to help with obesity, which is a widespread public 

health issue.
The once-weekly glucose-dependent insulinotropic polypep-

tide (GIP) and glucagon-like peptide-1 (GLP-1) receptor agonist 
is taken by injection under the skin at the appropriate dosage, 
which may be adjusted to meet the blood sugar needs of  the indi-
vidual taking it. It is a single molecule that activates the body’s 
receptors for GIP and GLP-1, which are natural incretin hor-
mones. Mounjaro comes with an auto-injector pen and a pre-
attached hidden needle, making administration user-friendly. It 
is available in six doses—2.5 mg, 5 mg, 7.5 mg, 10 mg, 12.5 mg, 
and 15 mg.

The GIP and GLP-1 double-action combo holds the promise of  
being a blockbuster drug given the potential product efficacy and 
the size of  the market for obesity. “It provides a level of  efficacy that 
we have never seen before, with a novel mechanism that addresses 
more of  the core problems of  type 2 diabetes,” says Leonard Glass, 
MD, FACE, vice president of  global medical affairs at   
Lilly Diabetes.

Mounjaro is the first and only FDA-
approved dual GIP and GLP-1 receptor 
agonist for diabetes and became available at 
US pharmacies on June 7. According to 
Glass, Lilly is using its deep understanding 
of  type 2 diabetes to meet the continually 
evolving needs of  patients through the 
research and development of  novel treat-

ment solutions and technologies. Half  of  more than 30 million 
Americans living with the condition are not reaching their target 
blood glucose levels, and Mounjaro embodies Lilly’s mission to 
bring innovative new therapies to and advance care in the dia-
betes community. “Mounjaro’s approval is significant because 
current outcomes for people with type 2 diabetes worldwide are 
unacceptable,” says Glass.

This first-in-class drug is relatively well-tolerated and has a bet-
ter side-effect profile vs. other GLP-1s. According to analysts, it 
should rival GLP-1 receptor agonist Wegovy (semaglutide), made 

by Novo Nordisk, as it reportedly has stronger potential for reduc-
ing obesity than Wegovy, as evidenced in Mounjaro’s Phase III trial 
results in weight loss. In trials comparing Mounjaro to other med-
ications for diabetes, patients who received 15 mg of  the drug had 
lower HbA1c by .5% more than semaglutide, .9% more than insu-
lin degludec, and 1% more than insulin glargine. “Mounjaro deliv-
ered superior A1 reductions against all comparators—including 
placebo and several widely used diabetes therapies such as inject-
able semaglutide 1 mg,” says Glass.

Recently, Wegovy has faced reimbursement issues with the pay-
ers. This is nothing new when it comes to obesity drugs; in the past 
they have been considered vanity treatments. But Mounjaro has the 
potential impact to reduce factors contributing to cardiovascular risk 
such as diabetes, cholesterol, and hypertension as a result of  the 
weight loss. “Additional weight loss usually results in further improve-
ments in diabetes control,” notes Glass. 

Currently, Mounjaro is only indicated as an adjunct to diet and 
exercise to improve glycemic control in adults with type 2 diabetes, 
but Lilly is studying it as a potential treatment for other conditions 
associated with type 2 diabetes, including a Phase III cardiovascu-
lar outcomes trial assessing Mounjaro against Trulicity (dulaglu-
tide). The company also has an ongoing trial—expected to com-
plete later in 2022—on the efficacy and safety of  Mounjaro 
compared to insulin lispro in people with type 2 diabetes who have 
inadequate glycemic control on insulin glargine. Another planned 
trial is evaluating the efficacy and safety of  Mounjaro compared 
to placebo in 10-year-olds to 18-year-olds with type 2 diabetes tak-
ing metformin, basal insulin, or both. 

According to Glass, the future of  Mounjaro includes looking into 
the treatment of  obesity or overweight, and heart failure with pre-
served ejection fraction (HFpEF) in people with obesity. It is also 
being studied as a potential treatment for non-alcoholic steatohepa-
titis (NASH). Studies of  Mounjaro in obstructive sleep apnea (OSA) 
and its effects on morbidity/mortality in obesity are planned as well. 

Evaluate Vantage (EV) projects an estimated $5.4 billion in 
sales for Mounjaro by 2026. An EV analyst mentioned to Pharm 
Exec in May that some see peak sales close to $20 billion annually 
by the early 2030s, and that could be conservative due to its 
“amazing weight loss and glycemic control.” There are high 
expectations for Lilly to make Mounjaro into a new major drug 
franchise, especially if  the company receives approval to market 
it for obesity as well.  

Isabella Ciccone served as Pharm Exec’s 2022 summer editorial intern.

Leonard Glass
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A Sleeping Giant?

Quviviq 
Tapping the potential of new market mindset 
in insomnia—delivering a quality next day 
By Michael Christel

W hen a promising drug candidate with a research 
and development journey 20 years in the making 
achieves regulatory approval, it is a good bet that 
little will be shortchanged in its market launch—

those calculated and artfully planned efforts to finally reach patients 
in the real world who can benefit. For Idorsia Pharmaceuticals US 
Inc. (Idorsia US) and its new oral treatment for insomnia, Quviviq 
(daridorexant), which became available at US pharmacies in May 
after its approval a few months earlier, that has certainly been the 
case. Quviviq is a Schedule IV controlled substance that, unlike 
other drugs, is thought to target one of  the biological causes of  the 
sleep-robbing and often misunderstood condition: overactive wake 
signaling. On its long road to approval, Quviviq was tested in more 
than 25,000 different molecule combinations, as researchers worked 
to carefully perfect its therapeutic window and eventual eight-hour 
half-life—designed to help patients get to sleep and stay asleep lon-
ger, but also feel less tired the next day.  

It is that latter element—reducing daytime sleepiness—that, 
according to Idorsia, differentiates Quviviq from others in the rel-
atively new dual orexin receptor antagonist (DORA) class, which 
consists of  competitors from Merck (Belsomra) and Eisai (Dayvigo). 
In a pair of  Phase III clinical trials, Quviviq showed significant 
improvement over placebo in sleep onset, sleep maintenance, and 
total sleep time, while also reducing daytime sleepiness. 

“Sleep is about restoring your body—all that happens when 
you’re sleeping; but how you feel the next day is also important,” 
says Patty Torr, US president and general manager, Idorsia US.

Quviviq was originally developed by Actelion, the European 
biotech giant that was acquired by Johnson & Johnson in 2017.  
Actelion then spun out its drug discovery and early stage clinical 
development assets to form Idorsia, the Swiss-based parent com-
pany of  Idorsia US. The latter’s commercial operations were estab-
lished in Radnor, Penn., in March 2020 with the goal of  shepherd-
ing a pathway to market in the US for Quviviq and other hopeful 
therapies in Idorsia’s pipeline.  

FDA officially cleared Quviviq in January of  this year for use 
in a population where reportedly 25 million people have a sleep 
disorder, but less than 12 million are on a prescribed medication 
to treat it. (Daridorexant was subsequently approved by the Euro-

pean Medicines Agency in May for adult patients with chronic 
insomnia and considerable impact in daytime functioning). Over 
the long-term, insomnia is known to be associated with numerous 
serious health conditions, such as psychiatric disorders, cardiovas-
cular disease, type 2 diabetes, substance abuse, and dementia.

“Our drug is an orexin receptor antagonist, which is thought 
to moderate the sleep/wake signal rather than give you that knock-
out effect that many older prescription products do,” says Torr. 
“The most important thing about our product is the safety profile.” 

In its pivotal registration trials, Quviviq, at the 50 mg dose in 
particular, demonstrated significant improvement in daytime sleep-
iness, and there was no evidence of  dose-dependent increases in 
adverse events across the dosing range (the most common side 
effects reported with Quviviq were headache and sleepiness). The 
drug also showed a lack of  withdrawal symptoms after stopping 
use, suggesting no physical dependence.  

Quviviq was approved in 25 and 50 mg dosages, and is intended 
to be taken at night 30 minutes before going to bed (patients are 
urged not to take the drug unless they are able to stay in bed for at 
least seven hours).

SHOOTING FOR THE STARS
Believing strongly in its safety and efficacy profile, upon Quviviq’s 
US approval, Idorsia US had prepared a launch that could be 
considered as innovative as the treatment itself. As first chronicled 
in Pharm Exec’s May profile of  Torr, named one of  our 2022 
Emerging Pharma Leaders (see https://bit.ly/3wmZfHm), Idor-
sia US unleashed a series of  wide-ranging premarketing “edutain-
ment” and outreach and awareness campaigns, leveraging social 
media and other digital and online channels. They included part-
nerships with Hollywood A-listers, professional athletes, and oth-
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Branding stills for Quviviq “patient ambassadors” Taye Diggs and Lindsey Vonn.

ers. The focus was on recognizing insomnia as a legitimate dis-
order, with a need for interventions that provide not just a restful 
night sleep, but a quality next day.  

Headlining those initial efforts was the launch of  the “Seize the 
Night & Day” campaign with Jennifer Aniston, an insomnia suf-
ferer herself. The campaign, which showcases a website exploring 
the science behind insomnia, also features “Jen’s Sleep Story,” 
where Aniston speaks candidly about her personal struggles in an 
unscripted, intimate chat. Also introduced during the launch lead-
up was a 30-second TV spot called “Time to Construct,” featuring 
Aniston and directed by Oscar-winning director, writer, and actor 
Taika Waititi (of  Thor and Jojo Rabbit fame, to name a couple). In 
a separate campaign, Idorsia US, in mid-March, premiered “The 
Quest for Sleep,” a feature-length documentary, on Facebook, fol-
lowed by select screenings in New York City and Los Angeles. 
Narrated by actress Octavia Spencer, who voices the role of  sleep, 
the film has garnered almost 1.6 million views on YouTube as of  
late August. Also featured are NBA veteran and four-time cham-
pion Andre Iguodala and Olympic runner Emma Coburn.

More recently, with Quviviq now launched, Idorsia unveiled 
direct branded partnerships with actor Taye Diggs and skiing 
great Lindsey Vonn as “patient ambassadors.” Both are promi-
nently featured on Idorsia US and Quviviq websites as well as 
across Quviviq social media channels, sharing their personal strug-
gles living with insomnia, along with their experiences taking 
Quviviq. A DTC national TV ad featuring Vonn started airing 
in August and one featuring Diggs was slated to begin this month.  

“Our goal is really to educate consumers, largely because 
insomnia is not necessarily seen as top of  mind for healthcare 
providers to talk to their patients about. It’s usually an after-
thought,” says Torr. “So we want to bring that conversation to 
the forefront and encourage patients who are having sleep prob-
lems to improve their self-advocacy when they’re having those 
exchanges with their physicians.”

ACCESS AND AWARENESS 
Quviviq was first commercially available on May 2 through a 
pharmacy services provider, before becoming available to all retail 

pharmacies for ordering a couple weeks later. The wholesale 
acquisition cost (WAC) for Quviviq is around $490 for 30 tablets. 
According to Idorsia, eligible patients with insurance may pay as 
low as $0 for the first 30-day prescription and as low as $25 for 
each subsequent 30-day refill. Survey statistics cited in Idorsia’s 
first-half  2022 investor’s meeting show awareness of  Quviviq by 
healthcare providers is growing quickly. In June, for instance, 
awareness jumped 52%. Total prescriptions dispensed for the drug 
since its launch rose to more to 1,100 for the week of  July 15 and 
has been rising steadily since, with 75% of  scripts written for the 
50 mg dose and 60% written with at least one refill (according to 
Idorsia, the drug gained 2,691 unique writers through July 8).

Time will tell if  and when Quviviq could establish a dominant 
foothold in the DORA treatment market, but early tracking of  the 
drug in weekly new-to-brand prescription (NBRx) numbers so far 
in 2022 may foretell a quick rise. For just the week of  July 15, 
Quviviq notched 872 NBRxs, trailing Belsomra’s 1,543 that week 
and ahead of  Dayvigo’s 532 for the same week. Belsomra gener-
ated sales of  $318 million in 2021, while Dayvigo, launched in 2020, 
posted $67 million for fiscal 2021 and brought in around $86 mil-
lion in the first three quarters of  its current fiscal year. Forecasted 
revenue for Quviviq in 2026 is $1.05 billion. Idorsia CEO Jean-Paul 
Clozel, in published remarks, has stated that due to the large num-
ber of  people suffering from insomnia, a new drug only has to have 
a market penetration of  15% to 20% to reach blockbuster revenues. 
The overall market for insomnia treatments in the US is projected 
to total $6.3 billion by 2030, according to Allied Market Research. 

Primary care providers have shown to be more apt to pre-
scribe DORAs for insomnia over other drugs classes, such as 
benzodiazepines and “Z-drugs” like Ambien.

Idorsia has partnered with Syneos Health to establish a contract 
sales team of  about 500 specialty sales representatives aimed at 
reaching a broad group of  healthcare professionals, including pri-
mary care providers. Globally, in addition to being the first DORA 
cleared for the EU market in insomnia, with product launch in Ger-
many expected later this year, Quviviq is under regulatory review 
with Health Canada and SwissMedic. Recruitment for a Phase III 
clinical trial program in Japan was completed this year. 
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Fighting Vision Loss

Vabysmo
Use against pair of pathways could pave way 
for standout in stocked eye disease market 
By Elaine Quilici

W ith Roche/Genentech’s sights set on helping 
patients suffering from blinding eye conditions, 
it turned to an innovative bispecific antibody 
therapy. Vabysmo (faricimab-svoa), the first 

bispecific antibody approved for the eye, was approved Jan. 28, 
and analysts expect it will become a blockbuster drug by 2026.

Vabysmo treats two retinal diseases that are leading causes of  
vision loss—diabetic macular edema (DME) and wet age-related 
macular degeneration (wet AMD). Nearly 40 million people glob-
ally suffer from these conditions. The therapy works by targeting 
two disease pathways, angiopoietin-2 (Ang-2) and vascular endo-
thelial growth factor-A (VEGF-A), which are both thought to 
contribute to vision loss by destabilizing blood vessels and causing 
new leaky blood vessels to form and increase inflammation. 

Vabysmo offers a new way to treat vision loss through its dual 
mechanism of  action. The treatment is the only injectable eye 
medicine to be approved simultaneously in the US for both wet 
AMD and DME.Vabysmo has demonstrated comparable efficacy 
and safety in clinical trials as Regeneron/Bayer’s Eylea, currently 
the standard of  care for wet AMD and DME. As a new com-
petitor for Eylea (aflibercept), which also treats both eye condi-
tions, Vabysmo stands out for requiring fewer treatments—after 
initial dosing, up to four months in between injections, compared 
to Eylea’s one to two months. 

“Because it is a first-of-its-kind treatment, Vabysmo is in a 
league of  its own,” says Tanja Powers, vice president of  commer-
cial ophthalmology at Genentech. “For many patients and care-
givers, this new option could have a big impact on their lives. Our 
data shows Vabysmo can improve vision as well as a current stan-
dard of  care, with potentially fewer injections over time.”

COMMUNICATING VABYSMO’S BENEFITS
In developing its core messaging, Roche/Genentech decided to 
focus on why Vabysmo stands out and why it is an exciting option 
for customers and patients. The launch team wanted to empha-
size innovation and durability.

“With our ‘Where 2 Worlds Meet’ campaign aimed at retina 
specialists, we focused on Vabysmo being the first and only treat-
ment in wet AMD and DME to target two pathways, while others 

only target one,” says Powers. “Safety is also paramount, and 
when speaking to our customers, we pair the efficacy data with 
safety data clearly demonstrating Vabysmo’s safety profile is sim-
ilar to the comparator across four large clinical studies.”

While the team recognized the importance of  reaching 
patients with its messaging, much of  its energy during the initial 
launch was focused on healthcare professionals. The company 
also has leveraged other promotional channels, as well as partners 
to reach its customers.

“We want to make sure that everyone who is part of  the patient 
journey is aware of  Vabysmo, excited by what it has to offer, and 
ultimately chooses Vabysmo,” says Powers. “We understand there 
are other treatment options available, including our own Lucen-
tis [ranibizumab], so we have a sizable field team to ensure that 
we deliver for patients and caregivers.”

Ensuring healthcare providers and patients have easy access 
to Vabysmo also was a critical initiative; the drug is now covered 
by most payers.
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Tanja Powers

COMPETITION AND THE FUTURE
Although Vabysmo is a novel drug, it still shares the market with 
other therapies and will need to keep an eye on them. Currently, 
with $9.2 billion in sales in 2021, Eylea is its most direct competitor. 
While Vabysmo seems to have the edge for duration over Eylea, as 
mentioned earlier, Regeneron/Bayer is working on a higher-dose 
version of  its drug, which could be administered every four months.

Roche/Genentech also has to contend in-house with its block-
buster Lucentis, which brought in $1.46 billion in 2021.

Another player in the space is Beovu (brolucizumab-dbll). Made 
by Novartis—which markets Lucentis outside the US—Beovu, was 
approved in 2019 but has faced some safety concerns. It had $186 
million in sales in 2021, down from $190 million in 2020.Gene ther-
apies and biosimilars in development also pose future competition.

Q2 sales for Vabysmo were about $112 mil-
lion globally, and Evaluate projects sales of  $1.1 
billion by 2026. This will come not just from 
gaining market share within its current indica-
tions but from widening its therapeutic net.

“We have a lot of  exciting milestones to 
come for Vabysmo in new indications,” says 
Powers. “We’re looking forward to sharing 
results from our Phase III trials for Vabysmo 

to treat macular edema following retinal vein occlusion, or RVO.”
As Roche/Genentech’s innovation in ophthalmology continues 

to explore areas such as gene therapy, and the application of  arti-
ficial intelligence and machine learning to advance the field, it also 
is committed to building diversity and inclusion into research.

“We are currently conducting the Phase IV Elevatum study of  
Vabysmo in underrepresented patient populations with DME,” 
says Powers. “What we learn in this trial, we hope to apply more 
broadly to our clinical program and scientific understanding, to 
help ensure more equitable care for all.”  

Macula

Optic 
nerve

Vitreous 
body

Healthy eye “Dry” Macular Degeneration
Protein deposits are called drusen

“Wet” Macular Degeneration
Blood vessel leak and 

blood collects under retina

Macular Degeneration

Retina

Lens

Cornea

More Than a Name

Vyvgart
Launch of novel drug for rare neuromuscular 
disorder seeks to give voice to the patients 
By Mike Hollan

T ypically, advertising campaigns will make sure to 
include the product’s name, for obvious reasons. How-
ever, one biopharma company was confident enough 
in its new drug to take a different approach. Instead, 

it decided to focus its marketing on a message that would appeal 
to people suffering from a rare disease.

IMPROVING LIVES
In December 2021, FDA approved Vyvgart (efgartigimod alfa-fcab), 
produced by Argenx, to treat patients with generalized myasthenia 

gravis (gMG) who are anti-acetylcholine receptor (AChR) antibody 
positive. While gMG is a rare autoimmune disease, the majority of  
patients who suffer from the condition are AChR positive.

gMG is a chronic neuromuscular disease that can cause severe, 
even life-threatening muscle weakness. It targets certain muscle 

One of the retinal diseases Vabysmo targets is wet age-related 
macular degeneration, where 200,000 new cases are diagnosed 
each year in the US.
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receptors, blocking signals from the brain that cause the weakness. 
The chronic autoimmune disease prompts the patient’s immune 
system to start attacking its own body. 

For patients with AChR antibodies, Vyvgart works by binding 
with neonatal Fc receptors (FcRn), causing a reduction in the 
IgGautoantibodies. Vyvgart is the first Fc receptor blocker 
approved by FDA.

Aside from muscle weakness, patients suffering from gMG may 
experience blurred vision, drooping eyelids, difficulty speaking, 
and shortness of  breath. While patients often live a normal lifes-
pan with the disease, their quality of  life is significantly affected.

gMG effects between 14–40 out of  100,000 people in the US. 
Men with the disease will typically see their symptoms peak in their 
50s and 60s, while women will often experience peak symptoms 
much earlier in life, during their 20s and 30s. It is possible for vic-
tims to suffer from symptoms at any age, however. In its global Phase 
III ADAPT trial (prior to FDA approval), about 68% of  patients 
who received Vyvgart saw a reduction on the MG-ADL scale, while 
only 30% of  patients who received the placebo saw similar results.

Kelsey Kirk, associate director, corporate communications, 
Argenx, tells Pharm Exec in a statement, “We are very pleased with 
the progress of  our Vyvgart launch thus far. With carefully crafted 
strategies, our teams were well prepared going into approval, 
which set the stage for strong performance throughout the first 
two quarters delivering on two commercial launches: one in the 
United States and one in Japan. We also recently received approval 
from the European Commission, and the team in Europe is ready 
to hit the ground running. We have learned firsthand from listen-
ing to the community and through our research what a devastat-
ing and debilitating disease gMG can be. With its novel mecha-
nism of  action, Vyvgart has the potential to transform the 
treatment landscape and improve patients’ lives. Hearing stories 
from patients who are already experiencing benefits of  this treat-
ment has been the most rewarding aspect of  the last six months. 
At the close of  the second quarter, we reported approximately 
1,400 patients on Vyvgart globally, which is a remarkable result 
from both our field teams’ engagement with physicians and from 
patients asking about Vyvgart by name. We’re proud of  the strides 
we have made toward achieving our ultimate goal of  empowering 
gMG patients to take more control of  their treatment journey, 
and look forward to continuing this work for patient communities 
across the other disease targets we are evaluating in our pipeline.”

MARKETING THE MESSAGE
Shortly after FDA’s approval, Argenx CEO Tim Van Hauwer-
meiren announced that the company’s commercial team was ready 
to start delivering the product. A commercial advertising cam-
paign launched, albeit with a twist.

The TV commercial focused on announcing the arrival of  a 
new treatment for gMG, without actually naming the new drug. 

Instead, it directed viewers to NOW4gMG.com, a website that 
then directed visitors to the Vyvgart landing page.

The advertising focused on the difficulties that patients with 
gMG face every day. The commercial began by asking why peo-
ple with gMG want a new treatment. It then featured several 
people explaining the limitations that the disease puts on them, 
such as making getting up and getting ready for work difficult, 
or how it prevents sufferers from going out to dinner with their 
friends. The TV spot also included a farmer who explained that 
the disease makes it hard for him to take care of  his animals.

Vyvgart is Argenx’s first commercial launch. As part of  the 
rollout, the company also launched a program called My Vyvgart 
Path with the goal of  educating patients and clinicians while pro-
viding support. Patients can use the program to obtain benefits 
verification and financial support, if  necessary.

POSITIVE REACTIONS
In June, Spherix Global Insights announced the results of  a sur-
vey that questioned neurologists about Vyvgart and its impact 
as a new treatment. The neurologists praised Vyvgart and 
explained that the drug’s action of  blocking Fc receptors gave 
it an advantage of  other forms of  treatment for gMG. The com-
pany cited its targeted approach to blocking specific antibodies 
as an advantage, opposed to other medications that take a non-
selective approach.

According to the data collected by Spherix, Vyvgart caught the 
attention of  neurologists, who praised it for its high efficacy rates. 
The data also showed that Argenx’s sales team met with over half  
of  the neurologists who participated in the survey as part of  the 
company’s drive to raise awareness for the new treatment option.

At the end of  July, the Galien Foundation announced its nom-
inees for the best biotechnology products from the previous year, 
which included Vyvgart.  

We’re proud of the 
strides we have made 
toward achieving our 
ultimate goal of 
empowering gMG 
patients to take more 
control of their 
treatment journey
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Assessing HCP-Visit Fallout
COVID’s Ultimate Impact on New Drug Entrants  
Tracking the pandemic’s influence on brand awareness and prescribing efforts in light of 
decline in physician visits and fewer diagnoses—and what these dynamics, still unsettled 
post-pandemic, might mean for future launches   
By Mike Hollan

P atients are returning to doctors’ offices, but not at the 
same rates prior to the COVID-19 pandemic. During 
the pandemic, in-person visits to healthcare profes-
sionals (HCPs) saw a dramatic reduction. This resulted 

in fewer diagnoses, which inevitably led to a reduction in the 
number of  new prescriptions and therapy starts.

During this same time period, however, drug companies 
launched a higher-than-average number of  new products. With 
fewer patients to prescribe to, many products struggled to gain 
attention and recognition. Even as HCP visits return to close to 
pre-pandemic levels, patients are being diagnosed further along 
in their illnesses then they normally would be, which is altering 
the therapies being prescribed to them.

Murray Aitken, a Pharmaceutical Executive 
Editorial Advisory Board member, is the 
executive director at IQVIA Institute for 
Human Science. According to data on HCP 
visits and how it’s impacting the pharma 
industry and new product launches, the last 
two years have been very interesting, he says.

A RECORD NUMBER OF LAUNCHES
On one hand, COVID didn’t slow down the number of  new drugs 
and therapies being introduced by pharma companies. This is 
because new product launches are determined by factors such as 
getting submitted and then approved by FDA. The process of  drug 
development, regulatory approval, and then launching a drug con-
tinued while HCP visits were still low. 

Murray explains that there’s been a bit of  a drop-off in the 
number of  new product launches this year compared to the last 
two years (71 launches in 2020 and 76 in 2021, compared to 33 
so far in 2022), but those were record-breaking outputs, respec-
tively, so that isn’t unexpected.

Even while FDA was handling pandemic-related issues, it con-
tinued to approve drugs. However, while new therapies continued 
to be released, that didn’t mean that the launches weren’t impacted 
by the low HCP visits. It’s likely that these consequences will con-

tinue to affect the industry in the coming years.
Due to the decrease in HCP visits, there was a decrease in 

diagnoses and new prescription and therapy starts. This means 
that drugs being launched during this time period had fewer 
opportunities to get prescribed than they normally would have, 
which may have created a backlog of  new products for doctors to 
learn about and test on their patients.

This is one factor that is impacting new drug launches, 
although Aitken explains that it’s difficult to compare the per-
formance of  just-approved treatments on an annual basis. 
“Uptake curves are also a function of  the quality and the nature 
of  the drugs that get launched in any particular year,” he says. 
“How many of  them are orphan drugs, or have very narrow 
indications? That’s very hard to compare year-to-year. The mix 
of  the drugs being prescribed could be a part of  the reason why 
the level of  first-year sales is overall trending lower for more 
recent 2021–2022 launch cohorts.”

This doesn’t mean that manufacturers are shying away from 
new drug launches. According to a report from IQVIA, the num-
ber of  new products launched in the coming years will continue 
to be higher than the average during the previous decade. Over 
the next five years, 300 drugs are expected to be introduced to the 
market, with the trends favoring specialty, niche, and orphan 
drugs. Also, it is expected that $196 billion will be spent over the 
next five years due to these launches.

Because of  the backlog, however, companies are rethinking 
their launch strategies in light of  the disruption to the typical ways 
that drugs are launched, explains Aitken. “This includes the role 
of  in-person congresses, the role of  key-opinion reactions during 
meetings, and educational forums, as well as in office detailing,” 
he says. “All those things come together as part of  the launch plan, 
and all of  those have been disrupted significantly during the last 
two-and-a-half  years.”

Due to the backlog of  medicines launched during the pan-
demic, along with new medicines currently being launched, 
pharma companies need to be aware of  certain logistical issues. 
For example, doctors often learn about new drugs and treatments 

Murray Aitken
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through various promotional and education drives. These events 
could start to stack up on top of  each other, notes Aitken.

While the record number of  launches during the past two years 
would have caused this issue regardless, COVID likely made the 
problem worse. “Already, the level of  competition for mindshare 
among key opinion leaders and prescribers generally has been 
increasing over the past few years,” says Aitken. “The pandemic 
accentuated that phenomenon as well.”

According to IQVIA BrandImpact, in-person detailing is only 
at 66% of  its pre-pandemic baseline. In June 2022, 65% of  pri-
mary care details were in-person, with 35% being remote.

THE INDUSTRY IS STILL RECOVERING
HCP visits still haven’t returned to their pre-COVID levels. IQVIA 
is analyzing the data surrounding these visits, including how they 
changed during the pandemic and where the numbers are now. 
In order to do so, it created a baseline by taking the average num-
ber of  HCP visits during January and February of  2020 and com-
paring the numbers against that figure. The data include both 
in-person visits and virtual sessions as well, which have seen a sig-
nificant increase post-pandemic.

Not surprisingly, the numbers significantly decreased during the 
initial months of  the pandemic in 2020. While they eventually 
started to go back up, they sharply decreased again when the Delta 
variant struck. Since then, the numbers have been trending upward.

Unfortunately, the recovery hasn’t been complete, and HCP 
visits are currently only at 90% of  the pre-pandemic baseline. 
“It’s a little higher than that for specialty visits, but it’s a little lower 
for primary care,” Aitken says. “We’re also tracking oncology 
separately and that’s in the middle. We’re still at a lower-than-
pre-pandemic level, and the mix has clearly changed and remote 
detailing is now about one-third of  the total details. That differs 
by specialty; oncology has a low level of  virtual visits, whereas 
some of  the other HCPs have more details being delivered virtu-
ally as opposed to in person.”

While the numbers are close to pre-pandemic levels, they are 
still down. This includes elective procedures, along with general 
and specialist office visits. While they had started to recover in 
2021, the numbers remained relatively flat throughout 2022.

During the pandemic, there were a large number of  foregone 
HCP visits. According to the data, many of  these visits have yet 
to be made up, and the industry is still recovering from these 
missed visits.

Meanwhile, therapy starts continue to trend below the baseline 
as well. The number of  new brand subscriptions briefly jumped 
up to 98% of  the baseline earlier this year but has since fallen to 
about 86%. Aitken points out that the number has been moving 
around but has yet to go above the 100% mark. This suggests that 
there are still patients avoiding HCP visits and, as a result, aren’t 
getting diagnosed. Aitken finds this concerning, as it shows there is 

a continuing disengagement of  patients from the healthcare system. 
The number of  continuing prescriptions for ongoing or chronic 
conditions has remained steady, however, and even rose to 2% 
above the pre-pandemic baseline. That is one of  the few statistics 
that hasn’t dropped below the baseline, even as new prescriptions 
continue to lag.

“We continue to see healthcare visits and initiations of  pre-
scriptions operating at a level lower than the baseline,” Aitken 
says. “It does suggest that we’ve moved backward with both 
patient care as well as HCP detailing (virtual and in-person). We 
haven’t made up for all of  the lost activity that was acute at the 
beginning of  the pandemic. The recovery has been less in oncol-
ogy in terms of  HCP, particularly in-person visits.”

THE EFFECT ON PRESCRIPTIONS
It’s still unclear what impact the previous years will have on new 
prescriptions. One of  the concerns is that many patients put off 
going to the doctor during the pandemic, which means that diag-
noses were delayed. When patients finally return to the doctor, a 
number of  them will be further along with their illnesses than they 
normally would have been. This could have an impact on the sorts 
of  treatments that doctors prescribe, since patients tend to require 
more serious drugs and therapy the further along their conditions 
have progressed. So far, however, the data doesn’t show an increase 
in stronger or more advanced drugs being prescribed.

Aitken explains that IQVIA has a panel of  community-based 
oncologists that it surveys on a monthly basis. One of  the ques-
tions that is regularly asked is how many of  their new patients are 
presenting as metastatic and whether the ratio of  metastatic to 
non-metastatic cases among new patients is changing over time. 
So far, the results have been a “mixed bag.” While the numbers 
appear to be trending slightly upward in some cancer areas, Ait-
ken describes the trends as “not hugely dramatic.”

He notes that there are difficulties in tracking this data, however. 
There is a lot of  variation in the ways that doctors choose what 
drugs to prescribe, and the progression of  the condition is only one 
aspect. For example, a doctor treating a patient with rheumatoid 
arthritis needs to determine when to start administering monoclo-
nal antibodies, and not all doctors make the same decisions.

“We’ve not yet been able to put our finger on that, partly because 
different doctors practice medicine differently, so what drugs get 
prescribed first isn’t always the same,” says Aitken. “I don’t think 
anyone is expecting that patients presenting with more advanced 
disease will not be treated more aggressively or be quicker to get 
to steroid treatments, COPD, respiratory, or monoclonal antibod-
ies if  they’re starting with methotrexate for rheumatoid arthritis. 
Doctors would be quicker to get to the more advanced cancer 
therapies for the more advanced metastatic disease.” Still, the data 
has yet to show significant trends in this area, and these concerns 
are still considered “more conceptual” at this point.
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LONG-TERM IMPACT
It’s clear that the events of  2020 through 2022 had a significant 
impact on HCPs and the pharmaceutical industry at large. In the 
early stages of  the pandemic, drug companies were in the spotlight 
and received increased attention, which brought along many new 
investors. In early 2022, however, the spotlight shifted and the phar-
maceutical industry saw a significant drop in investor interest.

According to IQVIA, spending on existing treatments decreased 
during the pandemic due to the disruptions it caused. Meanwhile, 
most of  the growth was unsurprisingly centered around the devel-
opment of  COVID vaccines and other treatments.

Despite this, the impact of  the pandemic is expected to be 
relatively muted in the long term. According to the data, it is likely 
that the greatest area of  scrutiny over the next five years will be 
the pricing and value of  both new and existing medicines. As is 
the case with several other factors, this was exacerbated by the 
pandemic, but the trend was already underway before COVID.

Ultimately, the pandemic does not seem to have significantly 
impacted the wider trends in medicine. For new product launches, 
the goal continues to be to provide new treatments to people liv-
ing in low-income or difficult-to-reach markets. Oncology and 

immunology continue to be the two leading therapy areas across 
the globe and are projected to grow by about 10% by 2026. This 
growth is expected to come from new treatments and medicines. 
The field of  neurology is also forecasted to see growth, as new 
therapies for Alzheimer’s, Parkinson’s, and other rare neurologi-
cal diseases continue to be of  interest to drug developers.

It’s still unclear when HCP visits will return to pre-pandemic 
levels. Based on the data, it appears that potential patients who 
put off going to the doctor during the pandemic are not planning 
on making up those missed visits. How this will impact long-term 
diagnoses is unclear.

In regard to new product launches, the main impact appears 
to be in how HCPs will become aware of  new treatments and 
begin prescribing them. Due to the record number of  launches 
over the past two years, professionals are facing a backlog of  new 
therapies  that they need to be educated on.

“A new drug with clear and distinctive clinical benefits is still 
going to find the patients who will benefit from it,” says Aitken. 
“It’s always the ones in the middle, with less differentiation or less 
clear clinical evidence, that are going to struggle, particularly with 
the disruption in the normal go-to-market strategies.” 
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DAN FITZGERALD
CEO and President of Board of 
Directors, Apollo Intelligence

E xecuting a rigorous product launch is critical to 
any brand’s success in the market—and doing so 
has become progressively more difficult in recent 
years. Disruption to the healthcare system caused 

by COVID-19 has made it more challenging for life sciences 
brand leaders to connect with their prescribers, other health-
care professionals (HCPs), and patients. Recent data suggest 
that prescribers will engage in 20%–30% fewer pharma sales 
rep visits moving forward, as compared to their pre-COVID 
numbers.1 Other data show that the majority of  prescribers 
now prefer hybrid models of  virtual and in-person meetings 
with reps.2 The prescriber and patient dynamic has also 
evolved to a similar mix of  virtual, in-person appointments, 
and remote-monitoring solutions.

These shifts are occurring at a time when pressures on pharma 
companies to increase speed to market couldn’t be higher. The 
promise of  therapeutic innovations and greater FDA flexibility 
in streamlining approvals have increased consumer and market 
expectations. Launches are being held to new standards for speed 
and quality, at a time when assessment for launch preparation 
has become more stymied than ever.

A successful pharma launch requires insight from prescribers, 
HCPs, and patients. To ensure this feedback is clear, brand leaders 
rely on industry benchmarks as a best practice. Understanding how 
benchmarks can be leveraged can help brands navigate today’s new 
world order with speed and agility that sets them apart.

HOW BENCHMARKS IMPROVE ASSESSMENT
Benchmarks fortify aspects of  launch that were previously at risk 
of  falling short. They help brand leaders:

• Understand the results of  peer comparisons and know 
what “good” looks like.

• Frame their analysis by providing context, ensuring results 
are viewed through the right lens.

• Provide credibility by offering social proof  and demon-
strating that the research vendor is proficient in method-
ological best practices.

• Save on costs, as honed benchmarks can reduce the need 
for competitive intelligence research.

KNOWING WHAT IS ‘GOOD,’ AND WHAT ISN’T
What’s “good” for a product launch is as good as the bench-
marks used. Quality benchmarks are developed through a 
nuanced methodology requiring a combination of  precision and 
choosing appropriate comparative data. The textbook require-
ments below are table stakes that teams should presume the 
competition is also using:

• Large, varied sample sizes—sourced from many studies, 
supporting many manufacturers.

• Relevant, comparable data—data of  similar intent, study 
type, data collection method.

• Timely research—using fresh data that reflects more accu-
rate results.

• Data delivered meaningfully in reporting—item level, 
median, and quartiles for easy consideration.

To set the brand apart, benchmarks can be even further 
enhanced by including relevant therapeutic areas, specialties, and 
specific time periods. Other considerations—such as understand-
ing negative trade-offs, and assessing what’s being tested and opti-
mizing for the most “special” aspect of  the brand’s market—can 
also refine the benchmark.

When these comparative metrics are applied to pharma launch 
activity results, the benchmarks provide a strong assessment tool 
to measure relative effectiveness of  the activity. Message and con-
cept testing, prescribing perceptions, and sales rep effectiveness 
can all benefit from strong benchmarks.

For example, a survey that was fielded by InCrowd (a sub-
sidiary of  Apollo Intelligence) in June asked 98 US-based pri-
mary care physicians (PCPs) who treat patients with seasonal 
allergies to provide their insights on an allergy medication ad. 
Conducted to illustrate agile benchmarking and unbeknownst 
to respondents, an FDA example ad for the drug Arbitraer was 
chosen as a way to explain what not to do for pharma ad mes-

How Good is a Good 
Product Launch?
A fresh look at how industry benchmarks can help fortify new 
drug launches to overcome today’s new market-entry barriers 
and higher expectations
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sages. Insights were sourced in under five hours by respondents 
completing a five-minute microsurvey, then ranking eight mes-
sages conveyed in the ad.

Compared against the company’s industry median of  56% of  
prescribers considering a pharma ad motivating across all stud-
ies in the past year, only one of  the eight Arbitraer drug messages 
tested above the benchmark (see Figure 1 above). When further 

compared against the normative quartiles of  message testing 
data in the past year, the benchmark showed that none of  the 
ad messages is unique. Without testing against benchmarks, and 
particularly in quartiles, this example launch team may never 
have known that its messages were not differentiating—knowl-
edge that is vital to have before the time-consuming marketing 
and spending steps begin.

MOVING TOWARD MORE SUCCESSFUL  
LAUNCH PREPARATION
New barriers and higher expectations make it imperative to rethink 
launch activities at a granular level—including the metrics used 
to define success. Using historical data-driven benchmarks com-
bined with real-time insights provide an enhanced, powerful way 
to set comparative expectations for quality launch deliverables 
designed to support revenue goals, using a fresh read on prescriber 
and patient perceptions. 

References
1.  https://www.zs.com/insights/stars-align-biopharma-to-drive-transforma-

tion-covid-19-pandemic
2.  https://www.pharmexec.com/view/turning-the-corner-a-new-era-of-

pharma-sales-comes-into-view

Arbitraer - Message Motivation
(Among total physicians, % top-two box rating on 7-point scale)

M8 Product X is covered by 95% of commercial 
prescription drug plans. 

M3 By taking Product X, you can relieve your 
allergy symptoms for up to 24 hours. 

M4 You may begin to experience relief of allergy 
symptoms two hours after taking Product X. 

M2
Product X is a prescription medicine that helps 
control seasonal allergy symptoms, like runny 

nose, sneezing, and itchy, watery eyes.

M1 Product X helps relieve seasonal allergy 
symptoms.

M6 Product X is for use in adults 18 and older. 
Product X is not for use in children.

M7 Talk to your seasonal allergy patients about 
Product X today.

M5
You may experience headaches, cold    

symptoms, coughing, or backaches while 
using Product X.

0% 20% 40% 60% 80% 100%

Figure 1. A real-time performance benchmark based on the survey question to primary care physicians: “Please rate the following mes-
sages according to ‘how motivating to prescribe’ you find each to be.” Reflects median, bottom, and top quartiles from message testing 
studies conducted. Commercial coverage (M8) is the only Arbitraer message that scores above the benchmark of 56% for motivation.
Source: InCrowd
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P harmaceutical manufacturers employ sophisticated 
strategies to shorten the time to product launch, but 
how many consider adopting an advanced manufactur-
ing technology as a strategy to do so? It turns out that 

manufacturers who have adopted continuous manufacturing have 
shortened their time to FDA approval and their time from approval 
to product launch. Might this strategy work for others?

When Stelios Tsinontides joined FDA as 
director of  the Office of  Pharmaceutical 
Manufacturing Assessment in October 2019, 
he saw the full landscape of  global pharma-
ceutical manufacturing for the first time. He 
noted there were only six FDA-approved 
applications using continuous manufacturing 
for solid oral drug products. Despite his 
29-year career in the pharmaceutical industry, 

he was puzzled as to why so few manufacturers had embraced con-
tinuous manufacturing. “I just assumed that many more pharma 
manufacturers would have embraced this technology given its wide-
spread adoption in other industries,” he explains. Then he set out 
to understand why. “I heard through our engagements with manu-
facturers that they had concerns about FDA’s application review 
delaying their product launches as well as some concerns related to 
postapproval changes and inspections,” he says.

Now concerned himself, Tsinontides initiated an internal audit 
of  applications to FDA’s Center for Drug Evaluation and Research 
(CDER), and the findings surprised even his most seasoned col-
leagues. Rather than delaying product launches, the audit found 
that FDA had approved applications employing continuous manu-
facturing three months faster than those employing traditional batch 
manufacturing. What’s more, these products also hit the market 
faster after approval. Based on the sales figures for these drugs, these 
continuous manufacturers enjoyed $100 million–$500 million of  
earlier revenue based on their shortened launches. “Once I saw these 
numbers, I knew based on my industry experience that this story 
needed to be shared broadly with pharma decision-makers,” he says.

Tsinontides wasn’t the only one curious about the slow adop-
tion of  continuous manufacturing for pharmaceuticals. In 2020, 

Clifford Rossi, a professor at the University of  Maryland School 
of  Business and a financial risk expert, began to explore the finan-
cial aspects of  continuous pharmaceutical manufacturing. “For 
decades, it’s been significantly cheaper to manufacture overseas, 
especially in China,” he says. “I assumed that pharma manufac-
turers were not investing in continuous manufacturing due to the 
financial risks and economics, and perhaps even due to tax rates.”

To investigate further, Rossi developed a stochastic financial 
model that also showed him something different than expected. 
Continuous manufacturing in new facilities provided economic ben-
efits and even an economic advantage for US manufacturers as 
compared to batch manufacturers abroad. He found the contribu-
tion of  continuous manufacturing to the expected net present value 
over the life cycle of  a drug to be nearly $500 million. “When com-
paring investments in continuous or batch strategies for a new US 
facility, the results clearly suggest that the lower costs associated with 
continuous manufacturing should lead to more investment in it—
even for generic firms,” he says. “It seems that continuous manu-
facturing may not only be worth the investment, but its adoption 
could also help to reshape global pharmaceutical supply chains.”

As the data from CDER’s audit and the University of  Mary-
land study began to trickle in, Tsinontides started to wonder how 
FDA had approved applications with advanced manufacturing 
technology so fast. He reached out to his colleague Sau “Larry” 
Lee, PhD, senior scientific advisor to CDER’s Emerging Technol-
ogy Program, to understand. “For those wishing to adopt a new 
technology, CDER created an Emerging Technology Program to 
allow early engagements with the agency, even prior to filing a 
regulatory submission,” informs Lee.

Formed in 2014, the program allows an organization to meet 
with FDA experts from review and inspection programs to discuss 
and resolve potential regulatory issues prior to filing a submission. 
It turns out that all of  the FDA-approved continuous manufacturing 
applicants had engaged with CDER’s Emerging Technology Pro-
gram. “We’ll engage with those adopting new technologies, and our 
early interactions do not even need to be product-specific,” says Lee.

The application to participate in the Emerging Technology 
Program is a straightforward document with a five-page limit that 

The Manufacturing 
Edge on Path to Market
FDA backs the benefits of adopting continuous manufacturing, 
a strategy which has accelerated approval and launch timelines, 
and its Emerging Technology Program could be a helpful tool

ADAM C. FISHER, PhD 
Director of Science Staff, Office of 
Pharmaceutical Quality, Center for 
Drug Evaluation and Research, FDA

Stelios  
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includes basic items such as a description of  the technology and 
an explanation as to why it is substantially novel. “It’s very impor-
tant that applicants to the program describe how their proposed 
new technology could potentially improve product quality,” Lee 
notes. “We try to develop familiarity and internal expertise on 
their technology so we can carry that forward to the application 
assessment and facility inspection.”

Pharmaceutical manufacturers that move toward adopting 
advanced manufacturing benefit from increased support from FDA 
in the short term and can reap the rewards of  using an advanced 
technology in the long term. The Emerging Technology Program 
has not only been effective in helping manufacturers expedite their 
product launches, but it is also well-received by participants who 
rate their satisfaction with the program an 8.9 out of  10 in exit 
interviews. Of  course, a technology cannot remain emerging for-
ever. This high level of  regulatory engagement on continuous man-
ufacturing will not continue indefinitely as technologies mature and 
adoption becomes more widespread.

Engagements with the program may explain how continuous 
manufacturing applications were approved quickly, but Tsinontides 
still wondered how these products had hit the market faster after 
approval. Most pharma manufacturers employ batch manufactur-
ing, a process in which material is manually moved from one unit 
operation to the next, and product is made one batch at a time. 
Drug manufacturing has largely been conducted this way since the 
middle of  last century. “After approval, batch manufacturers typi-
cally need to complete scale-up transfer, which can involve qualify-
ing larger equipment, updating processes, and completing perfor-
mance qualification for the commercial-scale process,” explains 
Tsinontides. “All of  this takes time and effort.”

Many industries such as commodity chemicals and food pro-
cessing have embraced continuous manufacturing as their default 
means of  production, due to advantages including shorter process-
ing times, reduced waste, and a smaller footprint. Continuous man-
ufacturing uses an unbroken flow of  material from one unit oper-
ation to the next with no stops in between, bringing opportunities 
for improved efficiency and fewer errors. “Continuous manufac-
turing also allows for agility related to production timing and rate, 
and is not necessarily a 24/7 production,” says Tsinontides.

While multiple factors can determine the time between drug 
approval and marketing, manufacturing scale-up by increasing equip-
ment size is often the bottleneck. Continuous operations, by design, 
require fewer process and equipment changes to reach commercial-
scale operations. Changes to accommodate the commercial scale in 
continuous processing typically involve simply increasing the run time 
on the same equipment and with the same controls. The decrease in 
time to market after approval, alone, accounted for $50 million–$125 
million of  the early revenue for continuous manufacturers.

FDA’s audit also looked at the regulatory burden for those adopt-
ing continuous manufacturing, related to making postapproval 

changes and being subject to pre-approval inspections. The FDA 
audit found that there was not a substantial difference in the num-
ber of  process changes reported by batch and continuous appli-
cants. However, continuous applicants reported no changes related 
to equipment, processing conditions, or batch-size range. Tsinon-
tides says, “This observation aligns with the fact that continuous 
processes are often designed to have inherent flexibility to tailor 
production to demand.”

An FDA pre-approval inspection was conducted for the major-
ity of  batch products and all of  the continuous products. “While 
continuous applications had more process-related issues observed 
during inspections than batch applications, it stands to reason that 
as FDA’s confidence in continuous manufacturing increases, the 
need for pre-approval inspections and the number of  process-related 
issues should lessen,” contends Lee. The most important finding for 
continuous manufacturers was that pre-approval inspections did 
not adversely impact application approval timelines, as all were 
approved in the first FDA review cycle ahead of  the goal date.

Owing to his engagements with technology developers in the 
Emerging Technology Program, Lee found another issue faced by 
manufacturers wanting to adopt continuous strategies. Many had 
faith in FDA’s willingness and ability to approve continuous manu-
facturing applications but had doubts about that of  other global 
regulators. Often manufacturers deal with dozens of  global regula-
tors for a single international product launch.

To address this problem, Lee initiated an international effort to 
describe harmonized scientific and regulatory considerations for 
continuous manufacturing. The result was an international guide-
line on continuous manufacturing dubbed ICH Q13. “The goal 
of  ICH Q13 is to commit regulators to consistent adoption of  
consensus-based guidelines to realize the benefits of  continuous 
manufacturing for patients as well as industry,” says Lee. The ICH 
Q13 guideline has undergone global public consultation and is 
expected to be finalized before the end of  the year. FDA’s hope is 
that manufacturers will have more confidence in the global regula-
tory support for continuous manufacturing adoption.

As continuous manufacturing transitions from the innovators 
to the early adopters in pharma, it seems the question is when, 
not if, pharma will broadly embrace continuous manufacturing. 
The rapidly changing demand caused by COVID-19 displayed 
the value of  manufacturing agility and the problems caused by 
long, tangled supply chains and time-consuming manufacturing 
technology transfers. Many saw continuous manufacturing as a 
potential solution to these problems.

As continuous manufacturing hit the spotlight in 2020, so did 
its funding. The federal government alone awarded nearly $500 
million to companies developing domestic continuous manufac-
turing technologies. Some of  these technologies now approach 
maturity and regulatory filings, leaving FDA in a challenging but 
promising position. 
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Executive Roundtable

O n June 29, a panel of  five professionally and cul-
turally diverse executives convened in a virtual, 
closed roundtable to discuss diversity, equity, and 
inclusion (DE&I) relative to the pharma industry’s 

sales and marketing efforts. Experts from both pharma and the 
agencies they enlist to tackle creative contributed to 
an enlightening discussion.

Topics discussed included representation among 
various minorities within sales and creative positions—
“the messenger matters;” how pharma companies can 
build DE&I into their overall strategy; how the 
approach to underserved communities requires sincere 
acknowledgement, both in advertising/marketing and 
clinical trial recruitment; and how the industry can communicate 
to the healthcare professional (HCP) and patient population 

about preventative measures to help people live well and longer. 
The interaction between the panelists yielded a robust and pas-
sionate discussion. The following is a recap of  the conversation, 
edited for length and clarity.

Wendy Short Bartie, senior vice president and head, US oncol-

ogy, Bristol Myers Squibb: The US is composed of tens of 

thousands of zip codes, and demographics can change 

dramatically within a five-mile radius. How are pharma 

companies liaising with HCPs and patients to address 

some of the inherent issues that we’re facing in the con-

text of health equity, and should we be integrating health 

equity into our sales and marketing efforts?

GENA PEMBERTON, CHIEF DIVERSITY, EQUITY, AND INCLUSION OFFICER,

OMNICOM HEALTH GROUP: Absolutely, pharma companies could 

DE&I in Pharma Sales & Marketing
‘While There’s Work, There’s Promise’
Senior leaders in pharma, healthcare marketing and communications, and advertising got together 
to discuss the progress and lingering roadblocks in advancing diversity, equity, and inclusion 
strategies in the life sciences—where the common thread seems clear: the messenger matters 

By Fran Pollaro

Wendy  
Short Bartie
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be doing a better job of  focusing in on a higher level of  detail and 
getting it down to five miles—or even two miles. We’ve been paint-
ing with a wide brush, but the only way that we’re going to make 
a dent as it relates to health equity is for us to start building out 
plans that are very specific to the areas we’re serving. 

We need to start to realize that within a neighborhood there 
might be a more seasoned generational area vs. a younger one, 
or a Black neighborhood vs. a Hispanic neighborhood. Other-
wise, we’re not going to make an impact as it relates to getting 
our HCPs to really understand the patient needs if  they’re simply 
applying it to what they believe the majority is.

LUCY ABREU, SHRM-SCP, EXECUTIVE VICE PRES-

IDENT, SYNEOS HEALTH COMMUNICATIONS: The 
killing of  George Floyd in 2020 awoke a lot 
of  companies and inspired them to take 
measurable action. We have to remain vigi-
lant in our programming, our initiatives, and 
our measurable outcomes because there is 
so much at stake.

Starting with clinical trial diversity, all the 
way to our commercialization strategy, we have significant educa-
tion, trainings, and cross-cultural relationships that need to be 
established and fortified in order for us to do this correctly and 
have long-term impact. We are not monolithic communities, and 
too often we get caught up in not having that right representation 
on our pharma teams to even understand the nuances in care 
that are represented by diverse zip codes. That goes beyond racial, 
ethnic, sexual orientation or expression. There are so many lay-
ers and dimensions of  diversity that we have to be prepared for 
in order to really improve the healthcare ecosystem.

One of  the things we’ve done at Syneos Health is pulling 
together panels like this—safe spaces with different members of  
our healthcare community who can speak from personal and 

professional experience, what it means to care for others, to cre-
ate clinical trials where we are raising our hand a bit more often 
because we trust the messenger and the process.

DEREK WALKER, OWNER, BROWN AND BROWNER 

ADVERTISING: Zip codes in the Black, Hispanic, 
or some certain Asian communities are multi-
leveled. It’s not simply lower class, it’s mixed, 
because we tend to stay in our community—
it’s a safe place.

In my zip code, you have people who are 
making $12,000 to $14,000 a year and people 
who are making $500,000 to $1 million a 
year living in proximity. In advertising and marketing, we talk about 
zip codes like they’re separate groups, but they’re actually layered 
inside the zip code.

BARTIE: At BMS, one of  the programs we created several years 
ago is called “Standing in the Gaap,” which focuses on closing 
gaps in diagnosis, care, and survival rates among African Amer-
icans who were diagnosed with multiple myeloma. We know, 
unfortunately, that African-American people who are diagnosed 
with multiple myeloma have disproportionately negative out-
comes relative to White patients, and have a high mortality rate.

When it comes to “standing in the gap,” we’re not alone. Other 
pharma companies have certainly committed to developing 
patient education materials in multiple languages that are cultur-
ally relevant. Many came out in 2020 to talk about special DE&I 
and health equity commitments around disease awareness, 
improving access to care, and advocating for policies that promote 
health equity.

But there have to be sustainable, scalable solutions that we can 
benefit from not just for a couple of  years, but decades, that can 
have generational impact on improving quality of  care.

Bartie: The messenger matters. When we’re communicating or mar-

keting to women or people of color, it’s been proven time and time 

again that it’s good for business to have women or people of color 

in the room bringing insights and sharing important information to 

ensure that we’re getting it right. But, in terms of representation, only 

about 20% of creative directors are women, and executive creative 

directors are even more sparse.

Recently, New York Festivals hosted a two-hour conversation 

called “Black Madison.” During this conversation, it was indicated 

that there are less then 10 Black executive creative directors in the 

entire advertising industry from big holding companies! And there’s 

only one with a healthcare focus. 

How important is it to have diverse creative teams developing cre-

ative content in marketing campaigns aimed at specific demographics? 

WALKER: In the ’70s and ’80s, those numbers were higher. I 
do not know what happened, but it did—in the early ’90s, Afri-
can Americans and Hispanics lost representation at the execu-
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tive creative director level. Having representation is extremely 
important because without it you miss the nuance of  language, 
culture, and understanding. Before I opened my shop, I had 
only worked at White agencies. So, we’d throw a doctor in an 
add in a lab coat, not understanding that the doctor doesn’t 
carry the credentials in Black and Hispanic communities 
because of  past grievances. When you stick a doctor in a spot 
to talk to a minority community, that person doesn’t come with 
clout, they elicit trepidation. And if  you don’t know or under-
stand the community or understand the pushback, you won’t 
know how to frame your message.

Few pharma companies addressed the idea of  the Tuskegee exper-
iments and how that impacts a community for decades, or some of  
the things that were done in North Carolina to Black women. If  you 
don’t own that, then you can’t build credibility, because you’re saying, 
“Well, we’ll just ignore that part of  your history.” 

CATHERINE GREGOR, CHIEF CLINICAL TRIAL OFFI-

CER, FLORENCE HEALTHCARE: Early on in my 
career in a health system, I spent a lot of  my 
time dancing around Tuskegee and trying 
not to acknowledge it when talking to under-
represented populations, and I learned the 
hard way that’s not the right way to do that. 
The best way is to talk about it—talk about 
the misuse of  trust, what we as an industry 

have learned, and acknowledge we still have lots to learn. 
In terms of  clinical trial staff, we want people in the room 

who look like the patients we’re trying to reach. We want to make 
sure that we have people who are representative of  all cultures, 
all sexual orientations, and all socioeconomic backgrounds 
because they’re the ones who are able to make genuine connec-
tions and establish trust. We can do all the research and experi-
mentation and protocol design we want, but without those 
patients, we don’t get the approvals and the drugs we need to 
move science forward.

PEMBERTON: We’ve instituted a few differ-
ent things across Omnicom Health Group 
to ensure we’re getting people to see the work 
before it goes out and make sure that we’ve 
got different voices in the room looking at 
the work product. For example, before any 
client work goes out that’s related to health 
equity or servicing a specific demographic, 
I review the work: any voiceovers, what the 

creative is, what the copy is, and how we are going to approach 
the client. We’re at a time now where we have to be very clear and 
cognizant of  how important our language is and how important 
it is to make sure that we’re delivering inclusive work.

We also instituted our DEI University for every employee to 
participate in; it was mandatory, composed of  four modules of  

training that included having an inclusive mindset, unconscious 
bias, antiracism, and how to lead with inclusivity in mind.

This is all part of  the culture change that we’re trying to 
implement within the network, because there’s not this huge 
influx of  Black, Hispanic, and Asian creative directors that are 
just going to pop up out of  nowhere and come into these roles 
tomorrow. Until we start to build those up and find these peo-
ple and get them into healthcare, we’ve got to build a world of  
allies and advocates. 

ABREU: We have an opportunity to come together and be a cata-
lyst for change. “Investment” to me is the key word here. Our indus-
try must be willing to make sustainable investments that range from 
recruiting and retaining a more diverse talent pipeline to upskilling 
clinical trial investigators and our commercial sales force, to ensure 
they’re as diverse and cross-culturally trained to cater to an ever-
evolving US patient population, and then we’ll be better prepared 
to develop strategic and culturally appropriate healthcare solutions. 

The bottom line is the messenger matters, the talent we have 
creating the messages and the groups we partner with that have these 
grassroots relationships with the communities we’re working with, 
matters. While there’s work, there’s promise, and that motivates me.

Bartie: What should we be doing to make sure that clinical trials in 

the US reflect the population that we serve? How should we be look-

ing at complex data systems and digital information, big data, to 

help us improve diversity in clinical trials?

GREGOR: Science has made amazing leaps in the last decade for 
lots of  different types of  patients. I worked in a large academic 
medical center where we did innovative research that was potentially 
lifesaving. However, that research was only available to the patients 
who lived in my area and were willing to come to my institution and 
who had the right insurance. The most recent change in Medicaid 
policy announced in January is huge for clinical trial participants 
and the ability to enroll patients. From a reimbursement standpoint, 
it allows hospitals to be empowered to do more work.

Catherine Gregor
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The FDA’s most recent guidance issued in April is much more 
prescriptive in terms of  making clinical trials more accessible to 
the patients who are going to be receiving therapy post-approval. 
They’re pointing to moving outside of  large academic health 
centers and community health systems and taking clinical trials 
to places where patients are and where there is an already estab-
lished level of  trust in a particular community. To me, that’s the 
most exciting thing that has happened this year for moving diver-
sity and representation forward.

Also, the FDA has now said that sponsors are going to be 
required to think prospectively about how they are going to reach 
those populations as they are designing their protocol—it cannot 
be an after-the-fact thought.

There’s a lot of  confidence right now. For a long time, there      
has been a lot of  talking individually about diversity and inclu-
sion. But now the industry is talking with a loudspeaker instead 
of  a small microphone. The political climate is right, the science 
is right, and coming out of  COVID-19 we’ve seen what can hap-
pen when we look at new ways to reach and motivate communities.

BARTIE: At BMS, one of  our commitments is focused on diver-
sity in clinical trials. We’ve committed to locate 25% of  new US 
clinical trial research sites in highly diverse communities by the 
end of  this year. We believe that decentralizing clinical trials makes 
it a lot easier on patients and their families and caregivers to par-
ticipate. We’ve also seen that the increased use of  telemedicine 
and home healthcare and these decentralized clinical trials have 
a direct correlation to increase patient compliance and reduce 
patient dropout of  clinical studies. Trials in more communities 
and reaching more diverse patients allows us to make sure more 
patients’ voices are heard. But there is still so much work to do in 
terms of  making sure that our clinical trials look like the ever-
changing diverse fabric of  our society.

GREGOR: The role of  decentralized trials and technology are a 
wonderful thing, but we have to make sure that whatever tech-
nologies we are building don’t create additional access restrictions 
to those populations who don’t have internet or mobile devices.

Bartie: Looking at pharmaceutical sales teams, 76% are White. About 

13.8% are Hispanic/Latino, Asian 4.8%, Black or African American 3.8%, 

American Indian/Alaska Natives 0.2%. When you compare those stats 

against these facts: The ethnicity with the highest prevalence of diabe-

tes is the Hispanic population, the ethnicity with the highest prevalence 

of cancer is the Black population, you see the disconnect.

Sales teams have traditionally been the tip of the arrow for pharma 

in terms of developing relationships and exchanging valuable informa-

tion with HCPs and providing access to important patient education. 

Are the current teams diverse enough and built to address the issues 

of race and gender in our chronically underserved communities?

WALKER: No. Dear God, the numbers. No, no.
ABREU: Absolutely not. The data says it all. It’s so important for 

us to look at our data analytics to develop benchmarks if  we don’t 
already have them, and make sure that we do better because 
there’s so much opportunity.

At the bare minimum, it’s a two-part solution. First is repre-
sentation, and second is making sure that we create these inclusive 
workforces that are inviting enough to bring in top talent from 
these diverse communities, where they have fair opportunities for 
promotion and are able to do stretch assignments and have a voice 
at the table. It’s one thing to bring in the talent, it’s another thing 
to retain the talent.

There is a plethora of  studies that show that there’s upward 
of  30% financial gains that businesses don’t realize by not taking 
advantage of  more inclusive teams, when the numbers show that 
it positively impacts your bottom line and your patient commu-
nity. To me, it’s a win-win all the way around.

We have to work closely with our HR teams to make sure that 
we have diverse hiring managers and participants on hiring pan-
els. We need to know where people are posting our jobs. We need 
to do a better job of  incentivizing employees to share with 
their network.

PEMBERTON: We need to articulate that the way those numbers 
are situated was how the system was built. This is why we have 
health disparities—we were never built to be equitable across the 
industry. We have to change the mindset of  what the system is 
built on as we bring in new people.

WALKER: It’s not just about hiring; it’s how you judge success. You 
bring in a minority salesperson in a system designed for the major-
ity, a Black woman to do pharmaceutical sales in a system designed 
for White men and women salespeople—and you judge them based 
on the numbers they sell, but not taking into consideration that 
when that person shows up, they’re not seen the same. They have 
a higher hill to climb, but you’re going to judge them the same.

It’s not enough to just hire them. It’s how you measure them 
and how you retain them. 

Bartie: Several months ago, it was reported that Black and Latino 

people in this country experienced a 2.9 and three-year decline in 
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to be equitable across 
the industry. We have  
to change the mindset 
of what the system is 
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life expectancy, respectively, in 2020 compared to a 1.2-year decline 

for White people. In an industry designed to help people live better 

and improve outcomes, there’s clearly something amiss. It’s appar-

ent that this is a deeply entrenched structural issue. How can pharma 

companies overcome this obstacle?

WALKER: Pharma has to paint the whole picture and speak to 
everyone. There’s an obligation, and we sometimes have to do 
what’s best for everybody, even if  it costs money. I advise clients, 
pharmaceutical companies, to take the high road and speak to 
conditions without attaching a sell to it. When a pharma com-
pany decides to lead with something more than “buy our product 
or service,” it becomes “we care about the community, about us.” 
Put forth a message that wakes folks up. Address preventative 
personal health: You’ve got to eat better, exercise, learn how to 
deal with stress.

In the barber shop, when somebody comes in with prostate 
cancer, it’s interesting to see how, all of  a sudden, everybody’s 
got questions about prostate exams. There are conversations to 
be had before people get diagnosed.

GREGOR: We need to message at a time when a patient isn’t a 
patient, when they’re still just a person before the disease presents 

itself. I run into that all the time with clinical trials. The first time 
a patient hears about a clinical trial, unfortunately, is usually when 
they’re sick. I have to educate them on what clinical trials are and 
what they mean for their condition. If  we started to talk about the 
preventative measures and the dynamics of  health as a group 
before that person ever needs that, there’s a doorway to then have 
the conversation. You have to create an awareness of  the need 
before you can give them the product. That’s the piece a lot of  
times we miss.

PEMBERTON: One of  the things that we launched at Omnicom 
Health Group is “Black Health Now.” We host discussions 
monthly about different things that impact the Black community 
as it relates to healthcare and disparities, from the importance 
of  mental health, eating right, and holding doctors accountable-
mostly to get it to the communities so patients can understand 
more, and our clients can understand more of  what people are 
thinking and talking about, without an end goal. It’s about shar-
ing so more people in the Black community can better understand 
how they can drive change in their healthcare and understand 
where to go and who to talk to—much like the barber shop pros-
tate conversation. 
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21st Annual Industry Audit 
Pharma Performance Check 
Our latest metrics tally across seven business-key measures uncovers some familiar players 
pacing the field in delivering shareholder value and getting the most from their investments  
By Bill Trombetta

W elcome to Pharm Exec’s 21st annual Pharmaceu-
tical Industry Audit.  We present a unique finan-
cial performance analysis of  the top 18 publicly 
traded biopharmaceutical companies based on 

2021 sales revenue and other financial metrics. We focus on a 
number of  financial performance metrics, especially critical met-
rics such as growth in shareholder enterprise value, enterprise 
value to sales (EV/S), and return on invested capital (ROIC). 
Regarding the last metric, we introduced the impact of  weighted 
average cost of  capital (WACC) in September 2019. WACC 
adjusts ROIC by assessing the difference between ROIC and 
WACC. The difference measures the range of  creating share-
holder value among companies. 

METHODOLOGY 
This year’s Audit relies on secondary reported information for the 
2020–2021 time period. The metrics are also weighted reflecting 
their relative importance in assessing a company’s performance. 
Some metrics are more important than others. For example, sales 
growth is important, but sales growth can occur as a result of  
mergers and acquisitions and in-licensing. So it takes a back seat 
to more critical metrics such as ROIC, which measures how well 

a company is managed, including margin management (the profit 
and loss or income statement) and asset management (the use of  
assets on the balance sheet), and most importantly, whether ROIC 
exceeds the cost of  capital (the cost of  debt and the opportunity 
cost of  stock equity, which are reflected by WACC).

Two metrics are included that are not weighted: sales, general, 
& administrative (SG&A), or overhead; and profit per employee.

The higher a company performs on a metric is reflected in a 
ranking based on the number of  points it receives per metric. The 
highest metric for this year’s Audit is 18 based on the number of  
firms in our Audit. For example, if  a company places 17th (second 
highest) on the critical metric (EV/S), it receives 51 points on the 
metric (17 rank x weight of  3). In another example, if  a company 
comes in at a ranking of  five (five places from the bottom), on the 
metric gross margin (pricing power), its total points would be 10 
(5 rank x weight of  2).

INDICES
Basic indices are the growth of  the US economy and inflation. 
You have to be able to grow faster than the US economy: 
around 3% in 2021 and higher than inflation as measured by 
the Consumer Price Index (CPI), about 2% for 2021. As we ev
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continue presently in 2022, inflation has soared relative to 
2021. Other important benchmark metrics for 2020 include: 

• Dow Jones Industrial Average: up 18.7% 
• Nasdaq Composite: up 21.4%
• Standard & Poor’s (S&P) 500: up 28.7%

SALES GROWTH
Table 1 shows sales in US dollars along with sales growth for 
our 18 pharmas. It is good to grow, especially organically, com-
pared to just acquiring companies. But that’s easier said than 
done for companies at high sales levels such as Johnson & John-
son (J&J), Novartis, and Roche.  

The average dollar sales for our 18 companies was $41.9 billion 
in 2021, vs. $35.9 billion in 2020: a growth rate of  16.5%. The 
key metric in Table 1 is sales growth, with Pfizer increasing the 
fastest, due in part to its outstanding vaccine numbers. Of  our 18 
companies, four showed a sales decrease for 2021, while eight com-
panies posted double-digit sales growth.

ENTERPRISE OR SHAREHOLDER                                        
VALUE AND GROWTH
This is the first of  the three crunch metrics; EV/S and ROIC are 
the others. There are other worthy performance metrics (e.g., 
corporate responsibility, sustainability, the best places for women 

and minorities to work,etc.), but our focus is financial performance 
and enterprise value and growth. Did a company create or add 
to shareholder (enterprise) value or destroy shareholder value?

EV is the sum of  an organization’s market capitalization; 
then add in debt and adjust for cash and other current assets. 
Simply put, EV is the market value or market capitalization of  
a company. Table 2 shows the pharma with the highest EV is 
J&J at $475.4 billion. The company that grew its EV the most 
was Eli Lilly. To put that in perspective, the average EV for our 
18 pharmas in 2020 was $187.2 billion. Half  of  the companies 
increased shareholder or enterprise value, with the other half  
showing decreases in enterprise value. 

Audit Data Sources & Table Key
( ) Denotes loss
B = Billions of  US$
Figures are rounded up where appropriate

Sources: FactSet; Evaluate Pharma; New York Times; Wall Street 
Journal; Business Week; Fortune; Forbes; thatswacc. Financial data 
are found primarily through FactSet, which was accessed in May 
2022 for the 2020–2021 time period.

Annual Sales
Company Sales 2021 Sales 2020

Percent 
Change

Pfizer 18 $81.3B $41.9B 94%

Viatris 17 17.8B 12.0B 49.5

AstraZeneca 16 37.8B 24.6B 27.8

AbbVie 15 56.2B 45.8B 22.7

Lilly 14 28.3B 24.5B 15.4

Novo Nordisk 13 22.4B 19.4B 15.3

Johnson & Johnson 12 93.7B 82.6B 13.5

Gilead 11 27.4B 24.6B 11.1

BMS 10 46.4B 42.5B 9.1

Roche 9 68.7B 62.1B 7.7

Sanofi 8 44.6B 41.1B 4.8

Endo 7 3.1B 3.0B 3.0

Amgen 6 25.9B 25.2B 2.9

Novartis 5 48.2B 47.9B 2.3

Merck & Co. 4 48.9B 48.0B 1.9

GSK 3 43.73B 43.70B 1.0

Teva 2 15.8B 16.7B (10.7)

Biogen 1 10.4B 12.4B (15.8)

Average $41.9B $35.9B 16.5%

Table 1

Enterprise Value
Company EV 2021 EV 2020

Percent  
Change

Lilly 18 $292.8B $201.3B 45.3%

Novo Nordisk 17 252.0B 177.8B 41.6

AstraZeneca 16 186.5B 160.8B 16

AbbVie 15 330.7B 286.5B 15.4

Pfizer 14 278.9B 245.5B 13.9

Merck & Co. 13 246.4B 226.5B 8.1

BMS 12 192.8B 181.3B 6.6

Roche 11 307.4B 305.1B 0.6

Johnson & Johnson 10 475.4B 471.5B 0.1

Amgen 9 154.9B 164.6B (6.1)

Sanofi 8 136.0B 147.5B (7.5)

Novartis 7 201.5B 230.2B (12.6)

Gilead 6 95.7B 110.5B (15)

GSK 5 117.6B 138.1B (15.3)

Teva 4 32.3B 35.9B (18.2)

Endo 3 6.9B 8.1B (18.5)

Viatris 2 34.9B 43.9B (25.7)

Biogen 1 30.8B 46B (30)

Average $187B $176.7B 6.2%

Table 2
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ENTERPRISE VALUE TO SALES
EV and EV growth are very important performance metrics. 
EV/S supplements that metric by assessing which firms are still 
climbing vis-à-vis so called “value” stocks—stocks for widow and 
orphan drugs that, if  not growing in upside market cap, still pay 
noteworthy dividends and are solid businesses.

Table 3 lists EV/S. The average EV/S for 2021 is 4.5. At 
the top is Lilly at 9.8. Coming in a close second is Novo Noridisk 
at 8.8. The higher the EV/S ratio, the more likelihood the com-
pany’s performance is going to get better. EV/S is impacted by 
factors on the horizon for a drug manufacturer. According to a 
column by Evaluate Vantage’s Lisa Urquhart published in May, 
the relatively high numbers for AbbVie and the other compa-
nies over the average EV/S of  4.5 is due to a fresher stockpile 
of  recent introductions, or as Urquhart terms it, better prospects 
reflected by a firm’s “freshness index”—what percentage of  its 
product portfolio is less impacted by patent erosion. 

GROSS MARGIN
Yes, there is net-net and list price vs. net price, but at the end 
of  the day, there is gross margin, which is tantamount to markup. 
As Warren Buffet would call it, “the moat around your castle.” 
Gross Margin reflects an organization’s power to maintain or, 
even better, increase price.

This metric represents total revenue minus cost of  goods sold 
from the income statement. This is quintessential margin man-
agement: how price is managed while simultaneously managing 
operating costs to produce net income. The higher the gross 
margin is, the more a company is able to cover operating 
expenses, including SG&A. 

Table 4 shows Novo Nordisk at the top with a gross margin 
of  82%, a slight increase over 2020. The biotechs rule pricing 
as they have ever since the first Pharm Exec Industry Audit in 
September 2002. But note the significant drop in gross margin 
average for our 18 pharmas, from 67% in 2020 to 65.9% in 
2021. Only seven manufacturers were able to increase gross 
margin last year, compared to nine firms in 2020.

PRE-TAX INCOME MARGIN
Staying with margin management, Table 5 on facing page shows 
pre-tax operating income, or pofit to sales. Again, the higher the 
gross margin is, the more that contributes to improving pre-tax 
operating income. Operating income is total revenues minus cost 
of  goods sold and minus operating expenses related to a firm’s 
typical business. It excludes one time gains and losses, dividend 
income, and interest income. 

At the top in this metric is Novo Nordisk with pre-tax operat-
ing income of  42%. The average figure for 2021 was 12.5%, 

Enterprise Value to Sales
Company EV/S 2021 EV/S 2020

Lilly 18 9.8 7.1

Novo Nordisk 17 8.8 7.6

Amgen 16 5.8 6.2

AbbVie 15 5.5 5.8

AstraZeneca 14 5.5 4.9

Roche 13 5 4.7

Johnson & Johnson 12 4.8 5.2

Merck & Co. 11 4.5 4.8

Novartis 10 4.3 4.7

Pfizer 9 4.2 5.6

BMS 8 4.1 4.2

Gilead 7 3.9 3.7

Biogen 6 3.4 4.2

GSK 5 3.1 2.8

Sanofi 4 3 3.6

Endo 3 2.5 3

Teva 2 2.1 2

Viatris 1 2 2

Average 4.5 4.6

Table 3

Gross Margin
Company

Gross Margin 
2021

Gross Margin 
2020

Novo Nordisk 18 82% 81.8%

Gilead 17 75.9 81.7

Amgen 16 75.2 75.6

Biogen 15 75 81.7

Lilly 14 74.2 77.7

Merck & Co. 13 72.5 73.8

AbbVie 12 69.5 69.2

Novartis 11 69.3 68.9

Roche 10 68.6 72

Johnson & Johnson 9 68.4 66.1

GSK 8 65.4 67.8

Sanofi 7 63.1 61.3

AstraZeneca 6 60.9 74

Endo 5 59.2 50.3

BMS 4 57.7 51

Pfizer 4 57.7 71.2

Teva 3 47.1 46.4

Viatris 2 34.7 37.2

Average 65.9% 67%

Table 4
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another four-digit drop from 2020. Only eight of  our 18 pharmas 
saw their pre-tax operating incomes rise for the year. 

Note the extraordinary profitability of  Novo Nordisk. Its pre-
tax income margin increased slightly to 42%. Most companies 
would be happy with a gross margin equalling that percentage.

SALES TO ASSETS
Gross margin and pre-tax operating income have to do with 
margin management; sales to assets has to do with asset man-
agement. If  a firm is at $70 billion in sales, for example, it won’t 
be doubling revenue anytime soon. If  the company has also 
curtailed SG&A and disposed of  assets, it won’t be cutting oper-
ating expenses in half  anytime soon either. Then it turns to asset 
management to do a better job making use of, not necessarily 
owning, assets. 

When you multiply profit to sales (pre-tax operating income) 
by sales to assets (asset management), you get a far more impor-
tant measure: return on assets. A company can have a relatively 
low profit margin with a relatively high sales-to-assets ratio that 
will result in a better performance in terms of  ROIC. 

As seen in Table 6, Novo Nordisk’s sales-to-assets ratio is 0.8. 
For every dollar invested in assets, Novo Nordisk gets back 80 
cents. Roche comes in at No. 2, getting back 70 cents for every 
dollar invested in assets. In our latest Audit, only six companies 

rank at the average sales-to-assets ratio or above regarding how 
productive they are in managing their assets.

RETURN ON INVESTED CAPITAL
Now we come to the mother of  all metrics: ROIC. ROIC is net 
income left over to shareholders as a percent of  debt and common 
stock. According to longtime organizational consultant Mark Van 
Cleaf  in The New York Times, the best measure of  business perfor-
mance is ROIC—how much is a company generating on its cap-
ital investments, plant and equipment, minus the cost of  that cap-
ital, debt, and equity? Combine this with our relatively new 
addition to the Audit: weighted average cost of  capital (WACC). 
According to Van Cleaf, management should be providing value 
that exceeds its cost of  capital. For example, two organizations can 
have a ROIC of  10%, but company 1 has a WACC of  12% while 
company 2 has a WACC of  7%. The first firm is destroying share-
holder value while the second one is creating shareholder value. 

Prior to the mid-1980s, the conventional wisdom was that 
debt had a cost (the rate you pay for borrowing), but issuing 
stock was free. But what if  the peer groups an organization 
competes with have a higher ROIC than the company? Even 
though the firm shows a profit, it is destroying shareholder value 
if  its profit is below its peers’ average. What return could an 
investor get by investing in an organization of  equal risk? This 

Pre-Tax Income
Company

Pre-Tax Income 
2021

Novo Nordisk 18 42%

Gilead 17 30.2

Pfizer 16 29.1

Merck & Co. 15 28.4

Roche 14 27.7

Amgen 13 25.8

Johnson & Johnson 12 24.3

AbbVie 11 23.1

Lilly 10 21.7

Novartis 9 20.9

Sanofi 8 20.7

BMS 7 17.5

Biogen 6 16.8

GSK 5 15.9

Teva 4 4.2

AstraZeneca 3 (0.5)

Viatris 2 (5.6)

Endo 1 (18)

Average 12.5%

Table 5

Sales to Assets
Company S/A 2021 S/A 2020

Novo Nordisk 18 0.8 0.9

Roche 17 0.7 0.7

Lilly 16 0.6 0.6

Merck & Co. 15 0.5 0.5

Johnson & Johnson 15 0.5 0.5

Pfizer 15 0.5 0.3

GSK 12 0.4 0.5

AstraZeneca 12 0.4 0.5

Biogen 12 0.4 0.5

Novartis 12 0.4 0.4

AbbVie 12 0.4 0.4

Amgen 12 0.4 0.4

Gilead 12 0.4 0.4

BMS 12 0.4 0.3

Sanofi 4 0.3 0.3

Teva 4 0.3 0.3

Viatris 4 0.3 0.3

Endo 4 0.3 0.3

Average    0.5 0.4

Table 6
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was the brainstorm of  Stern Stewart, a consulting firm based 
in New York City. 

Our source for WACC relies on three years of  income state-
ments and balance sheets to arrive at a company’s WACC.  

Table 7 shows Novo Nordisk far out in front with a ROIC of  
64.1%, a drop from 66.5% for 2020 but still a heady performance. 
Roche ranks second at 31.3%. Average ROIC increased to 17.9% 
in 2021, from 14.5% in 2020. Only seven of  our 18 companies 
increased ROIC for 2021.To avoid overstating the impact of  
ROIC, and double-counting its value, we use the ROIC number 
to come up with the rankings on this metric. But the inclusion of  
WACC in Table 7 tells an interesting story: 

The greater the difference between ROIC and WACC, the 
greater the return to shareholders. Aside from Novo Nordisk’s 
outsized ROIC, the firms with the most impressive creation of  
shareholder wealth for 2021 were Roche and Novartis, followed 
by Lilly in fourth place. Fourteen of  our 18 companies created 
shareholder value in 2021.

NET PROFIT PER EMPLOYEE
This metric is not weighted in the rankings. It is interesting, 
however,  to show how profitable the pharma sector is. Accord-
ing to FactSet, for 2021, Gilead produced the most profit per 
employee at $438,290 each, as indicated in Table 8. 

SELLING, GENERAL, & ADMINISTRATIVE                           
EXPENSES TO SALES
SG&A (see Table 9 on facing page) is another metric that does 
not impact the rankings. It is still important because the expenses 
in this category are necessary to run an organization and con-
stitute routine spending such as rent, salaries, advertising, mar-
keting, legal, and more. Laying off and firing workers costs 
money in severance before it begins to pay off. It’s also impor-
tant to keep in mind that this is a one-year comparison. A com-
pany can be making investments in advertising, training its sales 
force, etc., and that will pay dividends down the road. One 
swallow does not a season make.

Opportunities exist to cut advertising costs by being more 
efficient with agencies and revamping supply chains. Also, 
SG&A can increase, but it is the goal for sales growth to grow 
faster, thereby lowering the SG&A-to-sales ratio. Ballooning 
overhead leaves a firm inefficient and less productive than it 
otherwise could be.

The average SG&A-to-sales ratio for our 18 pharmas in 2021 
was 39.6%.

TOP OF THE PACK
Table 10 on facing page reveals the winner of  this year’s Audit: 
Novo Nordisk, which captured the top spot for the fourth 

Return on Invested Capital
Company ROIC 2021 WACC 2021

Novo Nordisk 18 64.1% 5%

Roche 17 31.3 4.9

Novartis 16 27.7 3

Lilly 15 24.2 5.5

Johnson & Johnson 14 20.7 5.4

Pfizer 13 20.6 5.7

Merck & Co. 12 20.2 5

Amgen 11 14.2 5.5

AbbVie 10 13.4 5.5

Gilead 9 13.2 4.2

GSK 8 11.9 5.5

BMS 7 8.6 4.9

Biogen 6 8.6 6

Sanofi 5 7.3 3.8

Teva 4 1.3 4.2

AstraZeneca 3 0.2 4.3

Viatris 2 ( ) 4.2

Endo 1 ( ) 5

Average 17.9% 4.6%

Table 7

Net Profit Per Employee
Company

Net Profit Per 
Employee 2021

Johnson & Johnson $147.3K

Roche $151K 

Novartis $230.3K

Merck & Co. $181.5K

AbbVie $229.4K

GSK $66.9K

BMS $217.3K

Pfizer $283.7K

Sanofi $77.1K

AstraZeneca $1.3K

Amgen $243.5K

Gilead $438.3K

Lilly $159.5M

Novo Nordisk $158.8K

Teva $17.1K

Biogen $161.9K

Viatris ( )

Endo ( )

Table 8
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straight year. Lilly again finished a close second, 
followed by Roche, AbbVie, and Pfizer rounding 
out our “Fab 5.”

Finally, I want to return to a performance dis-
cussion we touched on in the past: The Dr. Bill 
Trombetta Hall of  Fame for Outstanding Manage-
ment Performance. In a few editions of  the Audit 
we focused on two measures: profit to sales multi-
plied by sales to assets = profit to assets, a crude 
version of  the more powerful performance metric: 
ROIC. I want to go back to such a year capsule 
evaluation, but in terms of  a new metric, PSE—
profit grows faster than sales/and sales grow faster 
than expenses (SG&A). I am calling this “Dr. Bill 
Trombetta’s Annual Pharmaceutical Executive Phar-
maceutical Industry Audit Trifecta.”

What doth it profit a firm whose sales growth 
is exceeded by its growth in SG&A (overhead, bur-
den)? And what if  sales growth is lower than the 
growth in profits? Again, it would be unfair to 
penalize or reward a firm for its SG&A spend in a 
given year: the variable cost spend could be an 
investment that will pay off in the near future or it 
may be a sign of  overhead bloat.

But in a given year, if  a company can grow its 
sales faster than SG&A spending and grow its 
profits faster than the growth of  its sales, this is 
worth recognizing.

Sales should grow faster than SG&A spending 
over time. And profit growth should exceed sales 
growth. What does it mean if  revenue grows faster 
than profit? It suggests that the organization is prof-
iting less from each dollar of  sales revenue. Perhaps 
sales growth is growing in strategic business units 
or product lines that carry lower profit margins. It 
also could mean increasing competitive pressure.

Given the rationale above, our top Trifecta per-
formers in no particular order for 2021 are Pfizer, 
AbbVie, and Gilead. Hats off to this trio for a well-
managed financial performance for 2021. 

About the Author

Bill Trombetta, PhD, is 
Professor of Healthcare 
Strategy & Marketing at St. 
Joseph’s University Haub 
School of Business in Phila-
delphia. He can be reached 
at trombett@sju.edu

Selling, Gen., & Admin. 
Expenses to Sales

Company SG&A/S 2021

Johnson & Johnson 42%

Roche 40.7

Novartis 46.7

Merck & Co. 44.5

AbbVie 34.4

GSK 43.7

BMS 37.1

Pfizer 32.1

Sanofi 40.1

AstraZeneca 53.2

Amgen 39.2

Gilead 38.6

Lilly 47.5

Novo Nordisk 40.1

Teva 27.7

Biogen 47.5

Viatris 25.4

Endo 31.8

Average 39.6%

Table 9

And the          
Winner Is…

Company

Novo Nordisk

Lilly

Roche

AbbVie

Pfizer

Johnson & Johnson

Merck & Co.

Amgen

Gilead

AstraZeneca

Novartis

BMS

Biogen

Sanofi

GSK

Viatris

Endo

Teva

Table 10

The Fab 5 vs.
the Fearsome 5
Each year at the end of  our Audit report, we have some fun by comparing our 
top five biopharmaceutical performers, or “Fab 5,” with New York Times columnist 
Farad Manjoo’s “Fearsome 5.” The latter is made up of  high-tech giants 
Alphabet (Google), Apple, Amazon, Microsoft, and Facebook. Here’s how the 
two groups compare across a pair of  key metrics.

ENTERPRISE VALUE  
TO SALES

Microsoft 11.8

Lilly 9.8

Novo Nordisk 8.8

Facebook 7.5

Apple 6.6

AbbVie 5.5

Roche 5.0

Pfizer 4.2

Amazon 3.7

Alphabet 3.3

RETURN ON INVESTED 
CAPITAL

Novo Nordisk 64.1%
Apple 32.4%

Roche

Microsoft

31.3%

30.0%

Facebook 28.5%

AbbVie 27.7%
Lilly 24.2%
Pfizer 20.7%
Alphabet 17.4%

Amazon 15.4%
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Both with Gate One

Consistently scoring well below its consumer counter-
parts on all elements of environmental, social and 
governance (ESG), pharma has built a reputation for 
avoiding the topic. However, 2022 has marked a 

change on this front. Pharma companies have woken up to the 
critical role ESG strategy plays within their businesses and for 
their shareholders. This past quarter, we have seen a flood of life 
sciences organizations announce their ESG strategies and show-
case ESG reporting early milestones. Years behind leading con-
sumer rivals, pharma now has ESG on its agenda—in a                  
big way.

WHAT’S THE DIFFERENCE?
Consumer businesses are firmly in the ESG era, from sustain-
able packaging and supply chains, to impact innovations, to 
social programs, to diversity across all levels of management (in 
progress). For many, it is not a standalone strategy; it is embed-
ded within overall business planning. By answering consumer 
demands, these corporations have addressed targets across the 
ESG board and are visibly beating the ESG drum at a growing 
pace. Such momentum has created a group effect of collabora-
tion, supporting the vision of a meaningful and sustainable world.

In the pharma sector, we’ve seen another side of  the ESG coin. 
Like all businesses, there are the looming macro expectations on 
pharma companies, yet unlike the consumer space, they lack the 
constant customer pressure for change. This, coupled with the 
highly regulated landscape and decades of  reputational firefight-
ing, has created the ideal vacuum to seal away pharma from 
mainstream ESG strategies.

Compared to consumer businesses, pharma is in a different 
space. Fundamentally, the companies do not directly interact with 
consumers and their offer is not one of  luxury, nice to have, or 
preference—it is about health and saving lives. Doctors and pay-
ers continuously rank efficacy and safety as key drivers for prod-
uct choice (not patient preference). This market dynamic means 
that the pull we see in the consumer space simply doesn’t exist in 
pharma. If  a patient is worried about end-of-life decisions, acute 
crises, or chronic burdensome conditions, they are not often pres-

suring drug manufacturers for sustainable packaging, stronger 
carbon reduction targets, or more equitable governance.

A CLOSER LOOK
Using publicly available information (as of May), including compa-
nies’ own reporting, communications, and sciencebasedtargets.org, 
we explored how top ESG-performing pharma companies—Astra-
Zeneca, Sanofi, and Novartis—stacked up against their top con-
sumer counterparts—L’Oréal, Reckitt, and Unilever). In terms of 
targets set across the group, the consumer companies have set 
broader strategies and are more ambitious in nearly every area of 
ESG: sourcing, water, waste, plastics, and packaging. Pharma, how-
ever, had a big win in terms of setting more ambitious targets for 
carbon reduction.

Overall, this analysis demonstrated that pharma companies don’t 
have an all-encompassing ESG strategy, with obvious gaps around 
a holistic social strategy. Topics such as sourcing and biodiversity do 
not yet appear to be considered or available, and other areas are not 
as ambitious as their consumer peers. 

How can pharma improve? This comparison of large pharma 
with consumer businesses highlights some fascinating opportunities:

Environmental—Consumer businesses have identified and 
highlighted the interconnectedness of  environmental and social 
issues. Doing one or few in isolation will not lead to a healthier planet 
or people. Companies have set targets across all environmental areas 
they impact, ensuring they follow the latest science and nature-based 
targets. Pharma can adopt this same approach.

Societal—More directly linked to the end customer in the value 
chain, consumer companies have for many years worked closely with 
their consumers and communities to improve livelihoods. By setting 
an overarching social goal, this ensures that all of  their initiatives can 
directly help to achieve this. If  pharma companies set a holistic goal, 
this will ensure that more people across the world are reached.

Governance—Regulations and requirements are traditionally 
more stringent for pharma, however, bringing strong governance 
practices into an ESG strategy will ensure that the good of  employ-
ees, partners, suppliers, and everyone in the supply and value chains 
are being valued equally and treated fairly. 

ESG: Applying 
Lessons From 
Consumer Market 
A prime opportunity for pharma to raise its strategic game in ESG
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The only pharma award show judged entirely by  
healthcare professionals is back for a second fabulous year –  
and this time we’ll be live and in-person October 18, 2022! 
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