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Elusive Equity 
Tackling this long and systemic crisis in healthcare.

MJH Life Sciences serves the needs of healthcare and life sciences 
professionals through a variety of multimedia. We have more than 
50 brands throughout the fields of oncology, primary care, spe-
cialty care, dental, and industries including pharmaceuticals, phar-

macy, diagnostics, cannabis, nutrition, and animal health. Through these brands, 
we inform a wide variety of roles within health practices, health plans, healthcare 
systems, drug manufacturers, service providers, and, most importantly, patients. 

Pharmaceutical Executive, as the business and strategy brand for the C-suite, 
touches each one of our portfolios. There is no pharmacy without a drug to be 
dispensed. There is no physician prescription for a therapeutic that hasn’t been 
researched, developed, and commercialized by a pharmaceutical company. 
There are no industry-sponsored clinical trials without physician-researchers 
or patients. The same goes for payers, healthcare systems, and service provid-
ers. Healthcare and life sciences is a robust and diversified ecosystem. 

While patients are truly at the heart of this system, not all have access. At the 
core of this access gap is health equity. Borne out of the disciplines of sociology, 
public health, and political economics, health inequities have been a discussion 
since the early 19th century. And while it’s been around for quite a long time, 
the more recent discussions around health equity, primarily in the US, come 
from incidents highlighted by racial unrest, more deaths from COVID-19 among 
underrepresented or minority populations, and a recognition of socioeconomic 
and institutional inequities that contribute to this systemic crisis. 

This month, Pharm Exec editors highlight the problem of racial and gender 
bias in health equity and access to medicine. Our main feature focuses on what 
pharma companies can do in their direct sphere to improve this. An accom-
panying study notes that pharma is bringing health equity attention under its 
corporate social responsibility and/or ESG initiatives. 

The day-to-day life of any one person in our healthcare ecosystem is hectic, 
demanding, and fraught with decisions that need to be made immediately.  
While we can only influence our sphere, collaboration among all stakeholders 
in this ecosystem is necessary to save lives. 

Mike Hennessy Jr
President and CEO 
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F urthermore, there were discussions of  how certain ther-
apeutic areas that primarily impact people of  color or 
women do not yet have treatments. But from these con-
versations, it seems there are a lot of  initiatives underway 

that expand access to clinical trials, increase opportunities for stu-
dents of  color, increase access to care, address generational poverty, 
and work to regain trust in medicine among these communities. 

In another article on the topic, guest authors from Boston 
Consulting Group (BCG) present the results of  its health equity 
study. Specifically, BCG surveyed 18 global biopharma companies 
to discuss health equity strategies, product-level implementation, 
partnerships, how to measure inequity, and more. I found it fas-
cinating how companies had such different approaches to address-
ing health equity within their organizations. 

Shifting gears in our February issue, an article from Eli Lilly’s  
Diogo Rau discusses how digital tools are set to revolutionize—or, 
perhaps, to continue to revolutionize—the pharma industry. Rau 
pointed to the COVID-19 pandemic as key evidence to how tech-
nology can, and has, changed the way we approach developing 
and distributing treatments. Machine learning, specifically, is one 
digital tool that has potential in drug discovery, which will hope-
fully shorten research time. 

In our Europe Report, Reflector explores the current turmoil 
in Europe from excessive regulation surrounding intellectual prop-
erty. The picture is a bit gloomy now, as the belief  is there isn’t 
enough encouragement to modernize development infrastruc-
tures as well as a lack of  agility in regulation when it comes to 
novel market access mechanisms. 

Also related to regulations, our Washington corespondent, Jill 
Wechsler, discusses the potential fallout from the House probe 
blasting FDA’s role in approving Biogen’s Alzheimer’s drug  
Aduhelm in 2021.

Last, but certainly not least, Lisa Henderson, editorial director, 
speaks with Christophe Bourdon, CEO of  LEO Pharma, about 
his journey into pharma, specifically joining a company with a 
long legacy. I particularly enjoyed his story about how he went to 
the company via train on his first day, which was a surprise to the 
employees to see a CEO arrive at work in that way. It sounds like 
that level of  personability is something Bourdon prides himself  
in and prioritizes. He also spoke on how he had to navigate some 
unique challenges in his role at another biotech where the com-
pany’s rare disease drug candidate was rejected by FDA. 

This is another great issue from the editorial team and our amaz-
ing contributors. I hope you enjoy reading it as much as I did. 

Bias in the Spotlight
This particular issue of Pharmaceutical Executive covers a really 
important topic that is near and dear to my heart, and that is health 
equity. In my article on the impact of racial bias in medicine, I 
spoke with representatives from Novartis, Thermo Fisher Scientific, 
Genentech, and ZS. They shared how COVID-19 brought to light how 
we can (and should) be doing so much more—such as including 
communities of color in clinical trials.
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JILL WECHSLER
is Pharmaceutical Executive’s
Washington Correspondent.  
She can be reached at
jillwechsler7@gmail.com.

A detailed report from key House Committees blasts 
FDA’s role advising, assessing, and providing accel-
erated approval in 2021 for Biogen’s controversial 
Alzheimer’s disease treatment Aduhelm (adu-

canumab). The critique calls for changes in agency interactions 
with manufacturers to more carefully document meetings and 
other communications and to clarify the agency’s role in advising 
sponsors on product testing and submissions. 

The joint investigation by the House Energy & Commerce 
Committee and the House Committee on Oversight & Reform 
on FDA approval of  Aduhelm slams FDA officials for failing to 
record multiple interactions with the company, particularly their 
assistance in developing Biogen’s briefing documents for a key 
advisory committee meeting. The Democrat-led panels reviewed 
hundreds of  reports and records that document how FDA formed 
a working group with the sponsor that engaged in dozens of  meet-
ings and more than 100 calls, email exchanges, and other inter-
actions to review research data on the drug. The investigators 
report that FDA staffers helped Biogen revise its clinical trials and 
then surprised all observers with its decision to adopt the acceler-
ated approval pathway for Aduhelm despite questionable efficacy 
data and opposition from some agency units. 

Concerns about this unusual collaboration in developing and 
approving Aduhelm was compounded by Biogen’s high launch 
price for the drug despite the limited evidence of  treatment value 
and benefit. The Congressional report examines closely the com-
pany’s decision to set a price of  $56,000 for treatment per year, 
along with its extensive plan for marketing the new drug and 
details on company board meetings to approve the program. In 
the end, Biogen’s strategy failed, as the potential for huge outlays 
for Medicare beneficiaries prompted further assessment by the 
Centers for Medicare and Medicaid Services that led to highly 
limited coverage of  the drug and similar curbs on prescribing by 
insurers and health plans.   

The House report calls on FDA to take actions to restore pub-
lic “trust in the agency’s processes and assurances of  drug safety 
and efficacy.” This includes fully documenting “all substantive 
FDA interactions with drug sponsors” and developing a protocol 

to address the preparation of  joint briefing documents for advi-
sory committees. The legislators also recommend that FDA 
update industry guidance for developing new Alzheimer’s drugs. 

TIGHTENING THE PROCESS
Meanwhile, FDA officials have revised the accelerated approval pro-
cess by limiting time frames for manufacturers to conduct requested 
confirmatory studies and expanding efforts to remove from the mar-
ket drugs that fail to document post-approval efficacy. The agency 
gained support for such action from provisions in the massive Con-
solidated Appropriations Act for 2023 designed to ensure that spon-
sors conduct required post-approval confirmatory studies in a timely 
manner. The legislation clarifies that FDA reviewers may require 
sponsors to begin post-approval studies prior to product approval 
and speeds up the process for the agency to withdraw from the mar-
ket drugs that fail to confirm anticipated benefits in a timely manner. 
Sponsors must update the agency on confirmatory trial status every 
six months, and a new FDA accelerated approval oversight council 
will review the program and its policies and explain rationales for 
accepting confirming evidence or pulling a product from the market. 

The agency also addresses concerns about defining study 
requirements for drugs seeking accelerated approval in last year’s 
revisions to the Prescription Drug User Fee program, which clar-
ifies the process for FDA and industry to assess likely requirements 
for post-marketing studies earlier in the development process. At 
the same time, FDA has intensified  actions on drugs granted 
accelerated approval that fail to provide acceptable confirmatory 
evidence of  product efficacy in a timely manner.  

FEWER NEW DRUGS?
Added concerns have been raised by the recent year-end reports 
of  new drugs for 2022, which reveal a notable decline in innovative 
therapies gaining market approval. One interpretation is that FDA 
is going slow on speeding innovative drugs to market to avoid more 
criticism of  its review process. Only 37 new molecular entities were 
approved last year, far below the usual 50 or more new therapies 
in recent years. Eight new biologics were cleared, including several 
new gene therapies and vaccines, but again fewer than in 2021. 

FDA Interactions
With Industry Under 
the Microscope 
Probe targets agency’s role in advising on drug testing and submissions. 
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REFLECTOR
is Pharmaceutical Executive’s
correspondent in Brussels

Interpreting the 
Message of Europe’s 
New Health ‘Vision’ 
Is agenda blurring the line between alliances and assimilation?

Just in time for what is going to be a tumultuous year of 
argument in Europe over highly contentious medicines 
legislation, the research-based pharmaceutical industry 
has moved adroitly to recruit a wide swathe of stakehold-

ers to its causes. Simply put, innovative drugmakers in Europe 
feel under threat from excessive regulation, hostility to intellectual 
property rights, and indifference to their economic equilibrium 
and global competitiveness—so much so that Bayer’s pharma boss 
announced in mid-January that his company would be shifting 
its focus to more sympathetic regions of the world in 2023. 

The reasons for the anxieties have been repeatedly spelled out 
by their leaders and spokespeople over recent weeks. They depict 
a siloed policy environment that gives insufficient attention to indus-
trial and scientific imperatives or a comprehensive approach to 
healthcare. Instead, they say, Europe’s innovative potential is sac-
rificed through a determination to keep down costs and to prioritize 
equality over quality in a bid to satisfy—or at least pacify—critics. 
The picture offered is gloomy: national authorities receive insuffi-
cient encouragement to modernize their infrastructure to support 
development and access to new medicines. Regulation lacks agility 
and offers resistance to novel market access mechanisms exploiting 
the new chances offered by real-world evidence. A new draft law 
on sharing health data risks wasting the opportunity for innovation 
because it lacks clarity and disdains trade secrets. An increased 
focus on onshoring and manufacturing older, generic medicines 
risks damage to future innovation. Meanwhile, Europe’s pharma 
industry complains it is already losing its place in global competi-
tion, leaving Europe’s citizens at risk of missing out on new drugs. 

On the other side of the debate, national health ministers and 
their officials, the insurance organizations that pay for medicines, 
the consumer and civil society associations that represent patients, 
and citizens frequently accuse the industry of self-interest—often 
deploying language that verges on the lurid in their denunciations 
of the pursuit of profits over patients.

Into this standoff, enter the self-styled EU Health Coalition, 
with what it calls “a vision for European health, supported by a 
set of concrete recommendations and policy proposals designed 
to make it happen.” It urges “a Europe where health and care 

systems are without siloes,” with programs to strengthen “inte-
grated care,” investment in human, intellectual, and innovation 
capital, and alertness to innovative health technologies and clini-
cal practices. On data sharing, it urges a common approach and 
investment in digital infrastructure and skills. 

The agenda overlaps in many places with the ambitions of the 
pharma industry. Because this coalition is an attempt to bridge 
the gap between the industry and its critics. It brings together “43 
patient organizations, EU research-oriented medical societies, 
industry organizations, healthcare providers, regional and local 
health authorities, and other relevant stakeholders, who all share 
a common vision.” The list of partners is impressive, but equally 
prominent among the partners are the big beasts of the pharma 
industry lobbies in Europe—Big Pharma in the shape of the   
European Federation of Pharmaceutical Industries and Associa-
tions, the European Confederation of Pharmaceutical Entrepre-
neurs, and EuropaBio, among others. 

The mixed membership of the coalition is reflected in the mixed 
content of the recommendations. It genuflects to reducing health 
inequalities and to unmet medical needs; it speaks of an approach 
centred on people and patients and on recognizing health as a “stra-
tegic pillar for Europe.” But while many of the buzzwords remain 
largely as token mentions in the text, the pro-industry concepts are 
more fully developed. The introduction explicitly envisions “mod-
ern services anchored in a value- and outcomes-based approach to 
health system organization, financing, and management”—a direct 
echo of policies long embraced by the industry, aimed at diverting 
the focus from the cost of individual therapies to the benefit they 
may bring to healthcare or society as a whole. 

Line by line, the “vision’s” views on digital health, health systems 
integration, and access to innovation resonate with positions directly 
favorable to the industry’s urgings. Legitimate, no doubt. Maybe 
even laudable in its intention of seeking cooperation. But the exer-
cise leaves an impression of artfully dodging the really difficult chal-
lenges of drug prices, of balancing patents with public interest, and 
of adequately containing the health risks intrinsic to innovation. 
This year will doubtless reveal many other stakeholders who will 
be ready to dissent from this easy compromise of a manifesto. 
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Pharma Governance  
and the Quest 
for Gender Equity
Examining efforts to boost women representation on company boards.

GERALYN RITTER                 
Executive vice president of external 
affairs and ESG at Organon and 
author of Bone by Bone. She 
focuses on guiding and shaping 
how the company interacts with key 
stakeholders and the environment.

Y ou may have missed the headline at the turn of  the 
year heralding some positive news: A record 32% of  
S&P 500 board seats are now held by women, up 
from 30% the previous year. It is good news. But it 

reminds me how far we still have to go—and left me wondering 
about the pace of  the biopharmaceutical industry’s own journey 
toward more gender-equitable boards of  directors. 

We have all seen the data: Diverse-led companies are more 
likely to have greater financial returns than their less-diverse 
industry peers. And we also know that major investors, proxy 
advisors, and stock exchanges are pressing for change.  

As a new public company, Organon was faced with the chal-
lenge and the opportunity to recruit its entire board of  directors 
at the same time. The result of  the company’s intentional process 
was a group of  highly distinguished and highly diverse directors. 
With 70% women, Bloomberg just recognized Organon as hav-
ing the most female board members for any S&P 500 company.

But what are the broader trends in board diversity across large 
pharma? I worked with a team to review gender representation 
on the boards of  the top five pharmaceutical companies (based 
on market capitalization and GICS sub-industry classification) in 
the US and Europe as well as the top three pharmaceutical com-
panies in Japan. We looked at public information included in 
proxy statements, annual reports and 10-Ks, and environmental, 
social, and governance (ESG) or sustainability reports in 2010, 
2015, 2020, and the most recently available information to con-
duct the analysis. 

The data reflect an industry that is changing—but at an uneven 
pace across time and regions. Here are some of  the findings:

• Gender equity in pharma’s largest board rooms 
mirror overall corporate trends. Overall, in 2021, 
there was an average of  4.2 female directors or a 32% 
female representation for the boards across the 13 com-
panies reviewed. In an industry where it is commonly 
observed that women make the majority of  healthcare 
decisions for a household,1 I suggest that 32% is not the 
right number.

• US-based pharma lead in gender diversity—but 
only by a small margin and only in recent years. In 
our analysis, in 2021, the top five US companies led with an 
average of  38% female board representation, followed by 
Europe at 35% and Japan at 16%. However, when looking 
at the 2010-2015 time period, Europe was in the lead, hav-
ing moved relatively quickly from 19% to 31% female rep-
resentation. US and Japanese companies generally improved 
the gender diversity of  their boards much more recently. 

• Different regions, all with needed progress. If  we 
look at average growth rates in the percentage of  female 
directors from 2010 to 2020, we can expect the US cohort 
to reach gender parity in 2029, followed closely by their 
European peers in 2032. Japan is not expected to reach 
gender parity until after 2100. And of  course it remains 
far from certain that historical growth trends will continue 
at the same rate in any region given the historically low 
rate of  director turnover on most major corporate boards.

CAN PHARMA PICK UP THE PACE?                
This snapshot of  gender diversity on pharma’s boards offers a 
moment of  reflection as we stand at the juncture of  so many chang-
ing forces. The policy environment continues to change; the Euro-
pean Parliament, for example, recently adopted a new EU directive 
on gender balance on corporate boards. Women’s economic empow-
erment initiatives are finding significant resonance. The importance 
of  diversity in clinical trials is widely acknowledged, as are the wide 
gaps in women’s health innovation. Finally, the pandemic has had 
a dramatic and disproportionate impact on women’s careers. 

The pharma industry has made significant progress in the past 
two decades, demonstrated by the large companies we analyzed 
moving from an average of  16% of  women on their governing 
boards in 2010 to 32% today. But we can do better. Both business 
and society demand that we pick up the pace. 

Reference
1.  US Department of Labor, Employee Benefits Security Administration, General 

Facts on Women and Job Based Health.
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Sing it Out Loud! Five 
Lessons to Master From 
DTC Pharma Ads
Tune up your next brand campaign.

A t a recent gathering among friends, the topic of TV 
drug advertising came up. Soon each partygoer 
was attempting to up-stage the others by belting 
out—a cappella and far off-key—their favorite 

song from drug commercials. It was a sign of the times: Phar-
maceutical advertising is having its moment.

Direct-to-consumer pharmaceutical TV advertising has rapidly 
grown during the past 25+ years and is now the most prominent 
type of  health communication seen. I confirmed this by logging 
onto YouTube, where the algorithm served me up one toe-tapping 
pharma spot after another. More official numbers came from 
Fierce Pharma, which reported at the end of  last year that pharma 
TV ad spending grew 8% in 2022, reaching a total of  $4.05 billion.

HITTING ALL THE HIGH NOTES
Pharma ads aren’t traditionally what you would consider party 
conversation. (Most things with a scrolling list of  side effects and 
precautions aren’t.) Unlike advertising for consumer goods, we 
have a few more regulations to consider in our creative. 

Today’s pharma TV is bright, buzzy, and a bop. Here are five 
simple things you can do to make your next brand campaign sing!

1. Move to the beat. A recent report from the Sports & Fitness 
Industry Association crowned pickleball—think of  a mashup of  
tennis, badminton, and ping-pong—“the fastest growing sport in 
America.” As someone who’s into racquet sports, you can imagine 
my surprise to find pickleball featured in an Ozempic ad last year. 

Their choice accomplished two goals. By picking up on a 
growing trend in popular culture, the ad is able to capture the 
attention of  a large audience. Secondly, it reinforces the product 
by featuring a sport that suits the lifestyle of  the patient.

2. Feel the emotion. A good ad isn’t something you see. It’s 
something you feel. The best consumer ads tap into the authen-
tic emotions of  their patients. It’s more than empathizing with 
their condition; it’s empowering who they are. 

One effective Biktarvy ad opens on a woman who states, “I’m 
a transgender woman and my dream was always to be loved and 
accepted.” Right from the start, the focus is on her, not the prod-
uct. Before consumers see your product, they have to see themselves. 

3. Keep everything in perfect harmony. Our products are 
Serious Business about Serious Issues. That’s why today’s ads are 
overflowing with life—including interesting shapes and textures, 
bright colors that feel optimistic and hopeful, and diverse talent 
who reflect today’s consumer. In one Humira spot, “Your Wake-
Up Call,” the lighting shifts from dingy grays and yellows to full-
color wow, underscoring life before and after treatment. 

4.  Just have fun with it. Our world is grounded in medical sci-
ence, highlighted by efficacy data from clinical studies, and driven 
by a mechanism of  action. It’s a must-have, but is it a must-watch? 
You should seek out creative opportunities elsewhere—with recur-
ring characters, clever headlines, humor (when appropriate), and, 
yes, songs! Dupixent tells consumers to “Du More,” turning the 
product name into a pithy call-to-action.

Present critical information like charts and graphs, study end-
points, and adverse events plainly and clearly. But don’t miss the 
opportunities to strive for provocative and engaging consumer-
advertising techniques.

5. Turn up the volume. If  you’ve got the budget, go for the 
earworm. You can license a popular song—like the advertisers for 
Anoro have done with Go Your Own Way by Fleetwood Mac. 

Or take a popular song and spin the lyrics, as Ozempic did 
with Magic by ’70s pop group, Pilot, to get to “Oh-Oh-Oh Ozem-
pic.” These tunes work because they repurpose cultural refer-
ences to better blend in with real living versus living in a 
TV-drug ad.

“BUT DO YOU KNOW THE AD I REALLY LIKE?”
 That’s your new goal: not just to get in front of  consumer eye-
balls, but to get them humming along with you. Even better… 
To really like you.

Sound too hard? Think again. It’s already happening. Creativ-
ity in pharma advertising is flourishing, as evidenced by the pro-
liferation and popularity of  ads that take Rx to Rx-cellent in 
online and TV media.

Who knows? If  you follow these simple consumer practices, 
maybe customers will be singing your tune next. Or better yet, 
singing your praises. 

BRIAN CONRAD
Copy Supervisor, The Agency 
Network at MJH Life Sciences

Brand Insights - Thought Leadership 

from Marketers | Paid Program
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One Way to Turn 
Economic Tide: 
New Innovation 
Biopharma insiders believe it’s time to invest in technology again.

In October, I attended MasterControl’s Masters Summit 
2022 in Salt Lake City. One message that kept resonating 
was that the pharma industry needed to keep its focus on 
new technologies and the innovations that come with them.

Unfortunately, recent economic developments have many 
companies in the life sciences industry forced to reevaluate their 
approaches to investing.

“In the CFO office, our first instinct is—
when there’s a downturn in the economy—
let’s brace for it,” Michelle Tanner, chief  
financial officer of  MasterControl, said dur-
ing a conversation at the event. “All of  the 
investment firms and all of  the companies, 
the first place their heads go is to stop 
spending. Their natural inclination is to 
reserve cash to get more efficient.”

Despite this attitude, however, Tanner insisted that now is the 
time companies should be focusing on investing in new technol-
ogies the most.

As she explained, CFOs and other c-suite executives focused 
on the bottom line should take note of  new technologies and inno-
vations that can make the companies more productive. This way, 
the improvements will outweigh the costs of  investing in these new 
tools, and the company will be in a better, more stable place.

“I was fascinated when I came to MasterControl because I 
had not been in a regulated industry, and I was shocked to the 
prevalence of  manual process in a lot of  life sciences companies. 
For example, many companies are still using paper to manage 
and document processes,” said Tanner.

Shelly LaPointe, senior manager of  IT at Thermo Fischer 
Scientific, also spoke with me about how life sciences companies 
need to embrace new technologies. Aside from the financial ben-
efits, older methods can cause significant issues in today’s world. 
For example, LaPointe discussed the problems that companies 
may face when sticking to a model based on keeping hard, phys-
ical copies of  every signed document (using wet ink).

“We’ve been moving away from wet ink in so many ways, 
and I think the pandemic sealed our fate,” explained LaPointe. 

“We used to do hard copy; we would have binders stored in file 
cabinets, but we can’t do that anymore. Our team is spread 
across the world. So, how can someone scan something to send 
to the other side of  the world and keep track of  who has the 
original copy? If  there’s a correction, all hell breaks loose. You 
can’t just scan these papers; you also need to run optical char-
acter recognition so you can do a text query. Having a picture 
of  a document is worthless.”

Companies relying on wet ink or manual processes may face 
problems related to physical storage limitations. While digital 
files may be corrupted or damaged, it’s easier and more space 
efficient to make backup copies. Paper files, however, require 
physical space, which may mean keeping these documents in 
labs or other sterile areas.

“From my experience in the biotech and pharma side, when 
we had issues with sterility in microbiology, a lot of  the time the 
spaces were contaminated with things that came off [the] paper,” 
said LaPointe. “If  we’re not introducing that into the facility, we’re 
not facing that issue. The storage of  the paper has to deal with 
pest control and silverfish. If  there’s any kind of  moisture, there 
could be mold. If  there’s a fire and the sprinklers go off, then 
you’ve got smoke damage and fire damage.”

Many life sciences companies depend on investors, especially 
smaller ones that rely on equity investment. While a difficult econ-
omy may make investors wary, Tanner believes that the best way 
to win their confidence is by behaving like a company that is ready 
to embrace the future and grow for years to come. A good approach 
to achieving this, according to Tanner, is by embracing and incor-
porating new technologies wherever they can improve performance.

“It’s the secret to turn the economy around,” said Tanner. 
“We’re going through a technology revolution. It’s been happen-
ing for 20 years, and we’re starting to see the eclipse of  it. If  there’s 
one way to combat inflation, it is through innovation and tech-
nology. As we continue to face the macroeconomics of  inflation 
and recession, technology is going to be the secret to combat that. 
For life sciences, specifically, the industry is up; and it’s estimated 
to continue to grow over the next 10 years. Investing in technol-
ogy will make companies more competitive, too.” 

MIKE HOLLAN 
is Pharm Exec’s Editor.  
He can be reached at  
mhollan@mjhlifesciences.com.

Michelle Tanner
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Following epic capital inflows and stock market outper-
formance for the biotech sector in 2020, the XBI index 
subsequently had its steepest and longest decline from 
early 2021 through 2022. The XBI underperformed 

the S&P 500 in each of the past two years; something that has not 
happened since the inception of the index more than 15 years ago.

Much has been written about the reasons for the rise:
• An innovation renaissance that attracted unprecedented 

capital investments in the sector. In fact, in two years, 2020 
and 2021, the total money raised in IPOs totaled about 
35% of  all the money raised in IPOs over the past 15 years.

• An unprecedented number of  the companies who went 
public were preclinical- or early Phase I-focused.

• All eyes were on the potential of  vaccines and therapeutics 
against COVID-19 to reopen the shuttered economy.

• With the economy in freefall, biotech was one of  the very 
few places for investors to generate alpha.

Then the drivers of  the long hard fall emerged:
• With the introduction of  vaccines, investors anticipated 

a V-shaped recovery in the economy and fled expensive 
growth stocks for cheap value stocks pinned to the inevi-
table economic boom. 

• Biotech stocks went into rapid decline, the IPO market 
shut down, and follow-on offerings were few and far 
between and were restricted to companies generating 
strong clinical data.

• Many of  the newly public companies found themselves 
with limited cash runways, limited options to access new 
capital, and (as a result) many were trading at below cash 
and with less than 12 months of  runway.

• There have been restructurings to create more runway 
and live to fight another day. Mergers and outright shut-
downs are the result of  the limited access to cash.

• The economic recovery brought inflation, as the Fed  
raised interest rates over the past nine months aggressively. 
In fact, the rate hikes have been the most pronounced 
over the shortest period of  time in a generation.

• As the longest dated asset class, with biotech stocks trad-
ing on long-term expectations for future cash flows, they 
trade inversely to rates. As such, much of  the decline in 
biotech can be tied to unbridled euphoria in 2020, which 
my colleague, Arda Ural, PhD, industry markets leader, 
EY Americas, refers to as the “sugar high” to a nasty and 
lengthy hangover.

• Macro factors such as inflation and interest rates have dom-
inated biotech sector performance over the past year. 

• While cash-strapped biotechs suffered, their cash-rich 
large cap pharma peers giddily outperformed the S&P 
indexes, with strong cash balances, rising expectations for 
sales and earnings, and reasonable valuations. 

Green shoots are providing reason for optimism in 2023 but not 
for all. Fresh inflation data suggests that inflation may be easing, 
which may mean the Fed takes its foot off the pedal on rate hikes. 
Expectations for a more dovish Fed are increasing. This, combined 
with the potential for a recession and rate cuts later this year, could 
reverse last year’s trends. Investors may rotate out of  value and the 
economically sensitive sectors right back into growth stocks like biotech.

Large pharma is flush with cash. According to EY’s most recent 
annual Firepower report, they have, collectively, more than $1.4  
trillion to fund M&A and strategic partnerships and collaborations. 
M&A has always been a core pillar of  the leading companies’ growth 
strategies, and the emerging biotech innovators are their targets. 

The growth gap is widening to impact the industry’s leading  
commercial companies, as they collectively face product exclusivity 
losses totaling $225 billion in revenues beginning in 2025. Expect a 
strong year of  M&A and dealmaking in 2023. 

The IPO market appears to be opening up with several biotechs 
on the road. If  these deals are well received and successfully            
completed, this could set a much-needed improved tone for the IPO 
market in 2023.

The XBI hit a high of  $99 this year, up over 60% from the lows 
in May 2022. It has backed off since and is below the high of  174.79 
on Feb. 9, 2021. That said, we will continue to see companies fail in 
bankruptcy. Some are barely hanging on by their fingernails. 

Data Signals Some
Green Shoots for 
Biotech in 2023 
Chronicling the market’s rise and fall—and signs of potential recovery.
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Built for   
the Moment    
Starting out with limited pharma 
business knowledge, how the 
lessons learned and realizations 
made helped to forge a 
destined—and globe-spanning—
leadership path for Christophe 
Bourdon, where today, as CEO 
of LEO Pharma, he is tasked with 
steering the longtime company’s 
return to profitability.   

By Lisa Henderson
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For the past two years, Christophe Bourdon 
has been CEO in relatively quick succes-
sion for two companies: first at the small 
biotech Orphazyme A/S and now at mid-

size LEO Pharma. His extensive experience prior in 
roles of  increasing responsibility in large pharma with 
Sanofi, Amgen, and Alexion—along with his own 
closely-held values—prepared his journey through the 
CEO door. 

Bourdon has managed extremely large business rev-
enues, including Amgen in Germany, the largest in the 
European market. France, Norway, and Central and 
Eastern Europe for Amgen were also foundational to his 
roles at Alexion, where he headed Europe, Middle East, 
and Africa (EMEA), as well as Canada, representing 
one-third of  the company’s revenues and responsibility 
for 40 countries. His ability to empathize with the patient 
experience, impact the physician’s role, and understand 
the intricacies of  healthcare delivery on a global basis 
were critical in shaping these roles, says Bourdon.

When he was hired at LEO Pharma last year, the 
114-year-old company was on the tail end of  a five-year 
transformation plan. It began with the resignation of  
a long-time CEO in 2019, the passing of  the torch to 
another CEO for an additional two years, and culmi-
nated with Bourdon taking the reins in April. He was 
tasked with bringing the company’s transformation to 
fruition, and continuing momentum forward. 

“The company had decided to accelerate the pace 
of  innovation with a clear vision to upgrading its port-
folio through in-licensing,” Bourdon tells Pharm Exec. 
“In 2023, the very short-term plan is to deliver operat-
ing profit [for] the first time since 2018. And then we 
will continue the journey of  profitable growth and of  
being a leader for innovation in medical dermatology.”

At LEO Pharma, Bourdon relies on his three-core 
values of  curiosity, optimism, and conviction, layered 
with approachability, authenticity, and transparency to 
inform his leadership approach. 

Curiosity allowed Bourdon to look at the legacy 
organization, with a strong reputation, he says, for suc-
cess and integrity, to understand its history. 

“LEO Pharma is not a biotech that was created in 
Boston in an open space two weeks ago,” he notes. “You 
need to understand the past because you cannot start 
from a blank sheet of  paper.” 

To that end, Bourdon took the time to learn about 
his employees in a more relatable way. 

“On my first day to Ballerup (the company’s         
Denmark home base), which is about 20 [kilometers] 

from where I live in Copenhagen, I took the subway. I 
showed up on the first day carrying my own bag and 
coming from the subway station, and I’m not sure the 
employees had seen many CEOs showing up like that,” 
recalls Bourdon. “But I remember overhearing them 
riding to work on their bicycles, [saying,] ‘Hey, that’s 
the new CEO coming by train.’ And they welcomed 
me. People like to identify with you. And I think that’s 
exactly what the company needed.” 

In addition, he regularly lunches in the canteen 
because he believes that surrounding himself  with peo-
ple from different parts of  the company allows him to 
listen and learn from them as well as foster an environ-
ment of  open communication and approachability. 

This approachability comes full circle to support 
Bourdon’s optimism. 

“To share that optimism with employees that are 
five years into a transformation, they want to hear the 
CEO be optimistic,” he says. “Is the CEO convinced 
there is a path forward? Is it clear what success looks 
like at the end? Is there a light at the end of  the tunnel? 
Why should I stay at LEO Pharma? It is the CEO that 
is the ambassador of  the path forward.”

Approachability, he contends, also inspires the orga-
nization’s employees to be a part of  the collective and 
be inspired by Bourdon’s conviction. 

“An organization is a team sport,” explains Bourdon. 
“As a CEO, it is critical in my role that an environment 
where people can be their best is created—that there 
is no fear in flagging issues and a strong desire to         
win collectively.” 

He believes the nature of  people is to want to succeed. 
“LEO is a brand that stands for integrity and qual-

ity, and it is well recognized among the dermatology 
community,” adds Bourdon. “People want to see what 
kind of  impact they can have in this journey—how can 
they help this 114-year-old European midsize company 
transform itself  to the leader in dermatology?” 

Prior to LEO Pharma, Bourdon joined Orphazyme, 
based in Copenhagen, in March 2021 as CEO when 
everything in biotech seemed on the up. But as many 
know, that can easily change due to circumstances out 
of  your hands. Orphazyme had submitted a new drug 
application for a therapeutic to treat Niemann-Pick 
type C, an ultra-rare orphan hereditary neurogenera-
tive disease, with a Prescription Drug User Fee Act  
(PDUFA) date of  June 17, 2021. However, instead of  
preparing for commercialization, the company received 
a complete response letter from FDA, leaving newly-
minted Bourdon exploring any and all options.        
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FAST FOCUS
 » Christophe Bourdon was appointed CEO of LEO 

Pharma in January 2022, officially taking the helm 
in April. He joined from Orphazyme A/S where he 
was CEO since April 2021, following significant 
global leadership roles at Amgen and Alexion.

 » Bourdon holds an MBA from IMD Business School 
in Switzerland and a BA from ISG in France.

 » Bourdon serves as a board member for the 
Biotechnology Innovation Organization.

 » Founded in 1908, Denmark-based LEO Pharma 
provides treatments in medical dermatology to 
patients in more than 100 countries. The company 
has multiple assets targeting conditions such as 
eczema, atopic dermatitis, asthma, and psoriasis.  

Those included a costly potential regulatory pathway forward, a 
company restructuring, bankruptcy, or sale. 

If  this wasn’t enough to test any CEO, there was a strange 
meme stock-induced social media escapade involving a 300% 
value jump of  Orphazyme shares just days prior to the PDUFA 
decision (with Reddit speculating a PDUFA decision leak). Bour-
don quickly addressed the viral spin with a direct and transparent 
statement, which forwardly reminded shareholders of  the very 
strict rules around trading stocks. 

But ever the optimist, Bourdon reflects on what he learned 
from leading Orphazyme. 

“When you have money and good news, it’s easy,” he tells 
Pharm Exec. “But when there is a problem, it’s super tough… 
There is a moment of  truth where every minute counts. The way 
you show up in front of  your team, the way you look your team 
in the eyes—you cannot give up as a CEO.”

A PATH CLARIFIED
There have been key moments during Bourdon’s career that 
affirmed that pharma was the right place for him. He entered 
the industry serendipitously while studying business administra-
tion in Japan and landing an internship at Hoechst, which was 
right across the street from his school. 

Bourdon, who was born in France to a German mother and 
French father, headed back home seven years later to take up his 
MBA. When Aventis was being created in 1999 from the merger 
of  the French company Rhone-Poulenc SA and the German 
corporation Hoechst Marion Roussel, the CEO was looking for 
a chief  of  staff. “Being French and German, obviously, that made 
me ideal for the role,” says a smiling Bourdon. While serving as 

chief  of  staff in Germany for two years, overseeing the strategy 
and financial piece of  the integration, he realized he truly wanted 
to stay on the pharma path. 

“They said, ‘you have no clue about this business,’” says Bour-
don; so, off he went to learn the commercial part of  the industry.

Bourdon became a sales representative for Aventis, “carrying 
the bag” for a year in France. Another clarifying moment came 
with his physician interactions. 

“I was unsure in the beginning…I wasn’t a scientist or a 
doctor. Why would a doctor listen to me?” recalls Bourdon. 
“But doctors draw upon a breadth of  experience when they see 
patients—they need to know everything about many diseases. 
And the rep doesn’t have the breadth, but they do have the 
depth on a very specific disease, product, or topic. And inform-
ing those depths, the doctor then can see the rep as someone 
[who] provides useful information.” 

With this realization reinforcing Bourdon’s decision to stay in 
pharma, he went on to gain marketing experience. 

His last role at Sanofi (which merged with Aventis in 2004) 
was general manager of  Norway. “I was 34, and it was my first 
position as head of  an affiliate, which is almost similar to getting 
the keys to your first small company,” explains Bourdon. 

He thought if  one were to fail at the GM job at a smaller 
affiliate, the damage would not be too large; but if  you win, then 
points will be scored. 

“My team, they were saying, ‘Oh no, here come the French.’ 
And one of  the medical directors said, ‘Christophe, I don’t yet 
know exactly why you are the leader, but don’t behave like Napo-
leon. You need to involve us in the decision-making process.’” 

Bourdon leaned into this leadership advice. 

ONCOLOGY AND ‘RARE’ EXPERIENCE
At this point, Bourdon had rounded his business acumen. It 
wasn’t until he was appointed executive director for the business 
unit for oncology/hematology in France for Amgen that he expe-
rienced additional clarity around his choice to be in an industry 
that could make a difference. When Bourdon took the role in 
2008, he spent a week with an oncologist who wanted him to 
understand the oncology patient experience. 

“I was invited to sit behind the doctor during a consultation. 
It was with an old couple, and the man was diagnosed with met-
astatic colorectal cancer,” says Bourdon. “It was then I realized, 
when a patient is diagnosed with cancer, they don’t come alone 
to the oncologist. And I remember exactly the way the man and 
his wife were holding hands during the 30 minutes in front of  
the oncologist...You could see in their eyes they were so scared. 
Then the doctor said, ‘we’re going to try something. We have a 
good product from Amgen, and this guy’s actually working at 
Amgen.’ It was one of  the very proud moments when I could 
really see the impact we have on patients.”
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This mixture of  humbleness and hope for others contributed 
to Bourdon’s long tenure with Amgen, from four years spent in 
France, to general manager in Central and Eastern Europe, and 
then vice president and general manager for Germany. He would 
then join Alexion, serving in two roles in Switzerland—first as 
vice president of  midsize markets, EMEA, and then as senior vice 
president across the same regions, plus Canada. Throughout his 
cross-European and Asian experiences, Bourdon learned about 
countries’ differences in healthcare systems and GDP healthcare 
spend, access to therapies for patients, inequitable standards of  
care, and how to engage with payers, governments, and physi-
cians to influence innovation and understand or elevate those 
standards of  care through clinical trials and research. 

While Amgen offered patient insights into the oncology expe-
rience, Alexion provided Bourdon an understanding of  rare dis-
eases. He recognized those moments for people with rare diseases, 
who struggle for years to see the right doctor and be diagnosed 
properly. In Alexion’s case, one focus was around its drug Soliris 
for the treatment of  paroxysmal nocturnal hemoglobinuria—a 
rare, acquired, life-threatening disease of  the blood, character-
ized by destruction of  red blood cells, blood clots, and impaired 
bone marrow function. For three years, Bourdon helped payers, 
regulators, and country heads understand there was no thera-
peutic option for these patients besides Soliris. 

“We helped them to identify patients and understand the 
patient journey,” says Bourdon.

In January 2018, he returned to Amgen, but this time based 
in the US, first as VP of  the US oncology business and then SVP. 
He would learn more about the complex healthcare market in 
North America, which he described as efficient for innovation 
but inefficient from a cost perspective. 

“You have access to the best doctors in the best centers, espe-
cially in oncology. But the very fragmented healthcare market 
means, unfortunately, the best is not available to everyone in the 
US,” says Bourdon. Here, he learned to ensure that the key deci-
sion-makers of  payers, providers, and networks understood the 
critical value drivers of  his company’s therapies. 

During his three years in Amgen in the US, he spent the latter 
one working from home during the height of  the COVID-19  
pandemic. Bourdon then left the US and Amgen to join Orpha-
zyme in Copenhagen. The move filled both a professional desire 
to take on an impactful role at a smaller company and a personal 
desire, amid the stresses of  the pandemic, to relocate back to his 
and his partner’s European roots.

THE VIEW FORWARD
At Pharma 2022 in Nice, France in October, Bourdon spoke in 
his keynote, and later to Pharm Exec, about his task to crystallize 

and implement LEO Pharma’s vision. It included 1) how to be 
innovative as a midsize pharma; 2) to redeploy capital efficiently; 
and 3) to be agile in regard to resources and processes. Here, he 
touched on plans to innovate externally, taking advantage of  the 
many small biotechs worldwide that are advancing dermatologic 
therapies at a faster scientific pace. That could lead LEO Pharma 
to in-license late-stage development and, potentially, take new 
therapies across to commercialization. 

As part of  this agile strategy, LEO Pharma recently 
announced that 300 employees, of  which many were in R&D 
roles in Denmark, were being let go. Bourdon took to LinkedIn 
to announce this, thank and reach out to employees affected, 
and work to help find new positions at local Danish pharma as 
well as other biotechs. 

When Pharm Exec interviewed Bourdon for this profile, he was 
attending the J.P. Morgan Healthcare Conference in San Fran-
cisco, meeting with several biotechs—potential industry partners 
for LEO Pharma’s future assets and alliances. He described the 
cultural elements of  biotechs that he appreciated and would like 
to bring a piece of  to LEO Pharma. “There is a single, very laser 
focus on making a difference for patients. Where everyone shows 
up at work, and it is about trying to get a drug developed or 
approved or launched so that a patient can benefit from it,” 
says Bourdon. 

In May 2022, soon after starting at LEO Pharma, Bourdon 
spoke at the BioInnovation Institute in Copenhagen on “how to 
steer a pharma and biotech company through both ups and 
downs”—clearly, a topic he has become very well-versed in just 
two years. While we didn’t ask Bourdon what his plans were for 
the future (serial turnaround CEO; hired stability guru; and chair-
person of  confidence all come to mind), at one point he did men-
tion that he envisions another key task of  the CEO—to inform 
employees and stakeholders on how the world is ticking outside 
and serve as a transparent and gut-level check for the business. 
For Bourdon, it’s another example of  the rising CEO’s authentic 
communication and leadership style. 

As a CEO, it is critical 
in my role that an 
environment where 
people can be their  
best is created.
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Focus and Fundamentals
CFO Strategies on the Journey to Commercialization
Chief financial officers and other finance experts discuss the continued market volatility impacting 
life sciences investment—and what biopharma companies can do to help accelerate its recovery. 
Quality science and “good data” still win the day.

By Mike Hollan

O n Dec. 1, 2022, a panel consisting of  chief  financial 
officers (CFOs) and other financial experts con-
vened for a virtual roundtable to discuss the recent 
economic developments in the life sciences indus-

try and how companies are adapting. The biopharmaceutical 
sector has not been immune to global economic challenges. After 
the COVID-19 pandemic generated a wave of  new interest in 
the life sciences, the past year saw a retraction in the market.

The group discussed a variety of  topics, including how small-
to-midsize biopharma organizations are weathering the current 
situation and how companies can support a long-term growth 
trajectory. Other topics included challenges with managing  
budgets for clinical trials and how the market may change in the 
coming year.

NAVIGATING CHOPPY WATERS
Q: What impact has the current macroeconomic environment had on 

the small-to-midsize biopharma sector?

BARBARA RYAN, FOUNDER, BARBARA RYAN    

ADVISORS: Obviously, we’ve had a record-
breaking rise in the last seven-to-eight 
months in interest rates; greater than we’ve 
seen in four decades, and that’s the lethal 
enemy of  long-dated assets. It has decimated 
valuations. That, as well as the rotation out 
of  growth into value, has closed the doors 
from a capital perspective, certainly for IPOs. 

Follow-ons have been relegated to companies with positive data. 
Some of  the earliest stage companies that went public in 2020 and 

Barbara Ryan
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2021 are down 80% to 90%. And it’s estimated by the end of  
2022 [that] 40% of  the space will have less than 12 months of  cash.

SHANE KOVACS, CFO AND CHIEF OPERATING OFFI-

CER (COO), OLEMA ONCOLOGY: The capital mar-
kets for this sector were always in a tough 
spot, I would say, prior to 2011, before and 
after the 2008 financial crisis. The markets 
started to open up with the first follow-ons 
and IPOs in 2011 and 2012; so, it was about 
a 10-year bull market for biotech of  unbri-
dled enthusiasm and an incredible amount 

of  capital raised by companies in 2019 through 2021, which had 
its finale around COVID-19. Now, we’ve swung in entirely the 
opposite direction to what Barbara mentioned.

TED MYLES, CFO AND COO, SCHOLAR ROCK: Investors are much more 
picky now, and we see investors being highly focused and requir-
ing a direct line—proof  of  concept data, the next inflection point, 
and the capital in the bank—to get there. Companies that don’t 
have these characteristics are put in a penalty box while other 
companies hang in. If  you have the capital and the next inflection 
point and that’s positive, you’re well positioned to get more capital.

JOSH BLACHER, CFO, SOUTH RAMPART PHARMA: I would add one addi-
tional note. As a private company, it’s getting a bit more difficult 
to get the attention of  investors. Investors are looking at a myriad 
of  already liquid public equity stocks that are trading at dis-
counted valuations. You’re coming in here asking for an illiquid 
private investment, and they have a couple hundred public invest-
ments already with liquidity events and better valuations; and 
many of  them, arguably, are in a more advanced R&D standpoint.

JUSTIN THACKER, CFO, ARISTEA THERAPEUTICS: For companies that 
are looking for other assets, this is a relatively good time because 
there are many distressed companies that are either looking to 
sell some of  their assets or dissolve altogether. There are oppor-
tunities if  you have the capital. Obviously, raising capital is very 
difficult now, but there are some benefits if  you’re on the other 
side and in acquisition mode.

MYLES: Back in the second quarter, we 
had taken the hard steps to right-size the 
company to make sure that our financial 
footprint was more heavily allocated toward 
the most obvious near-term milestone for 
us, and we had a lot of  investor interest. We 
had significant inbound interest where they 
saw a great company with great fundamen-
tals and a funding gap. The approach was 

generally, “Well, I firmly believe in your data; you just need the 
capital, and let’s do something together.” 

Through a number of  those types of  discussions, we were able 
to pull together a $205 million registered direct offering with a 
small handful of  top tier investors. I applaud these investors who 

could cut through the noise of  this current market and put the 
capital to work with high conviction. 

RYAN: For the acquirers, it has been very difficult because com-
panies could get funded in the public markets. They didn’t have 
to give up a piece of  the action early on, and they could fund 
themselves through subsequent and much higher value-creating 
inflection points. That’s clearly changed. I am often asked, “Why 
haven’t we seen more?” I think that the stock market doesn’t 
determine whether the acquirer thinks there’s a return-on-invest-
ment there or not. Just because it’s on sale doesn’t mean the equa-
tion changes. The other piece is that the target companies, often 
the management teams and the boards, have a tendency to live 
in the rearview mirror because it was much a prettier view. I know 
in my board and other roles, we’re seeing that play out, and it’s 
starting to break. I predict we’ll have a very active M&A season.

THACKER: The macroenvironment has not 
only made raising money much harder and 
impacted valuations, but we’re also seeing 
inflationary pressures as well. Costs are ris-
ing, both with our external vendors and in 
our internal costs. So, it’s not only harder to 
raise money, but we’re also spending more 
of the money we have on the same activities.

KOVACS: There is a huge issue with recruit-
ing people. As we’re moving into clinical and late-stage trials and 
trying to hire people in clinical science, there is a lack of talent 
given the explosion that happened over the prior three or four 
years. We’re getting quotes from  CROs (contract research orga-
nizations) for pivotal studies, and they’re billing clinical research 
associates at $300 per hour and medical directors at $600 per hour. 
And it’s the same thing at the sites. The clinical sites are reticent 
to take on new studies because they’re lacking internal resources.

SHARON LANGAN, VICE PRESIDENT OF CHANNEL AND STRATEGIC PART-

NERSHIPS, AUXILIUS: A lot of companies are seeing this materialize 
in timeline delays and change orders coming through. That infla-

Shane Kovacs
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tionary pressure from the vendor market and from the contract 
research side, it’s putting an additional crunch on clinical-stage 
companies. We’re seeing companies dealing with an ongoing drip 
of change orders coming from their CRO, and that can be mate-
rial on a monthly and quarterly basis.

MYLES: Contract manufacturing has also been an issue. 
COVID consumed a lot of the capacity out of that entire ecosys-
tem, and companies have had to make reservations 18 months to 
two years in advance. That’s starting to wane a bit and the pen-
dulum is getting more balanced there, but a year ago it was tough 
to get [contract manufacturing organizations’] attention.

CRO PERFORMANCE
KOVACS: We’ve been coming in under budget on our clinical work 
partly because some timelines are getting extended, and I get billed 
as you enroll patients. Also, interestingly, we have studies going on 
in Australia where the currency has moved in their favor; so, I’ve 
been super pleased with how our CROs are actually performing 
in Australia in terms of  enrollment and the overall cost coming is 
in pretty reasonable. That’s been a positive. 

LANGAN: Clinical-stage biotech companies 
need to have visibility across their trials and 
an understanding of which cost drivers have 
major impact. Just over the past two years, 
we’ve reviewed hundreds of CRO worksheets 
and budget grids, and I will say that north of 
90% of them have some pretty significant 
Excel errors. I mean, seven figures in one 
change order level of error. That said, having 

oversight around what’s happening with your vendors is absolutely 
crucial. It’s hard because trial change orders come in constantly, 
often times invoices and work performed estimates are delayed. 
Forecasts can shift dramatically, and our take is that companies 
need a real-time unified view of what’s happening at the trial level.

BIG BOOM VS. RETRACTION
Q: During the COVID years, there was a big boom, and now we’re 

seeing a retraction. But is sounds like from what everyone’s saying 

this is more than just a correction in the market, and that something 

else is going on. Would everyone agree with that?

MYLES: A higher interest rate environment hurts. It slows down 
capital and shifts it away from growth. I’m pretty optimistic, and 
I feel like the fundamentals of  our industry are intact. Good data 
is getting rewarded, albeit maybe less than it had been previously, 
but if  companies are doing good things for patients, then they are 
surviving and thriving. We talked about M&A, and I think there’s 
a lot of  optimism that a couple of  big M&A deals can start to 
recycle a lot of  cash back into the system. That does attract the 
attention of  generalists that see the potential for incredibly upsized 
returns, and so we could start to see a swing back into biotech 

because that really is a place where great returns can be had.
RYAN: I agree that the fundamentals of our industry from the 

top to the bottom are very strong and the biggest companies are 
flush with cash. There’s leading-edge technology out there that 
10 years ago sounded like science fiction, and now we have actual 
products making it to the market. But we overshot on the upside, 
and now we’re living the consequences of that hangover, if you 
will. A lot of things were getting funded that probably don’t have 
a lot of value and are redundant, and so some of that will get 
properly cleansed out of the system. At the same time, good data 
is getting rewarded and will trump everything else. The market 
is slowly anticipating that we have a line of sight as to a plateau 
in inflation and interest rates, and once the market believes that’s 
the case, I think we will see rotation back into the sector.

MYLES: Investors have been very careful about which compa-
nies they protect. It used to be that an investor would say, “Here 
are my top 20 favorite companies.” In this downturn, however, 
it’s, “Here are my top five, and I’m going to reserve all my cap-
ital to protect those top five.” Those attributes of the strong clin-
ical data, the strong link to the next milestone, and the cash to 
get there are what keeps companies in that top five list. The plan 
would be to exit this patch stronger than you entered it, maybe 
a little bit more disciplined and careful about capital allocation.  
The goal for us is to come out stronger than where we started.

RYAN: It seems like fund managers, too, and venture capital 
(VC) firms are doing exactly what you said, and they’d rather 
fund their portfolio companies or their core holdings through a 
longer period of time so that they’re not dependent on just one 
value inflection point and multiple rounds of dilution. That, 
again, drives the haves and the have nots. If you’re in that top 
five list, that’s great. If you were 15 and now you were in the top 
20, but now you’re out of the box altogether, it’s a challenge.

THACKER: There were many companies that were very early in 
development, or even preclinical, which were able to raise capi-
tal through an IPO in 2020 and 2021.  I think it’s going to take 
some time for investors to get comfortable investing in those types 
of early-stage companies again. It is cyclical, however, and it will 
likely come around eventually. I think we’re already starting to 
see some things open up a bit and, hopefully, over time, investors 
will get more comfortable and want to deploy the capital that 
they currently have left on the sidelines. The inflationary envi-
ronment is going to impact this ramp, but things will settle down 
and, hopefully, [this] year activity will pick up quite a bit.

EYEING LONG-TERM GROWTH
Q: How can companies ensure scalability and investment today to 

support a long-term growth trajectory?

BLACHER: The name of the game for us is modesty and to do 
more with less. When I was originally getting situated in the 
company, we had a very grandiose plan looking at our develop-

Sharon Langan
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ment program for a number of indications with the same          
molecule and several different formulations. This is because 
we’re developing a novel non-opioid lead asset that is heavily 
backed by the NIH and now in Phase I trials. What we have 
decided to do is focus our resources on getting that first proof 
of concept with an indication and the most druggable, the most 
marketable and commercializable formulation.

So, we’re simply full steam ahead, guns blazing, with our best 
shot on goal rather than spreading it out. Once we establish that 
proof of concept, that is the time that you want to sort of branch 
out and go into a myriad of new directions, new formulations, 
and indications. But until you have that, be modest and focused 
and really execute on your core strategy.

THACKER: I would echo what Josh mentioned, but, obviously, 
having the capital is critical to ensure you’re able to scale. Even if 
you’re not in a position to raise money now, keeping a good open 
dialogue with potential investors and updating them on the status 
of your program will go a long way. Keep the interest alive from 
an investment standpoint because it’s going to take money to scale. 
It’s going to be significant, and probably more money than you 
think it’s going to take. So, you want to try and be in a good posi-
tion and be ready when you need, or want, to raise money.

BLACHER: Circling the wagon after you’ve 
achieved some milestones, even if you’re not 
in the market for new capital, that type of 
communication earns a lot of accolades from 
investors. Just saying, “Hey guys, we’re not 
in the market. We’re not raising money right 
now. But I do want to tell you that we’ve just 
generated some really interesting data on a 
couple of different models and wanted to 

keep you abreast on our development.” Doing that, I found, gets 
very positive responses, So, when you’re going back and actively 
in the market for a new round, it’s not a complete dust off of an 
old presentation, and they feel like they’ve been made abreast of 
your developments along the way.

MYLES: Investor relations really is relationship building, and 
I think what Justin and Josh outlined is one-on-one relationship-
building. I teach my kids, “Go meet with people and talk to 
people when you don’t need something, so at that moment when 
you do need something, it isn’t transactional.”

LANGAN: Be tenacious about efficiency as you scale. As compa-
nies add new indications, expand to ex-US, and advance new 
R&D programs, those that challenge their own status-quo pro-
cess and more adeptly manage across a growing portfolio will 
be the most successful. A flawed or inefficient process to start is 
only going to be compounded at scale. So, I’d underscore that 
efficiency element as key to success.

THACKER: Be forward-thinking as well. Even though it might 
be a long way down the road, it’s never too early to start to think 

about what changes might be needed in the future and talk to 
colleagues who may have gone through the process. Engage with 
potential vendors who might eventually help you through the 
process. They might get you to think about things that you haven’t 
considered yet. There are many things you can do that don’t 
require a significant capital investment; it can be an investment 
of time. I would try to be forward-thinking and start those con-
versations early as it makes sense.

MYLES: In 2020, when money was falling out of the trees for 
every biotech company, the tension was relieved a little bit, so 
management teams were probably a little less careful and boards 
were probably a little less strict on the oversight. I think these 
tough times can make companies better.

We’re in a Phase III study and expecting topline data in 2024, 
and we want to be commercial ready; so, this brings a constant 
tension. You don’t want to be too late and mess up the launch 
because you only get one chance to do a launch well, but you 
don’t want to be too early and spend too much capital before 
you’re ready. Obviously, that data card when we read that Phase 
III data is a massive de-risking event. We’re road mapping out 
all the costs and spending less to get smart and get ready. Then 
at that one moment when we open that envelope, assuming it’s 
positive, we’re ready to run and raise money and get ready for 
commercial scale. It just puts a heavier emphasis on planning 
and what you can do less expensively to be ready; and then as 
the programs are de-risked, pull in the capital and deploy it.

COMMUNICATION AND ACCOUNTABILITY
Q: How has communicating with external markets and stakeholders 

changed over recent years? How has vendor accountability and over-

sight evolved?

KOVACS: I think investors today have been pretty badly bruised, too, 
in their portfolios, and you don’t hear about a lot of  redemptions. 
On the one hand, you want to keep the investor relations effort going, 
but you don’t want to be in their face too much. You have to be 
deliberate about when you’re contacting them, when you’re com-
municating, and make sure you have something meaningful to say 
with investors…when you have meaningful updates and necessarily 
being out there on net dollar retentions with no real update for them. 
There has to be a bit of  a balance, given the market.

THACKER: I would agree, I think having meetings on Zoom and 
Teams, which is the norm these days, makes it much more con-
venient to schedule and time-efficient. However, that convenience 
can be abused, too. You don’t want to waste stakeholders’ time; 
so, be careful not to schedule meetings just to have meetings. Make 
sure that when you’re scheduling meetings that there’s a topic that 
you want to discuss or news that can update the stakeholders.

BLACHER: One observation that I have noticed now (versus five 
years ago) is simply the number of companies that you’re vying 
for attention from the buy side and from investors has just 
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exploded to a point where it’s hard to get a response, even from 
an email or a meeting request. The threshold of company for-
mation or for an IPO has become very low. There is so much 
noise out there and investors are just throwing up their arms. 
There’s only so much time in the day, and there are 800-plus 
Nasdaq-traded biotech companies alone. Then when you put on 
top of that all the private companies, there aren’t enough hours 
in the day to get the attention of the investors.

RYAN: But there are something like 2,000 clinical trials going 
on in cell and gene therapy alone right now. I mean, how do you 
possibly figure out, particularly given the early nature of the 
field, which horse to bet on? It’s almost impossible. I think that’s 
why you don’t see the Big Pharma companies come in. They’d 
rather put a bunch of numbers on the wheel in a variety of places 
and see how it all plays out.

MYLES: One of my favorite areas to invest in is strategic procure-
ment. Once you bring in a new vendor, a procurement person 
sticks with that vendor. I’ve seen it work well when that person 
reports into the CFO/COO but sits with the clinical team and/
or the tech ops team and they’re planted in. They become the 
financial conscience at every meeting and keep the sheriff’s badge 
visible and funnel back to me. I think that presence is helpful.

BUDGETING FOR CLINICAL STUDIES
Q: When it comes to planning for clinical trials, how has managing 

the related finances and budgets changed?

THACKER: Clinical trials have always been hard to budget for; 
costs constantly change and the timing is hard to predict. It seems 
like there’s always a change order in the works, and maybe there 
are more now given the rising costs. But it’s always been difficult 
to budget spend. Plus, when you’re trying to plan the timing of 
clinical start-up costs and subject spend, you’re never going to 
get that right. You have to be flexible. We’ve done this by trying 
to do a better job of ensuring we have potential rising costs built 
into the budget and plan for more in the future. We’ve always 
had some level of cost contingencies in the budget, but we’ve 
taken a much harder look at the budget detail and have tried to 
build in specific inflationary pieces into the budget rather than 
just layer in a general percent, or couple-percentage, increases 
as we had done in the past. The increases we’ve seen recently 
can have a material impact, and we’ve taken a more granular 
approach to try and stay on top of it.

Also, I think things are taking a little longer. We’ve had to 
plan for that as well and have contingencies in place in the bud-
get for delays. We’ve always planned for delays to some extent, 
but we’re now updating the budget forecast more often because 
things are changing faster. In general, however, the budget man-
agement process hasn’t changed much for us.

MYLES: Ultimately, the biggest cost of a study is time. A quar-
ter delay with a clinical trial has a huge impact on how you’re 

running the company. It can be costly because you’re pushing 
out the revenue and damaging the net present value over the long 
term. To offset this impact, you can synthesize the development 
strategy and the financing strategy by raising the right amount 
of capital in a tough time, which allows you to tell your investors 
with conviction that capital will get us to a certain inflection point. 
While this can be hard, ultimately it’s very important, especially 
these days where many investors are really underwriting a single 
study and a specific inflection point.

BLACHER: Just to further some of the points we’ve been discuss-
ing, the cream is going to rise, and companies that have a strong 
competitive advantage based on what they’re doing are going to 
have the opportunity to stand out just based on the financing 
situation of others not being able to weather the storm. Fortu-
nately, we are in a situation with quality science and clinical 
evidence that I think will always be the driver for funding life 
science innovation.

RYAN: I completely agree with Josh. And going back to this dis-
cipline that we talked about, it’s not just related to being efficient 
and best practices. It’s also about being honest with oneself or 
teams being honest about where they really have a role to play and 
win and where maybe they do not.

MYLES: As biotech people, if you’re doing good things for 
patients, shareholders will be there, and you get to keep doing 
good things for patients. So, whatever stage you’re in, if you’re 
de-risking your programs by generating positive data, you should 
be able to attract more capital and keep moving forward with 
your plan.

LANGAN: This industry is very special in that there are enor-
mous complexities, variabilities and a high regulatory burden. 
Companies are leaning into technology solutions that are indus-
try-specific to help gain efficiency; move away from a more labor-
intensive, manual, and risk-laden Excel reliance; and to gain 
better financial management and control around their clinical 
trials and their vendors. Clinical trials are such a material line 
item for companies in this sector, and we’re seeing a recognition 
that Excel is no longer enough for budgeting, forecasting, and 
reporting R&D expenses.

KOVACS: We’re cautiously optimistic that the macro will change 
[this] year, but we’re not going to bank on it. We’re playing it 
fiscally conservative for now until things change. In the mean-
time, ultimately, fundamentals should prevail in terms of what 
data gets funded. Good data gets funded.

THACKER: Echoing what most of the panel has mentioned, I do 
think inflationary pressures will subside [this] year and we will 
see more M&A activity. In the meantime, companies need to 
stay focused and conservative, but at the same time be ready. At 
some point, the market will open up, and companies that need 
additional capital should be prepared. I’m optimistic things will 
change sometime [this] year. 
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Event Overview
Configurable RTSM systems present new opportunities to accelerate adoption
of clinical trial platforms, while lowering the total cost of ownership. As the
industry continues to move away from cumbersome custom solutions, new
questions arise about how to standardize approaches to RTSM ownership,
manage platform adoption, conduct site and sponsor training, perform cross-
study analytics and reporting, and achieve economies of scale.

Key Learning Objectives
• Learn how NeoTX is making new discoveries in cancer therapy. 
• Learn how a configurable RTSM system plays a crucial role in their clinical trial 

operations.
• Learn how NeoTX is using data to drive organizational decision-making.
• Learn how configurable RTSM solutions allow for standardization via 

Validated approaches
Site and sponsor training
Help documentation and support

Who Should Watch
Sponsor and CRO roles who are responsible for:

• Clinical development planning
• Study designs
• Clinical data management, collecting and evaluating trial metrics
• Project management of studies, process optimization, and 

operational excellence
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Taking Steps to Right the Wrongs 
The Impact of Racial Bias in Healthcare and Medicine
Health disparities brought on by racial bias remain quite prevalent in areas such as drug access, 
use of diagnostics, and representation in clinical trials, but society-jarring events in recent years 
have sparked renewed efforts by industry to tackle these issues with tangible and hopeful gains.  
By Meg Rivers

It is no secret that there are racial—and gender—biases 
within the pharmaceutical and healthcare industries. This  
is apparent through the types of treatments that are 
researched and developed as well as through the people 

and communities who have historically had access to and been 
included in clinical trials. There is, of course, other evidence of 
these biases in present times, such as diagnostic tools created for 
white individuals and patients with lighter skin (i.e., pulse  
oximeters). But in recent years, there has been a renewed push 
for diversity, equity, and inclusion (DE&I) and to better address 
racial inequity specifically. 

“The pharmaceutical/biotechnology/life sciences industry is 
very focused on racial bias as a driver of health inequity, includ-
ing how it can undermine the inclusion of underrepresented pop-
ulations in clinical trials as a function of improved health out-
comes,” says Rose Blackburne, MD, vice president, global head, 
general medicine, PPD Clinical Research, part of Thermo Fisher 
Scientific. “While addressing racial bias is not a new interest for 
the industry, there has been [a] much renewed focus on this issue 
as a result of recent societal events, like the severe racial and eth-
nic disparities in COVID-19 outcomes seen early in the pandemic 
and the racial unrest stemming from the murder of George Floyd 
in 2020, as well as similar racially motivated violence prior to the 
pandemic that brought a wider recognition that racism has a struc-
tural basis and is embedded in long-standing social policy.”

Patrice Matchaba, MD, head of US corporate responsibility 
at Novartis and president of the Novartis US Foundation, also 
emphasizes changes that have transpired due to the pandemic. 

“COVID tells us everything. COVID tells us that we should 
and can be doing much more,” says Matchaba. “[W]hen COVID 
struck, people saw two things: the lack of participation of com-
munities of color in the clinical trials initially, and then the impact 
of COVID on the Black and Brown communities in terms of hos-
pitalization and deaths. Then the whole discussion was—is this a 
genetic thing, or is it a social deterrent? And the basic answer is 
this: there has been no inclusion of Black and Brown communities 
and women in the R&D ecosystem.”

When it comes to R&D, Matchaba describes how there are 
countless therapeutic areas that heavily impact—or specifically 
impact—Black and Brown individuals as well as therapeutic areas 
specific to people assigned female at birth, and there are currently 
no or few treatments. Those therapeutic areas include:

• Sickle cell disease
• Pregnancy-related diseases and conditions
• Chagas disease

Historically researched and developed treatments target 
therapeutic areas that typically impact white individuals, spe-
cifically white people assigned male at birth. Other diseases, 
such as leprosy, heavily impact Black and Brown communities 
in some countries due to a lack of  access to diagnostics as well 
as proper treatments. 

Another example of  racial disparity was hospitalizations and 
mortality rates during the COVID-19 pandemic, which showed 
that Black and Hispanic/Latinx patients were disproportionately 
impacted, Jamie Freedman, PhD, MD, senior vice president, head 
of  US medical affairs, Genentech, explains. But beyond the pan-
demic, Freedman also points to how patients living in rural areas 
are often excluded from clinical trials (usually at large academic 
medical centers) due to travel limitations.   

Unfortunately, there are more underserved communities in 
medicine, which include Native Americans, Alaska Natives, and 
the First Nation.

“American Indian and Alaska Native (AI/AN) make up 
approximately 3% of  the US population and face significant dis-
ease burden across disease areas and specifically higher cancer 
mortality rates compared to the general population,” says  
Freedman. “Health disparities and inequities in this population 
are attributed to poverty, lack of  access to preventive and screening 
services through Indian Health Services, [and] distance to health 
facilities as many live in remote tribal and rural areas (54%).”1

Nan Gu, associate principal of  patient health and equity, ZS, 
a management consulting and technology firm, describes addi-
tional racial bias in medicine, specifically how Native Americans 
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and Alaska Natives have the lowest rate of  private insurance 
coverage of  anyone.2

One glaring example of  racial bias is pulse oximeters. It 
has been discovered that, during COVID-19, pulse oximeters 
measured the oxygen levels of  Black and Brown patients incor-
rectly, saying the patients were fine when they were not.3 As 
a direct result of  this, Black and Brown patients were refused 
hospital admission and not given an ICU bed or access to 
ventilators—leading to increased levels of  mortality rates. 
FDA met in 2022 to discuss pulse oximeters and this very issue. 

While this example is geared toward diagnostics and 
devices, it is a glaring example of  health inequities that are 
being brought to the surface, and Matchaba believes this is 
only the beginning. 

“Look at the discussion from the FDA on the pulse oximeters. 
It is going to create an avalanche because it’s not just the pulse 
oximeters,” says Matchaba. “What about every other diagnostic 
that has come before us that has not included women or people 
of  color? And I bet you, it’s all of  it.”

WHAT IS BEING DONE?
Fundamentally, many things need to be changed to truly address 
racial bias in medicine, and it’s a long road ahead. But what can 
the industry do to combat bias and inequities today? Some of 
the first things to address in Black and Brown communities, 
according to Matchaba, are to:

• Regain trust in medicine (which is poor due to incidents 
such as Tuskegee).

• Improve education through K-12.
• Address generational poverty. 
• Provide access to further education/educational resources.
• Give historically Black medical schools access to clinical 

trial centers of excellence 

Efforts are currently underway. According to Judith Kulich, 
principal, patient health and equity lead, ZS, the industry is tar-
geting health inequities in the following ways: 

• Clinical development. This includes increased repre-
sentation among clinical trial investigators and                     
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participants “through enhanced outreach and trial site 
selection, designing protocols that ensure trials reflect real-
world demographics and comorbidities, and investing in 
drug candidates that reflect medical need across diseases 
and populations,” says Kulich. The most progress has been 
made on patient outreach and trial recruitment. An exam-
ple of this is the Beacon of Hope initiative.4

• Access and quality of care. This includes building
partnerships with other healthcare stakeholders to expand 
disease awareness, screening, testing, and diagnosis. One
example of this is Gilead’s COMPASS initiative.5

• Adherence and other patient support. Manufactur-
ers can, in some instances, provide patients with support
through logistical assistance (e.g., transportation, lan-
guage, education, and nutrition) and financial assistance,
which impacts patient adherence—though there is much
to be done in this area.

Both Kulich and Matchaba talk of the Beacon of Hope as an 
example of what is being done in the clinical development space. 
It’s an initiative between Novartis, Merck, and Sanofi to address 
systemic health disparities through working with historically Black 
medical schools to enable the next generations of leaders, increase 
clinical trial diversity, and support research to reduce racial health 
disparities. Those schools include Morehouse School of Medicine, 
Howard University College of Medicine, Charles Drew University 
College of Medicine, and Meharry Medical College.

While there are many areas and sectors that require improve-
ment in addressing health inequity, clinical trials are a current 
focus of the industry. Blackburne discusses the need to offer decen-
tralized clinical trials (DCTs) and take advantage of digital and 
decentralized tools, which could increase patient access in Black 
and Brown communities. 

“There is a huge opportunity for continued innovations that 
bring research closer to patients, leveraging real-world data and 
bringing the voice of the patient more fully into the drug develop-
ment process,” Blackburne tells Pharm Exec.

Freedman also adds: “[DCTs] are an important approach, 
creating greater access for patients from remote or underserved 
communities. Patients are provided wearable devices that are 
used to interact with study investigators and have their labs and 
vitals monitored remotely.”

However, it is important to note that some marginalized com-
munities have socioeconomic limits and may not have access to 
the internet or WiFi. Sometimes, even great technology can pre-
vent people from having access to care.

Another way to support underserved communities in accessing 
clinical trials, according to Freedman, includes offering transpor-
tation vouchers or free rideshare options. Freedman also empha-
sizes the importance of having staff members at clinical trials who 

speak the language of the patient population, which is important 
for discussing consent forms as well as for patient advocacy. 

Where to next? Matchaba stresses the importance of data as a 
way to address racial disparities.  

“To me, [utilizing] data and race is our greatest [opportunity] 
to right the wrongs and improve medicine and healthcare for 
everybody, not just in the US,” says Matchaba. 

Freedman sums up a few action steps:
• Differentiate facts from myths in clinical trials.

According to Freedman, it’s a myth that creating more
diverse clinical trials is costly and time-consuming.

• Increase diversity amongst stakeholders. It’s not
just about bringing in diversity at the end of  a program,
but thinking about it at the core of  a business, initiative,
etc. Freedman recommends co-investing with local gov-
ernment and community leaders to establish a business
model around equitable access to care.

• Connect with marginalized communities. To hear
directly from marginalized patient populations, Freedman 
recommends health equity surveys, which can reveal infor-
mation about conditions, treatments, and barriers to care. 

While there is much work to be done that will span across decades, 
many in the industry are hopeful for changes in the coming years. 

“This is highly speculative, but I see the possibility for numer-
ous changes in the next five to 10 years that will greatly impact 
pharma’s ability to reduce health disparities,” says Kulich. “Even 
just focusing on the US, within five to 10 years FDA’s guidance on 
clinical trial representation will have been firmly established, and 
pharma will, I hope, have built capabilities to reach underserved 
populations through [DCTs and] expanded diversity among trial 
investigators, digital tools, and other means. The federal anti-kick-
back statute may have been revised, aimed at enabling pharma to 
more freely engage in partnerships and programs specifically tar-
geted at improving health equity and patient outcomes. At the 
same time, we may have additional legislation designed to improve 
healthcare coverage for vulnerable Americans such that financial 
burden alone becomes less of  a driver of  inequity in care.” 
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Clues on Equity
Engagement Levels
A survey of 18 biopharmas, measuring their scope and 
implementation across key health equity dimensions and 
activities, uncovers useful context as companies seek 
better alignment of these goals with overall strategy. 

Health equity has become top-of-mind both for the 
general public and biopharmaceutical organizations 
in recent years, not least due to COVID-19, racial 
and gender equity movements, and the resulting 

need to refine environmental, social, and governance (ESG) strat-
egies. With this in mind, Boston Consulting Group (BCG) set out 
to better understand the current landscape of  how health equity 
is addressed in biopharma by conducting a study with 18 global 
drug manufacturers across five dimensions: 

1. Strategy. Have biopharma companies articulated 
health equity strategies, and what is their scope?

2. Product-level implementation. How and at what 
stages of the product life cycle are health equity consid-
erations integrated?

3. External ecosystem engagement. How do companies 
engage with the ecosystem and think about partnering?

4. Metrics and reporting. What types of metrics are 
tracked systematically, and how are they reported?

5. Operating model. How are health equity roles and 
responsibilities anchored, and how do teams collaborate?

Insights on these topics were gathered via a survey filled out 
by key health equity representatives within the company and 
structured 1-on-1 interviews with more than 40 participants 
across the 18 companies. The survey was conducted from May 
to October 2022. 

HEALTH EQUITY IN BIOPHARMA IS NASCENT,       
WITH SIGNIFICANT EFFORTS TO RAMP UP
Strategy
Out of the 18 companies surveyed, 15 had a global policy posi-
tion on health equity in place; two companies, instead, had set 
up regional and functional health equity mandates; and only 
one organization had no formal position but planned to complete 
one within the next six months. The majority (15 out of 17) of 
these policy positions had been set up in the past five years, and 

all had been recently updated. Health equity mandates were 
typically integrated within both ESG and corporate social 
responsibility (CSR) mandates (11 of 17) or in ESG alone  
(3 of 17), while three companies did not connect health equity 
with either ESG or CSR. Additionally, more than half of the 
companies included in the study have formal plans to include 
health equity goals in their strategy (11 of 18). 

Overall, there has been a rapid increase in general awareness 
and willingness to create structured programs. Biopharma com-
panies have not yet agreed on a unified formal understanding 
of the scope of health equity for industry, but when surveyed on 
health equity policies and programs they systematically engage 
in, there was a high degree of overlap.

In addition to corporate-level policy positions, companies 
report an increasing need to articulate specific geographic, func-
tional, disease area, or product-related health equity positions. 
Geographic mandates are deployed to detail approaches for 
regional contexts with differentiated needs, such as specific  
population segments within higher-income countries (e.g., Black 
populations in the US) or to expand access and uptake to lower 
income countries (9 of 17). 

Some companies also established functional positions to clar-
ify responsibilities between the diverse teams required to opera-
tionalize health equity (10 of 17). Disease area or product man-
dates address disease-related equity challenges, such as vaccine 
rollout in lower- and middle-income countries or rural care infra-
structure requirements for oncology (10 of 17). Companies with 
portfolios requiring a more cognizant approach to equitable 
access and uptake, such as those with women’s health or infec-
tious disease products, tend to be early movers in formalizing 
specialized mandates, while no company has set up specialized 
positions for the full portfolio to date. 

A key concern echoed by many respondents is the need to 
raise organizational awareness and better understand the 
required capabilities needed to drive health equity initiatives. 
Half of the companies have developed health equity-related 
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trainings, and many others plan to roll out training programs 
soon. Among those who offer training, there is a diversity of 
approaches, with the majority integrating health equity into 
diversity, equity, and inclusion (DE&I) trainings, ESG modules, 
or access and pricing modules. Only two companies reported 
dedicated, function-specific health equity trainings, while many 
others plan to do so in the future. 

Product-level implementation
Corporate-level statements can be operationalized at the 
product level across the full life cycle through diverse policies 
and programs. During portfolio prioritization, budget com-
mitments, and R&D, targets for novel products addressing 
the unmet needs of underserved populations can be set up 
alongside equity-related prioritization criteria. Ensuring that 
products are designed with the specific needs of underserved 
populations in mind, such as appropriate formulations  
(e.g., shelf-stability without cold storage in case cooling infra-
structure is not available) and dosage (e.g., longer dosage 
cycles to account for more difficult access to treatment) can 
further help bridge the gap. During development, ensuring 
inclusive clinical trial populations that represent the target 
population is a key concern. 

To support patient availability and uptake, supply chain sta-
bility, and distribution infrastructure, broad filing and licensing 
commitments based on unmet medical need and commitments 
to achieve affordable access in underserved markets can be tack-
led. Finally, dedicated outreach and awareness efforts, healthcare 
provider (HCP) education, and general health system-strength-
ening activities tailored to underserved population segments can 
aid demand creation.

All 18 companies report initial efforts to integrate health 
equity considerations at a product level; however, this integra-
tion remains fragmented. There is a growing drive to become 
more systematic, particularly within clinical trial operations and 
market access. But no company has yet achieved a systematic 
integration of health equity considerations across the life cycle 
for a single product or systematically within a segment  
(e.g., access) for all products. Commitments and related guidance 

to reach these goals tend to be at a high level and would benefit 
from a more systematic and cross-functional approach. 

External ecoystem engagement
The complexity of addressing underlying health equity drivers 
has prompted industry to increasingly look toward effective part-
nering strategies, with all 18 companies actively engaged in 
broad partnerships within and beyond healthcare. Frequently-
voiced objectives include the need to access local expertise for 
rollout, share relevant capabilities, and address social drivers of 
health equity beyond the scope of biopharma, such as through 
educational outreach, community programs, and supply chain 
infrastructure in lower income countries. 

High interest to do more collaborative work within the bio-
pharma industry was recorded, as companies tend to invest 
resources on common causes of health disparities but lack the 
overarching coordination to optimize results, lack a common 
language and narrative, and have no established sharing plat-
forms to exchange best practices. The majority (13 of 18) com-
panies survey present at external conferences, but concerns were 
raised regarding the ability of biopharma to clearly voice its role 
and contributions within the health equity space. Nevertheless, 
contributors recognize biopharma’s unique potential role as an 
orchestrator of health equity conversations across a broad range 
of stakeholders (e.g., governments, patient advocacy groups, pay-
ers, providers, global organizations) if the industry were to 
approach the topic more systematically. 

Metrics and reporting
Health equity measurements are at an early stage within indus-
try. In our survey, most companies (16 of 18) indicated they track 
some related metrics, such as the number of patients benefitting 
from patient support programs, donations, and philanthropic 
programs as well as the total number of patients treated. How-
ever, all companies voiced methodology and data privacy chal-
lenges in assessing this across equity dimensions such as income, 
race, or gender. Thirteen companies additionally track efforts 
around health system strengthening—but often with vastly dif-
ferent metrics behind them. Biopharma lacks a commonly 
agreed-upon measurement framework and approach for health 
equity, and grapples with navigating increasingly restrictive data 
protection regulations, which, so far, have prevented the report-
ing of metrics across equity dimensions. 

Dedicated efforts to better tailor health equity measurements 
are well underway through various academic partnerships, and 
it can be expected that first movers will launch attempts at seg-
menting patient groups based on unmet needs and equity  
considerations soon. 

In line with the absence of a rigorous methodology, most orga-
nizations do not have dedicated, regular reports on health equity. 

Companies tend to invest 
resources on common 
causes of health 
disparities but lack the 
overarching coordination 
to optimize results.
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Eight companies have released external health equity communi-
cations, but the scope and data-driven nature of these reports is 
highly variable. Currently, formal health equity reporting is 
embedded within ESG reporting, with all surveyed companies 
reporting health equity-related key performance indicators in their 
2021 ESG reports. However, of the 20-plus metrics listed in these 
reports, most organizations only report four to five, and the under-
lying measurement and reporting approaches vary significantly.

Operating model
All companies reported recent internal efforts to systematically 
organize health equity roles and responsibilities in line with 
corporate health equity targets and strategies in a wide range 
of potential operating models. Despite many ongoing initiatives, 
coordination across functions remains the key issue to solve for. 

Two companies have not yet formalized responsibilities for 
health equity roles. Of those with formalized roles, eight share 
responsibilities across existing groups and are currently investi-
gating how to integrate cross-functional perspectives optimally. 
Six have mandated one of the existing involved teams with a 
major role in driving health equity initiatives, and two have 
recently set up dedicated health equity units. 

Teams involved, much like the operating models chosen, vary 
widely dependent on geographic reach, portfolio needs, and 
product-level integration of health equity considerations. Beyond 
the two companies reporting new health equity teams, major 
mandates were frequently allocated to global health units, advo-
cacy, ESG/CSR/sustainability offices, market access and pric-
ing, or regions (for local implementation). Contributing teams 
include the above mentioned as well as corporate functions  
(e.g., communications, marketing, HR, and DE&I), public and 
governmental affairs, medical, R&D, and product teams. 

No single company reported the same health equity setup, 
and many voiced interests in jointly examining suitable orga-
nizational models. The complex nature of the topic is also 
reflected in how it is handled within biopharma and the com-
plexity that is inherent in coordinating the efforts. This is also 
reflected in the number of employees engaged within health 
equity across the different companies. It varies broadly across 
our survey, with the majority (12 of 18) reporting less than five 
employees and three early movers reporting team sizes above 
20 full-time employees. 

ALL REPORTED EFFORTS IN FIVE FOCUS AREAS
Industry representatives responding to our survey expressed 
five key areas of focus going forward. These are areas where 
they are deploying significant, systematic efforts to formalize 
and map out their health equity roles and contributions:

1. Strategy integration. Effectively balancing health 
equity goals with overarching strategy, set suitable health 

equity goals tailored to the portfolio, and anchor these 
considerations within ESG and CSR agendas.

2. Measurement framework. Defining which metrics 
are suited to measure and track health equity across 
geographies and portfolio, and developing datasets and 
sensible targets.

3. Clinical trial diversity. Understanding disease pop-
ulations across health equity dimensions, and ensuring 
representative diversity within clinical trials.

4. Approach to LMICs. Developing access to medicine 
programs and differential pricing, and launching region-
specific programs to remove barriers to access, such as 
lack of healthcare infrastructure.

5. Role of Biopharma in the ecosystem. Understand-
ing the role of biopharma in advancing health equity, 
and partnering with the right stakeholders to coordinate 
effective initiatives.

WHAT’S NEXT: HIGH INTEREST IN 
CROSS-INDUSTRY COLLABORATION
Across the board, biopharma industry representatives voiced 
a huge need to establish an exchange forum on health equity 
to share experiences and jointly develop ideas. There is an 
understanding that a coalition addressing common topics of 
concern (e.g., rare diseases, infrastructure in low- and middle-
income countries) would enable more impactful solution design 
and deployment by sharing relevant know-how, best-practices, 
and capabilities. 

The forum could be leveraged to identify meaningful health 
equity metrics; monitor progress toward health equity; illustrate 
what industry is doing today; and assist with identifying suitable 
partners within and beyond healthcare. 

Additionally, organizational topics and themes such as 
health equity operating models and defining a common scope 
and view on health equity domains would better align lan-
guage and boost effectivity. 

Contributors recognize 
biopharma’s unique 
potential role as an 
orchestrator of health 
equity conversations 
across a broad range  
of stakeholders.
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Inside the Pharma Name Game
Drug Word Choice Key to Building a Lasting Identity
Branding agency experts share what to know when it comes to legal, regulatory, and creative 
approaches in the complex drug-naming process, with its potential to shape a campaign’s success. 
By Fran Pollaro

There was a Saturday Night Live skit a few years back in 
which a woman named “Lyrica” Williams was suing 
Merck for intellectual property theft, not only because 
of  her own first name but also for her daughter           

“Seasonique Boniva’s” first and middle names. It’s not uncommon 
for the average person, or the gifted comedy writer, to wonder why 
on earth a drug is called what it’s called.

When prompted, people can usually come up with a few drug 
brand names that stand out in the realm of  public consciousness 
for one reason or another. One of  the first names that leaps to 
mind is Viagra. It’s all a bit subjective because different words, 
syllables, letter strings, and phonetic properties can elicit different 
reactions from different people, but the names that make an 
impact on the most people both through appearance and per-
ceived meaning are the most impressive. The ability to conjure 
a range of  emotion as well as a meaningful association is what 
advertising and branding are all about. With Viagra, there’s a 
theory the name comes from the Sanskrit word vyaghra, which 
means tiger1—a pretty good theory and certainly apropos. How-
ever, the word itself, stripped of  its not-so-familiar Sanskrit mean-
ing, evokes attributes like vitality, power, and hints of  surging 
energy (perhaps because Viagra rhymes with the falls of  Niagara).

BIRTH OF A NAME
It all starts with a chemical compound—one that shows promise as 
a treatment for a disease and may lead to the development of  a new 
drug. Finding a lead compound is the first step in making a new 
drug to treat a disease safely and effectively. Every new drug intended 
to reach the market requires a pair of  names: its non-proprietary/
generic name (e.g., ibruprofen), and its brand name (e.g., Advil). 

Whether designing a brand name or a generic name, the drug 
naming process is a long journey, often spanning years and mul-
tiple clinical trial phases—one that undergoes many formal reviews 
that extend beyond the walls of  client and agency boardrooms 
and Zoom calls. There are legal, regulatory, and often linguistic 
review processes as most clients are looking for a globally-viable 
name. It requires a great deal of  symbiosis between the drugmaker 
and its naming agency, while also considering patients, pharma-
cists, physicians, and other healthcare professionals (HCPs).        

The organizations holding the keys to approval are international 
regulatory bodies like FDA, European Medicines Agency (EMA), 
Health Canada, the UK’s Medicines and Healthcare Products 
Regulatory Agency (MHRA), among others. The original aim of  
the regulatory bodies’ reviews, which is still of  great importance, 
was safety. Not far behind safety were branding and marketing.

MAIDEN VOYAGES FOR EMERGING BIOPHARMAS
With the continued explosion of  emerging biopharma companies 
(EBPs), there are many companies taking their first shot at drug 
development, the naming process, and subsequent marketing strat-
egy. According to the IQVIA Institute for Human Data Science, 
the research and analysis arm of  IQVIA, EBPs represent 65% of  
the total drug development pipeline, which is currently nearly 4,000 
drugs (more than double the number in 2016).2 Additionally, 7% 
of  the pipeline is being developed by EBPs in partnership with 
larger firms; meaning 72% of  all drugs in the development pipe-
line have an EBP’s stamp on it.2 The road to launch is extremely 
complicated, and naming is just one hurdle along the way—albeit 
an exciting one. EBPs and large pharma companies should be 
prepared to engage with a good naming agency. Pharm Exec enlisted 
the expertise of  three agencies to navigate the process: Leaderboard 
Branding, Eversana Intouch, and Brand Institute.

SAFETY FACTORS
What separates pharma brand naming from other industries are 
the safety bumpers that restrict what a drug can be called. There 
are really no restrictions when it comes to naming outside of  the 
pharmaceutical industry other than trademark considerations, 
which, according to World Intellectual Property Organization 
(WIPO), stood at 18.1 million new registrations in 2021,3 a num-
ber that increases every year.4 With drug naming, the review pro-
cess is significantly more extensive.

Pharm Exec spoke with Maximilian Straka, director of drug 
safety at Leaderboard Branding, and former FDA Division of 
Medication Error Prevention and Analysis safety evaluator, and 
registered pharmacist, about the topic.

“The first thing to do is make sure that names do not have 
look-alike or sound-alike similarity to other marketed drugs using 
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the FDA’s POCA (Phonetic and Orthographic Computer Anal-
ysis) tool,” says Straka. “POCA scores are part of the puzzle, 
but when evaluating them, you have to consider product char-
acteristics like the dosage form, the dose, the strength, the indi-
cation, and dosing intervals—all of those product characteristics 
are the other half of a picture to a drug. It has its name, and 
then it has its product characteristics.”

In addition, prescription studies are conducted where names 
are handwritten in cursive along with the instructions. Agencies 
will send the samples out for interpretation by a number of prac-
titioners. Sound-alikes are also covered by reading the drug 
names aloud to practitioners. It’s an exhaustive process, and for 
good reason. Every year, in the US alone, 7,000 to 9,000 people 
die as a result of a medication error.5 And hundreds of thousands 
of other patients experience but often do not report an adverse 
reaction or other medication complications.5

Take Velban (vinblastine) and Oncovin (vincristine) as an 
example. These are look-alike and sound-alike drugs listed by 
the Institute for Safe Medication Practices (ISMP). While the 
brand names are unique, the generic names can also cause issues. 
Fatal errors can occur when patients are given vincristine at a 
vinblastine dose.

In 2016, an issue arose when Takeda and Lundbeck’s Brintel-
lix, a prescription medicine approved to treat major depressive 
disorder (MDD) in adults was deemed to cause confusion in the 
marketplace between Brintellix and the anti-blood clotting ther-
apy Brilinta.6 Takeda and Lundbeck, in coordination with FDA, 
changed the name to market the drug as Trintellix in the US.

Internationally, each governing body has a process in place 
for naming drugs. The most active regulatory agencies—EMA, 
Health Canada, and MHRA—all have different processes for 
evaluating names. Naming teams at agencies like Leaderboard, 
Eversana Intouch, and Brand Institute consider existing POCA 
scores for European evaluation, and then incorporate linguists to 
research sections of the name to see if there are suggestive words 
(e.g., slang, and even names in history) or sounds that might have 
negative connotations across the different languages and cultures. 
Perhaps the most legendary example in the consumer world is the 
Chevy Nova. It’s a car that sounds new and shiny in the US, but 
if you’re expanding to Spanish-speaking markets, it translates to 
“won’t go.” The story, whether true or not, elucidates the point.

GENERIC VS. ORIGINATOR
Rules around non-proprietary/generics have their roots in the late 
1950s when Tennessee Senator Estes Kefauver discovered con-
sumers—and many physicians for that matter—didn’t have any 
idea that two brand name drugs contained the same ingredient 
simply because there wasn’t a single generic name. He held very 
public, televised Senate hearings in 1959 resulting in a mandate 
requiring all pharmaceutical products to have one standard and 

universally agreed upon generic name that could capture a sense 
of  the structure of  the drug without being overtly long and unpro-
nounceable.7 It marked a significant update to the United States 
Pharmacopeia, or USP, the dictionary that contains the list of  
generic drug names used by the United States Adopted Names 
(USAN) Council, which is the body that assigns these names.

Pharm Exec spoke with Suzanne Martinez, Eversana Intouch’s 
group director of strategic planning and resident naming expert, 
to learn more about the process. “In the generic name, the long 
and often more cumbersome names that sit below the brand name 
in a logo, the suffix is known as a stem, which defines the class of 
medication the drug is in,” says Martinez. “That stem cannot be 
embedded in your brand name because of potential confusion. I 
love generic naming because it’s a scientific formula for a doctor 
or prescriber, and you can get a little creative with the prefix.”

She believes that the pharma name is “a perfect example of 
where art meets science.” “Not only do you want to often com-
municate the science in the name, but it’s also the science of 
navigating all the regulatory challenges combined with the art 
of telling a story in the smallest, most succinct, most beautiful 
way possible,” adds Martinez. “It’s mission-critical to have that 
brand name serve as the first chapter of the story that you want 
to tell from a marketing perspective. But from my experience, 
it’s important that the brand name, as much as possible, sets you 
up for success in telling a strategic story, and a marketing story 
that is compelling for your different audiences.”

ALWAYS BRING CLIENTS ALONG FOR THE RIDE
The long process of  brand naming usually starts in Phase II or 
III clinical trials and begins with a kickoff meeting between the 
client’s project team and the agency’s team to discuss their asset 
and to scope out strategies and opportunities for the name—a 
completely original word in most cases. All agencies agree that 
it’s of  the utmost importance to have the client with them on 
the entire journey. That way they understand how name cre-
ation aligns with their preferences based on the information of  
the asset they provided; what’s important to target audiences 
both on the HCP and patient/caregiver side; the background 
provided on the competitive landscape; and how their asset will 
fit into that landscape. The client is looking to discover that 
unique selling proposition and find where an opportunity lies 
in the market.

According to Scott Piergrossi, president, creative of Brand 
Institute, it’s a fact-finding mission with a lot of questions. “We 
usually prioritize our naming strategies: Is it a mechanism of 
action-associated name? Is it a specific attribute or benefit we 
want to suggest like improved tolerability or speed of onset? Do 
we want an association with the company name? Or do we want 
to paint an image or an aspirational association, maybe a name 
like Lunesta with its lunar imagery?” he tells Pharm Exec. “Who 
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are we speaking to? If it’s an oncology drug, usually we’re speak-
ing to the oncologists who are making prescribing decisions and 
recommendations. That is one reason why cancer drug brand 
names often highlight the product’s mechanism of action, because 
it’s a message that resonates with prescribing oncologists. If it’s 
more of a consumer-facing drug, sometimes it’s a benefit-driven 
name. If the nonproprietary name has been in the public for some 
time, perhaps we leverage elements of that nonproprietary name.”

Naming options can start at as many as 2,000 names and can 
be whittled down very quickly when running it through software, 
whether that’s FDA’s regulatory POCA database or proprietary 
software such as what Brand Institute uses that covers all obstacles, 
both domestically and abroad. Brand Institute sees its proprietary 
software as a necessity, viewing itself more as a tech company oper-
ating in the name game. And Piergrossi believes that the greatest 
value it can provide for its clients is clarity and certainty regarding 
whether or not an agency will approve or reject a name. More and 
more names are taken off the board and trademarked every year, 
so it gets more challenging with each passing year.

The second big meeting is a workshop where about 75 to 100 
names are presented, and cross-functional participation is encour-
aged: creative, regulatory, legal, marketing, commercial, etc. It’s 
not about narrowing down to a couple of favorites, because there 
are bound to be disappointments once names have gone through 
trademark and regulatory review.

“It’s very much a subjective process so clients can’t help iden-
tifying some favorites, but we really encourage client teams to be 
more inclusive than exclusive, to only remove names the team 
just can’t live with during the early stages of the process,” shares 
Amy Baynard, creative director at Leaderboard Branding. “Later 
on, there are steps where we evaluate the benefits of a name and 
what it can bring to the table. In those steps, names can move up 
or down in the list of the team’s preferences—perhaps starting 
as a neutral in early reviews and then gaining momentum and 
rising to the top in further discussions and evaluations.

Baynard confides that a naming decision carries a lot of 
weight—the name isn’t meant to be around for a year or two, it’s 
intended to exist for a very long time.

WHAT ABOUT ‘BLANK CANVAS’ NAMES?
Sometimes companies do all that work discovering everything 
they can about the client, the drug candidate, its mechanism of  
action, and the competitiveness of  the market, and perhaps they 
decide to move forward with a “blank canvas” name.

For example, Prozac—which was introduced in 1987—is an 
extremely well-known brand. It had huge success as an                   
antidepressant, was widely discussed in popular culture domesti-
cally, and was used by tens of  millions of  people worldwide. This 
period marked a time in naming history when pharma companies 
really started considering the branding advantages and nuances 

associated with drug naming. Although Prozac can be described 
as a blank canvas name, or one that doesn’t really hold any dis-
cernible meaning, it rolled off the tongue easily and was short and 
sweet at two syllables. One can see a potential positive association 
with the “Pro” prefix in Prozac, but when competitor names like 
Zoloft (1991) and Paxil (1992) enter the naming conversation, it’s 
clear they offer a bit more in terms of  positive meaning and invok-
ing emotion. The “loft” in Zoloft has a very positive association 
with shedding a weight one might be carrying, and the “pax” in 
Paxil conveys a sense of  peace. 

That said, there are a great deal of names already taken; there-
fore, using a blank canvas name is a strategy employed by naming 
teams today to limit the number of syllables and make it easily 
pronounced and memorable. Blank canvas names can also convey 
a certain tone without implied meaning and can cleverly differ-
entiate themselves from other drugs in the same therapeutic 
space—drugs that all might have similarly tried to convey the 
scientific or other descriptive attributes of a name.

SPRINGBOARD FOR ENTIRE CAMPAIGN
The drug brand naming process is a long one, so the earlier the 
manufacturer starts, the better. “We like to say, the earlier you start, 
in theory, the more shots you have on goal,” says Piergrossi. “If  you 
have a name that you like commercially, but there are concerns from 
a regulatory standpoint, such as potential similarity with another 
drug name, you can submit that name and get feedback. Sometimes 
the name will get approved, sometimes it won’t, so we’re always well 
prepared with backups.” 

The pharmaceutical name is just the beginning, it’s the spring-
board for the next creative team or agency to build strategy 
around the product and come up with compelling marketing cam-
paigns to bring that brand to life in a very competitive market. 
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A modern healthcare ecosystem involves many par-
ticipants—from physicians and pharmaceutical sci-
entists to payers and patients—and many forms of 
complex data. Through collaborations and a range 

of advanced approaches, patients around the world will benef it 
from more uniform and complete healthcare, which will address 
acute and chronic conditions.

To explore ongoing advances in solutions that promise better patient 
outcomes, Pharmaceutical Executive—in collaboration with Conga and 
Salesforce—arranged a virtual roundtable of experts to discuss chal-
lenges and solutions. Conga and Salesforce concentrate on patient-
centric digital solutions that improve the overall workflow of health-
care companies.

DEALING WITH THE DATA
To improve outcomes for patients, healthcare companies seek more effi-
cient access to holistic data. It’s an ongoing challenge as new technology 
and techniques enter the field. “When it comes to data to help improve 
patient-outcome initiatives, one of the top-of-mind concerns that comes 
up within our organization—and for me as a leader—is really the qual-
ity of the data and ensuring that we have the best quality data so we can 
get the best insights to drive that outcomes-based view that we’re looking 
for,” said Shetal Vyas, Vice President, Operations at Ferring Pharma-
ceuticals. “Although we have democratization of data in healthcare at 
this point, there are still areas where we see gaps.”

Integration of data creates a continuing challenge. “There are definitely 
platform- and system-integration challenges that need to be overcome,” 
said Julie Fargnoli, Vice President of Market Access and Patient Ser-
vices, Leo Pharma US. She’d like to see seamless connectivity between, 
for example, devices and databases.

As companies strive for developing connectivity between the best 
healthcare data, the analysis could also improve. “We need to be able 

to integrate and apply a variety of approaches, including artificial intel-
ligence (AI) and machine learning, to complex data. The use of algo-
rithms is becoming a compulsory practice, rather a nice to have,” 
explained Hisham Hamadeh, Vice President, Global Head of Data 
Science for Genmab. 

TREATING DATA FAIR-LY
Integrating data from healthcare providers and patients creates a com-
plicated task. “The data that we receive provides us wonderful insights 
that hopefully help us better understand patient needs and how to 
potentially market our products, but does it help us drive patient out-
come?” Fargnoli asked. To improve those outcomes, she pointed out 
the promise of electronic medical records, but she noted the complex-
ity of using them, especially in the US. “We end up with a bunch of 
different data formats that doesn’t talk to each other,” she said.

One way to improve that integration lies in the FAIR principles, which 
were published in 2016. This acronym arises from the objective of mak-
ing data Findable, Accessible, Interoperable, and able to be Reused. 
“This not only applies to data within a given organization, but increas-
ingly important from a macro lens since not any one organization will 
be able to generate all of the data they need,” Hamadeh said. “We are 
all obligated to adhere to the FAIR practices, making sure we’re doing 
this in a very responsible manner across different organizations, and 
lining up incentivization models to make it a reality.”

Although Boeing agreed on following the FAIR principles, he noted 
some key questions. “How do you look at the required information 
technology dimension across enterprise boundaries? For example, when 
it comes to federated learning?” he asked. “How do you incentivize 
FAIR data behavior across boundaries, invest in education of shared 
data assets and other dimensions of distributed data partnerships?” 
Answering such questions depends on teamwork. “FAIR needs enter-
prise industry vertical groups, but also requires governmental support 
to fuel our future quality data,” Boeing explained.

Turning Healthcare Data  
into Better Patient Outcomes
Experts from around the world explore creative solutions—from improving the quality  
of medical information to working with patient advocacy groups—that enhance   
healthcare ecosystems.
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PROGRESS FROM PARTNERSHIPS
Effectively integrating and making use of healthcare data requires 
multi-stakeholder partnerships. “We do believe in creating an innova-
tion ecosystem,” said Hamadeh. To do that, Hamadeh and his col-
leagues have developed partnerships with other biotechnology, data-
science, and pharmaceutical companies, as well as academic institutions. 
As he said, “We need to be open to multiple types of partnerships, and 
for those to be successful, we always strive for alignment of goals, align-
ment regarding how fast we need to run, and, of course, harmonization 
of data exchange.”

Setting common goals among the partners is crucial. “The value prop-
osition for each stakeholder needs to be very clear for all who are 
involved,” Vyas explained. “When you have that end goal in mind for 
each stakeholder and align those goals together, the outcomes—from 
our experience—have been the best outcomes we can get.” She added 
that “transparency and communication around those goals has been 
an important and best practice for us.”

The history of the pharmaceutical industry could play a key role in 
advancing common goals. “Pharma was always a partnering business,” 
Boeing noted. As an example, he said, “When you go from early 
research into clinical development, if you have missing capabilities, if 
you need companion diagnostics, you see partnerships between estab-
lished companies, but also new startups that have digital biomarkers 
that are partnering with pharmaceutical companies to create more 
reliable and targeted evidence that allows for better stratification of 
patient groups or individualized treatment afterwards, depending on 
the data streams that have been captured.” Based on that, he said, “I 
think the pharmaceutical industry is actually a great breeding ground 
for science-driven collaboration.”

EVOLVING TOWARD OUTCOME-BASED CONTRACTS
The healthcare industry is transitioning to contracts based on outcomes. 
For example, the cost of a drug is based on its positive impact on a 
patient. Nonetheless, defining an outcome varies, even in general ways.

For instance, Boeing described episodic scenarios—the treatment of 
one health problem. Here, the outcome can often be easily measured 
because it involves solving a one-time health issue and often being per-
formed by a single healthcare provider organization. “When you then 
get into longitudinal care, the primary outcome is not just survival in 
a certain episode, rather, it is quality of life,” Boeing said. “You look at 
other secondary cost effects.” As an example, he mentioned that failure 
to manage Parkinson’s disease could increase a patient’s risk of falls, 
which impacts the outcome and cost. 

To make the most impact on cost, Fargnoli noted opportunities in chronic 
conditions, such as diabetes and cardiovascular disease. “You’ve got large 

populations of patients and a multitude of outcomes,” she said. “How do 
you measure those outcomes over such a long period of time, particularly 
when patients are not necessarily under one health plan for more than a 
year at a time?” As a solution, she suggested integrating data across mul-
tiple stakeholders. “In order to really make a difference in bending the 
cost curve, you need scale, and you need changes in legislation that allow 
you to partner in the right ways,” she explained. To her, that means find-
ing solutions that provide incentives for everyone involved.

In addition, Fargnoli explained that weight-loss medications provide 
an opportunity to quickly measure outcomes. With existing medica-
tions, she said, “you’re seeing significant weight loss in under a year, 
which can obviously result in significant healthcare benefits.” However, 
she added that these medications can be expensive. Nonetheless, quick 
results can motivate patients to take these medications and physicians 
to keep prescribing the drugs. As a result, she said, “It could be a great 
way to bring these partnerships together, because of the aligned incen-
tives and the timeframe for which you can measure outcomes.”

Part of that partnership building, Hamadeh suggested, could involve 
patient advocacy groups. “They know patients,” he said. “They lobby 
for patients.” Consequently, he indicated that these groups could play 
a key role in solving data-integration challenges. As he put it, “They 
could be an integrator on many levels.”

PUSHING TOWARD PATIENT-CENTRIC CARE
Making healthcare more patient-centric depends on many factors. For 
one thing, Boeing brought up digital biomarkers. “They’re easy to 
deploy and are not very costly,” he said. “There’s a common belief that 
digital biomarkers have a significant role to play to enable personalized 
treatments, but in terms of penetration, in terms of medical relevance 
at scale, they’re still far behind in terms of potential.” 
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have been the best 
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Some of the use of digital biomarkers could improve through using them 
as companion diagnostics for new drugs. To do that, said Hamadeh, “It 
cannot be an afterthought, but rather an important consideration that 
is incorporated early on in the creation of some of these medicines.”

Beyond new drugs and digital biomarkers, though, patients also play 
a role in improving their care. Nonetheless, patients are not always as 
motivated as physicians would like, sometimes due to a lack of under-
standing. For outcomes-based systems to work, though, all stakeholders 
must be motivated. If the physicians and patients are motivated, 
Fargnoli said, then payers and pharmaceutical companies should be 
more inclined to work with them. “It should be easier to find a win-
win,” she explained.

To accelerate the pathway to better outcomes for patients, some of the 
experts mentioned digital therapeutics, which are software-based tools 
for treating a healthcare condition. “There is an emergence of new 
companies that are focused on digital therapeutics,” Turcotte said. “I 
think pharmaceutical companies need to pay closer attention to how 
digital therapies can augment traditional ones.”

THE FUTURE FOCUS
In concluding remarks, the experts participating in this virtual round-
table suggested a variety of next steps. For example, Vyas said, “I 

think we’re actually at a tipping point, and there are multiple things 
that are adding to this.” First, she pointed out that the COVID-19 
pandemic forced “all stakeholders across the healthcare ecosystem 
to deliver the best quality care in the fastest and most appropriate 
way, meeting the patient where the patient is versus bringing the 
patient into a system.” Second, she said that the quality and interop-
erability of data are adding to the tipping point. Third, she mentioned 
that improvements in technology and infrastructure allow healthcare 
experts “to bring these large sets of data together, and the skillsets 
from an AI-machine learning standpoint have really amplified what 
we can do with these data sets and help build these smart systems.” 
Last, she noted increasing attention to the role of patients in their 
own healthcare. As she said, “All of these things, combined, are going 
to help tip this to the next level.”

Part of that next level, Fargnoli explained, could come from brand-
agnostic healthcare apps. Although she mentioned existing apps for 
specific healthcare problems, she envisioned “one application across 
multiple different therapeutic areas or multiple different drugs within 
a therapeutic area.” Currently, healthcare apps consist of company-
specific ones and a collection of patient portals. So she asked: “How 
much more efficient would it be if a provider was able to have one 
patient portal and every single product could be integrated into that?”

Boeing also noted the importance of simplification. “If we want to scale, 
we need to also look at the downstream implications of complexity,” 
he said. “Different partners have to work together, but not only once, 
multiple times and the back-office processes and systems have to be 
ready for that.” To address that issue, Boeing explained, the industry 
needs “to think about back-office solutions that use AI and other tech-
nologies to make collaborations easier.”

All of these future improvements will depend on partnerships. As 
Hamadeh concluded, “I think the challenge, especially with multi-
stakeholder partnerships, is to stay focused on the end goal and work 
with the same urgency.”

Visit https://www.pharmexec.com/creating-solutions  
to watch videos featuring roundtable participants as they talk more 
about Creating Solutions within Healthcare Ecosystems to Improve 
Patient Outcomes. 

How much more 
efficient would it be if a 
provider was able to 
have one patient portal 
and every single 
product could be 
integrated into that?
- Julie Fargnoli
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A dvances in pharmaceutical medicine over the last 
100 years have largely been accredited to the pio-
neering research of scientists and technological 
breakthroughs developed by engineers, who dis-

covered, commercialized, and produced new medicines at scale. 
As technology took on a more significant role in pharma, it 

was mainly thought of  only as operations support, providing com-
puter services (such as hardware and software assets), manufac-
turing, security and data processing, and management.

Today, technology is an engine of  innovation, integrated 
throughout the enterprise to accelerate advances in discovery and 
innovation. Nowhere has this been more evident—and vital—
than in the pharma industry’s response to the COVID-19 pan-
demic, as researchers, data scientists, digital technology profes-
sionals, engineers, and others worked hand-in-glove to fast-track 
the development of  COVID vaccines and antibody treatments 
that saved millions of  lives. 

As the events of  the last two years have made abundantly clear, 
the goal of  discovery and innovation within pharma is to bring 
new medicines to patients with speed and purpose and to make 
life better for people around the world. But what is the “secret 
sauce” to achieving those goals? Among the most crucial ingre-
dients is how we leverage digital tools, like machine learning (ML), 
across the enterprise.

The potential of  ML in drug discovery is no more evident than 
in its power to develop and discover models of  new and existing 
molecules that warrant further research as potential new medi-
cines. For generations, the process of  drug discovery has been a 
time-consuming and tedious process, dependent on the excep-
tional skills and intuition of  scientists and researchers to painstak-
ingly identify, through trial-and-error, potential new drug targets. 

Today, we must use our expertise to employ ML to distill bil-
lions of  data points that can develop 3D modeling of  the most 
promising molecules and targets for those molecules. This model-
driven drug discovery gives scientists a better, more accurate start-
ing point for their research and offers the potential to shorten the 

time it takes to bring new medicines to patients by several years. 
Additionally, digital tools need to continue transforming clinical 
trials, especially if  we are to reach diverse and underserved 
patient populations.

Digital tools and connectivity give us the power to gather large 
amounts of  real-time data in new, more efficient ways, bringing 
entirely new ways to track patient symptoms. Whether it is a 
wearable heart rate or sleep monitor, or even the new digital 
watch, these devices can remotely monitor health status in real 
time and produce digital biomarkers that can completely trans-
form how we conduct clinical trials. In the past, physicians and 
researchers would have relied on subjective reports from patients. 

This remote monitoring capability is making clinical trials 
more accessible to people who would otherwise be unable to par-
ticipate by reducing or in some cases eliminating the burden of  
the time and travel necessary for the multiple clinic visits that 
have been the hallmark of  most clinical trials. This also helps 
improve diversity in clinical trials, a topic of  importance in the 
industry today. Just as important, these devices provide more accu-
rate real-time and objective information that can significantly 
reduce the time it takes to conduct a trial. Once a new medicine 
has been approved, the connectivity of  these monitoring devices, 
integrated with the therapeutic itself, can help a patient work with 
their physicians to maximize the health benefits of  their medicines. 

Finally, pharma will need to develop data platforms, often 
referred to as “sensor clouds,” that enable data and analytics experts 
to access the most appropriate information more efficiently, lever-
age ML, and create algorithms that better reflect a patient’s disease 
journey. The industry can then translate that data into information 
patients can use immediately—empowering them with connected 
apps and delivering a patient-first approach to their care. 

The integration of  technology is having a profound and power-
ful impact on pharma. While the industry continues to test the 
mettle of  these digital tools, we are again experiencing ways to con-
tinue to revolutionize pharma via faster, more efficient clinical trials, 
empowering patients, and discovering critical new medicines. 

Digital Tools are Key  
to Advancing the Tech 
Revolution in Pharma
Their integration across enterprise remains pivotal driver for success.
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