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A Hot Agenda Item
Tracking the tide of sustainability in pharma

It may just be me, but October always seems to be a time of transition. The 
weather changes, and we tend to shift our lives to incorporate spending 
more time indoors. But here at Pharmaceutical Executive, we are using Octo-
ber to focus on another big change: sustainability. In particular, the grow-

ing need to balance short-term financial goals with long-term shareholder value.
Beginning on page 20, we offer two feature articles on sustainability trends 

in the pharma industry. Speaking of transitions, the first one focuses on how 
the environmental, social, and governance (ESG) agenda has become an essen-
tial part of fostering sustainable business. However, it doesn’t stop at ESG; 
executives must be confident in their organization’s manufacturing process and 
how it impacts the supply chain. The second part of our coverage dives into 
how pharma companies can effectively communicate their ESG strategies to 
younger generations. As with most forms of communication today, utilizing 
digital mediums is key to engaging younger investors.

Our Back Page column (page 59) also focuses on sustainability. As author 
Katrine DiBona of Novo Nordisk notes, while many think of pharma as being 
reactive, it’s time for it to start being proactive in finding new ways to minimize 
environmental impact, such as streamlining manufacturing processes and 
increasing collaboration. 

Our Executive Profile this month (page 14) features Chris Boerner, execu-
tive vice president and chief commercialization officer at Bristol Myers Squibb. 
As we outline, Boerner’s successful career path has been fueled by many factors, 
but all of them seem to stem back to his people-first mentality. This applies to 
patients, customers, and colleagues. Receiving HBA’s Honorable Mentor award 
in June, Boerner places a great emphasis on teamwork and communication. 
Denice Torres’ DE&I column (page 11) echoes these principles, but, in partic-
ular, how to effectively direct your energy on creating trust in the workplace.

Finally, the finalists of Pharm Exec’s second-annual APEX Awards are 
included in this issue. This year, we are looking forward to hosting a live, in-per-
son event (held at Gotham Hall in New York City on Oct. 18) to celebrate the 
great ideas put forth by the winners. 
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R&D’s Financial Focus
With short-term financial considerations hitting all industries 
worldwide, the pharmaceutical R&D ecosystems living within the US 
borders are still thriving based on well-known keys to success. It does 
not seem that long ago that Pharmaceutical Executive started to dig 
deeper into its biotech brethren that was fueling the innovation and 
inspiration for advanced science and therapeutic ingenuity.

In 2018, we outlined the keys to success for the top R&D hubs: 
Cambridge/Boston, San Francisco, San Diego, Philadelphia, 
New Jersey, and New York City (https://bit.ly/3rwoWlK). 
Keys included proximity to or number of research/hospitals/

health systems; discovery/academia/universities (tech transfer); 
students/scientists; number of existing biotechs; transportation; 
state/local government investment; and the number of key FDA 
approvals that could indicate a positive pivot to commercialization. 

The numbers haven’t changed all that much, according to the 
recent JLL 2022 Life Sciences Research Outlook and Cluster 
Rankings (https://bit.ly/3SWd8Fn), which designates its innova-
tion cluster models based on access to talent; funding that leads 
to commercialization; and real estate infrastructure to support 
further growth, weighted at 35%, 30%, and 35%, respectively. 

Based on their weighted rankings, JLL experts listed their top 
15 life sciences clusters, consistent with our top five hubs above, 
adding Greater DC/Baltimore at No. 4; Raleigh-Durham, NC, 
at No. 6; Seattle at No. 9; and Salt Lake City at No. 10.

A shout-out to Philadelphia, however, for its recent No. 2 place-
ment if you are looking at the cell and gene therapy (CGT) market. 
As noted in our 2018 article, state and local investment into build-
ing “Cellicon Valley” is hitting its stride. A recent report commis-
sioned by the Chamber of Commerce for Greater Philadelphia 

and researched by economic consulting firm Econsult Solutions, 
Inc. points to the city as No. 2 overall for CGT hubs (https://bit.
ly/3Cqc5bg). This report ranks according to research infrastruc-
ture, human capital, innovation output, commercial activity, and 
value proposition. Boston placed first and New York third.

In this month’s issue, we do focus a bit on the current financial 
environment affecting biotech markets, as well as pharma M&As. 
Columnist Barbara Ryan (page 13) describes the interplay between 
interest rates and biotech valuations, where she optimistically 
reports, “Many of the fundamental factors that led to the collapse 
in the sector following its peak in February 2021 have improved, 
with data surprising to the upside, M&A picking up, and recent 
inflation metrics have come in lower than expected.”

Bill Borden, a freelance contributor (page 18), offers that large 
pharma is making inroads to innovation through acquisition, citing 
Pfizer’s purchases of ReViral, Biohaven, and GBT this year. How-
ever, smaller clinical-stage biotechs need to navigate their cash flow 
when risk averse investors consider what clinical data looks like. 

JLL experts also expect large biopharmas to play an outsized 
role in the funding and acquisitions space, as they sit atop a moun-
tain of cash, though they expect “further belt-tightening” into 
2023. It seems the overall sentiment is that even as the innovation 
engine takes a licking, it keeps on ticking. 
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Chris Boerner believes a straightforward 
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complex healthcare climate, whether 
tackling business or culture. 
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JILL WECHSLER
is Pharmaceutical Executive’s
Washington Correspondent.  
She can be reached at
jillwechsler7@gmail.com

Seeking Harmonized 
Testing, Regulation, 
and Manufacturing
FDA backs joint reviews and common research policies around world

R egulatory authorities and biopharma companies are 
engaged in a range of  collaborations to harmonize 
research methods, approval standards, and quality pro-
duction methods key to expanding global drug pro-

duction. While some initiatives predated the COVID-19 pandemic, 
the ongoing health emergency has elevated the importance of  col-
laborative efforts to speed biomedical research efforts and to ensure 
broad access to quality medicines and vaccines.

An important message from COVID is the critical need for 
global regulatory convergence, commented Peter Marks, director 
of  the Center for Biologics Evaluation & Research (CBER), at the 
PDA-FDA Joint Regulatory Conference last month. He warned, 
though, that the move toward greater information sharing seen in 
recent years is “slipping away” as the pandemic recedes, speaking 
to the importance of  joint efforts to provide pharmacovigilance 
information and review findings.  

Such initiatives are not new for FDA, which has worked for 
decades to provide technical assistance to regulatory authorities in 
low-and-middle-income countries to advance regulatory conver-
gence and improve drug production methods. The Promoting 
Quality of  Medicines Plus (PQM+) program implemented by the 
US Pharmacopeia, with support from the US Agency for Interna-
tional Development (USAID), aims to build in-country regulatory 
capacity to ensure broad production of  high-quality treatments for 
neglected tropical diseases, tuberculosis, and other infections. A 
recent FDA online seminar explained these issues for global regu-
lators from lower-income regions, with agency experts describing 
the FDA’s submission and regulatory processes and collaborative 
efforts to advance drug quality testing. 

Pharmaceutical manufacturers in Europe and other industrial 
nations similarly are working to ensure equitable access to vaccines 
and treatments in future pandemics, as seen in a framework devised 
by the International Federation of  Pharmaceutical Manufacturers 
& Associations (IFPMA) to improve responses to future health emer-
gencies. A declaration issued in July calls for the assessment and 
identification of  successes in pathogen surveillance and vaccine 
development and distribution during the pandemic. The organiza-
tion calls on biopharma companies to help regulators strengthen 

pandemic preparedness and response capabilities to help acceler-
ate the delivery of  vaccines, drugs, and diagnostics in their regions. 

Similarly, the International Coalition of  Medicines Regulatory 
Authorities (ICMRA) aims to harmonize standards for collecting 
real-world evidence, for assessing manufacturing information, and 
for conducting inspections to support quality assessments. One pro-
gram encourages collaborative assessment of  chemistry, manufac-
turing, and control (CMC) data.

FDA also supports global testing and review efforts, such as 
Project Orbis at its Oncology Center of  Excellence (OCE), which 
was launched in 2019 to advance cancer drug development and 
regulation. Sponsors submit applications for high-impact oncology 
products simultaneously to participating regulators in Australia, 
Canada, Singapore, Switzerland, Brazil, the UK, and the US to 
work together on reviews for new cancer drugs and supplements 
for added indications. While OCE coordinates the program, each 
regulatory authority makes independent regulatory decisions. 

PRIVACY HURDLES
One obstacle to global biomedical regulatory harmonization, how-
ever, arises from an EU effort to revise and strengthen its data privacy 
framework, despite the potential for blocking regulatory access to 
necessary clinical trial information and adverse event reports. The 
EU’s General Data Protection Regulations (GDPR), adopted in 
2018, aims to limit the release of  individual information related to 
a range of  personal activities, including health care. Unfortunately, 
these policies have created difficulties for FDA bioresearch monitor-
ing program (BIMO) inspections and for sponsors submitting infor-
mation on patients in new drug applications and other documents. 

A report from FDA’s Europe Office, posted in August, describes 
how the GDPR prevents FDA BIMO investigators from reviewing 
and copying clinical health data involving EU citizens participating 
in multinational clinical trails and in reviewing certain demographic 
and other information normally included in applications sent to the 
agency. While the EU data framework aims to protect private infor-
mation on a range of  activities, the resulting limits on FDA’s ability 
to assess EU health information pose difficulties in advancing a global 
clinical research framework and common regulatory policies. 
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How Data Shapes 
the Future of 
Omnichannel Marketing   
More innovation in data collection will help boost omnichannel arsenal

The expanding data landscape will help shape the 
future of omnichannel marketing and has impacted 
how pharmaceutical marketers reach and target 
healthcare professionals (HCPs) and patients. Now 

more than ever, companies are leaning into omnichannel to 
attract and reach changing demographics. Being able to lever-
age expanded data sets like geotagging, email, websites, and 
new areas like wearables will be key to understanding more 
behaviors, attitudes, and values, and, in turn, will provide bet-
ter insights and personalization to omnichannel strategies. 

The definition of  omnichannel has evolved over time. Just a 
few years ago, what used to be referred to as omnichannel was in 
fact multichannel—where marketers use a variety of  channels to 
send messaging in a siloed way. Instead, omnichannel is about 
coordinating and synchronizing interactions across channels and 
devices in a seamless manner to advance the customer journey in 
a way that makes sense and with more meaning to the recipient. 

More capabilities focused on data collection will help grow an 
omnichannel arsenal. It used to be a foreign concept to have the 
ability to gather data on when an HCP received, opened, and 
interacted with an email or online. Now, with transformative tech-
nologies—think: the application of  artificial intelligence (AI)—
there is a plethora of  personalized information out there. However, 
data needs to be integrated together the right way so that they 
supply the right narrative on what people are doing. An outcome 
of  this can be messaging that is tailored to fit HCP preferences. 

Evaluating and deconstructing data are a critical part of  any 
omnichannel strategy. For example, expanded data—beyond 
demographics, purchase patterns, or browsing history—will help 
predict and drive the next best set of  actions. However, the quick-
est way to “turn off” an audience is to bombard them with con-
stant messaging that doesn’t consider their preferences or is per-
ceived to be uncoordinated blanket messaging.  

Focus on validating the data to ensure there is quality to all 
touchpoints. As data spread out into multiple ecosystems, the 
entire chain from service providers and manufacturers all the way 
down to HCPs and patients has turned into a battlefield of  receiv-

ing and tracking the right information. Companies are highly 
focused on collecting data, but they also need to confirm they’re 
correct and trustworthy. One way to do that is by setting up rela-
tionships with trusted partners—ones that have put in a lot of  
rigor and controls to safeguard that they are collecting and dis-
tributing clean data. From there, mine, assess, and confirm them 
to see if  they make sense. 

As our thirst increases for more information on how people 
interact with omnichannel, the global rules and regulations 
around data use and privacy will need to be accounted for. For 
example, data restrictions in the UK are vastly different than in 
the US—and US states are rolling out their own laws on con-
sumer data privacy. Being in the realm of  capturing, tracking, 
and applying user activity and preference will require the need 
to protect people’s information and privacy.  

It will be a constant challenge to stay on top of  the data landscape 
with an ever-expanding universe of  user information being gathered 
by data sources and trusted partners while also staying true to data 
privacy rules. With a fully integrated data ecosystem, running the 
right analytics and ensuring a coordinated end user–focused experi-
ence will allow for the right messaging to go to the right audience. 

Rommel Fernandez can be reached at rfernandez@fingerpaint.com.

Being able to leverage 
expanded data sets  
and new areas like 
wearables will be key  
to understanding more 
behaviors, attitudes, 
and values

ROMMEL FERNANDEZ
Chief Analytics Officer, 
Fingerpaint Group

Brand Insights - Thought 
Leadership from 
Marketers | Paid Program
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Switching to electronic labeling is one of the avowed aims 
of the European pharmaceutical industry, backed by 
claims that paper leaflets are a costly and inefficient 
hangover from the pre-digital age. But European con-

sumer representatives have come out firmly against any wholesale 
shift, taking up cudgels on behalf of pharmacists as well as patients. 
At the same time, European doctors are digging in their heels 
against over-enthusiastic embracing of digital care in a sign of 
growing unease in Europe over headlong pursuit of what industry 
likes to refer to as health innovation. And there are other indica-
tions of a creeping hesitancy within the European healthcare com-
munity that could spell trouble for many of the bold initiatives and 
ambitions now in play to speed healthcare innovation

Sylvia Maurer of BEUC, the influential European consumers 
bureau, has gone on the record with a list of the downsides she 
sees in moving to digital-only leaflets that patients can look up 
online. The official position of industry lobby European Federa-
tion of Pharmaceutical Industries and Associations (EFPIA) is 
that the paper patient information leaflets should be phased out 
in favor of electronic versions, on the grounds that electronic 
product information (ePI) ensures that healthcare professionals, 
pharmacists, and patients and their carers always have access to 
the latest European product information for medicines. But Mau-
rer says that the current printed leaflet enclosed in each package 
is there “for very good reasons,” because it tells patients about 
dosage, side effects, and interactions with other drugs. She rejects 
the industry demand for all information to be provided digitally, 
and does not buy the argument that patients who want it in writ-
ten form can ask a pharmacist for a printout. 

The consumer spokesperson insists that patients’ attention to 
important instructions is at risk if data is provided only in digital 
form, since that will make the information less likely to be consulted, 
or it will be read selectively and with less attention. Patients will be 
deprived of the physical experience that helps reinforce messages. 
Requiring them to go online rather than having it at their fingertips 
is going to lead to fewer patients accessing the data, she warns.

European pharmacists take a more nuanced view, but are still 
highly cautious: their lobby group, Pharmaceutical Group of the 

European Union (PGEU), supports the use of ePI only “to comple-
ment but not to replace” printed leaflets.  Printed material linked 
to each box “addresses the paramount need for immediate and 
equal access to information crucial to minimise risks, regardless 
of the equipment and ease with technology,” it says. 

As technology and science advance, and new rules are brought 
into being, the anxiety generated by shifts in established practice 
grows sharper among many stakeholders. The European Patients’ 
Forum is not opposed in principle to the proposed European data-
sharing legislation, titled European Health Data Space (EHDS), 
but its response is so heavily loaded with reservations and condi-
tions as to suggest the opposite. Any new arrangements, it says, 
must be shaped to ensure control of health data “with the highest 
possible level of data protection,” to ensure patient safety at all 
levels, and to respect the differences between different health sys-
tems that the proposal is in fact intended to overcome. The Euro-
pean hospitals organization, HOPE, also conditions its support 
for EHDS with a stress on the importance of “the highest viable 
levels of personal data protection and fundamental rights” and 
“strong ethical governance.”

Prescrire, the respected French drug monitoring service, warns 
that “with the increase of digital health services and products, 
including artificial intelligence, clarity is needed on the legislation 
applied to these products to guarantee their safety, effectiveness, 
as well as the patients’ and user’s privacy and rights.” Prof. Ray 
Walley, GP, vice president of the European doctors organization 
CPME, has been lamenting the COVID-19 pandemic’s reshap-
ing of remote work and its pressure for online interactions, and 
argues that “patient safety is too important to be sacrificed for 
immediacy and convenience.” In comments submitted to the 
European Commission in its recent consultation on EHDS, 300 
statements of rejection, principally from the Czech Republic and 
Slovakia, warned against the EU centralizing its power through 
knowledge of the health status of its citizens. 

Industry leaders seeking to drive innovation in healthcare can 
no longer rely on classic justifications of business imperatives and 
efficiency. Like it or not, they will have to become as astute in pol-
itics as in management. 

Push for Full Embrace 
of Digital Care Draws
Opposition in Europe
Patient safety and data protection concerns highlight hesitancy 

REFLECTOR
is Pharmaceutical Executive’s
correspondent in Brussels
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Avoiding the Ambiguity 
Minefield in Healthcare 
Communications 
Three strategies for success in maximizing message clarity 

In any healthcare context, the audience must interpret 
communications as the producers of the content intended. 
Humans are vastly different. How we interpret what we hear 
and see is idiosyncratic by nature. In this spirit, healthcare 

communications—a critical discipline—must avoid ambiguity. Able 
copywriters, public health professionals, and market researchers 
take great care to avoid terminology that can be interpreted 
inconsistently across segments of the population. Here are three 
strategies proven to help maximize clarity and avoid ambiguity.

1. REPLACE AMBIGUOUS WORDS WITH ‘CONCRETE 
LANGUAGE’
Ambiguous words make it dangerously easy for people to have 
different interpretations of  what they just saw or heard. Replacing 
these words with concrete language, or “tangible qualities or 
characteristics, things we know through our senses,” provides 
greater consistency of  interpretation. Consider some examples of  
ambiguous versus concrete verbiage. 

2. UTILIZE IMAGERY TO CLARIFY TEXT
Digital ads, images, schematics, or animatronics add great value 
to communications. For example, some medications come in a self-
injectable format. Patients might be instructed to “grasp or pinch 
a sizable area of  the skin at the injection site.” What defines 
“sizable?” One person might think of  it as an inch of  skin, while 
a second might imagine it as four inches. Including a visual of  the 
self-injection process eliminates the need for interpretation of  
“sizable,” a rather ambiguous concept itself.

Another use of  imagery might involve the application of  a 

topical cream or ointment. A well-known brand of  a moisturizing 
agent tells users to “apply as needed” and “apply ointment liber-
ally.” Imagery can provide examples of  what might define “as 
needed” (e.g., dry, flaking skin, or an open sore) and “apply oint-
ment liberally” (e.g., showing ointment on a finger, or comparing 
a dollop to a coin for context).

3. PRETEST YOUR MATERIALS
Pretesting materials provides the best safeguard against releasing 
ambiguous questions, copy, or instructions to the audience of  inter-
est. When possible, pretesting should include an array of  people with 
different demographic and psychographic characteristics. Examples 
might include age, gender, health literacy, and history of  conditions. 

When conducting market research, a specific pretesting tech-
nique called cognitive interviewing (or cognitive testing) provides excellent 
insights into how subjects interpret questions and statements. The 
testing of  questionnaires focuses on “cognitive processes that 
respondents use to answer survey questions.” In this scenario, an 
interviewer probes a respondent on what specific words and phrases 
mean to them. Ultimately, the process evaluates whether a respon-
dent can formulate an answer and match it to at least one option 
associated with a survey question.

Cognitive testing lets us assess ambiguity by having a respondent 
verbalize their interpretation of  words. For example, imagine the 
question: “How many times have you spoken with your lawyer 
over the past year?” In the process of  cognitive testing, one might 
discover that a respondent has multiple lawyers for different 
purposes. Further, the respondent might interpret “spoken” to 
mean only live conversation and omit text messaging or email. 
Also, a respondent might speak to a lawyer on professional and 
personal terms, not knowing which to reflect in an answer. Having 
the respondent walk through their cognitive interpretation of  the 
question informs the researcher of  a suspected ambiguity.

Ambiguous language regularly arises in everyday vernacular, 
lulling us into a dynamic that is dangerous for healthcare 
communications because they are vital to our well-being. This is no 
trivial matter. We must strip healthcare communications of  ambiguity 
and replace it with precise language, so the target audience all see 
and hear the same thing—a healthy practice if  ever there was one. 

STEVE SEIFERHELD
VP, Market Research,
HRA, part of The Agency 
Network at MJH Life Sciences

Brand Insights - Thought 
Leadership from 
Marketers | Paid Program

Ambiguous Concrete

How often do you  
prescribe opioids?

During the past week, for how many 
unique patients did you write a pre-
scription for an opioid medication?

Improve quality of life  
for people with migraines.

Reduce the number of days that your 
patients feel migraine pain by 50%. 

Take this medication  
with food.

Take this medication immediately after 
finishing a meal that contained at  

least 500 calories.
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Cracking the Code
to Commercial 
Promise in Asia 
Global go-to-market strategies in region require a revamped gameplan

W hile the Asia-Pacific region’s importance has been 
increasingly recognized by most pharmaceutical 
companies, many also see it as a hard market to 
crack. They’re right.

First, Asia is not a homogeneous market. China’s policy, access, 
and reimbursement environments are distinctly different from those 
of  India and Indonesia, and more affluent markets such as Japan, 
Korea, Taiwan, and Singapore each feature very different health-
care systems despite similar GDP per capita.

Second, Asian markets tend to be dynamic and fast evolving. 
China, for example, has seen ongoing healthcare reform in recent 
years. The reform has been driven by the central government, as 
well as local authorities such as Hainan and the Greater Bay Area, 
which offer early access options for innovative therapies. In addi-
tion, alternative reimbursement opportunities such as commercial 
health insurances (CHIs) are developing fast. City CHIs, for exam-
ple, have mushroomed in a mere three years, expanding to 200 
cities from just a handful, covering over 100 million people in 
China. This underscores the speed and momentum of  change in 
Asia that’s rarely seen in the rest of  the world.

Some Asian markets also are intertwined in many ways. Regu-
latory approvals in Hong Kong and Macau would help secure early 
access to China, while prices in Japan, Korea, and Taiwan are ref-
erenced for China’s national reimbursement drug listing.

Given the importance and complexity of  Asian markets, global 
pharma companies would benefit from a strategic approach, 
focused on executing, in parallel, a two-pronged gameplan.

ASIA PLAYBOOK 1: CAPTURING GROWTH            
A good starting point is to group different markets into key arche-
types, taking into account characteristics such as regulatory, pricing, 
and reimbursement potential, as well as clinical practices and com-
petitive dynamics that may differ from one archetype to another.

Systematic prioritization is then needed to identify must-win 
markets. Take a rare disease drug, for example. It would be tempt-
ing to first launch it in the market with the fastest regulatory approval, 
but that may limit its commercialization in other markets, especially 
those with larger patient populations and higher pricing potential.

To derive better understanding of  the must-wins, deep dives with 
healthcare practitioners, patients, and payers in those markets will 
help gain valuable insights into key value drivers. Embedding these 
considerations in development and launch plans will go a long way 
toward improving the value, pricing, and access potential of  the 
asset in those markets, and toward a robust roadmap across Asia.

ASIA PLAYBOOK 2: MAPPING OUT ROLES         
Asia has more roles to play beyond simply being a “growth mar-
ket,” ranging from R&D to manufacturing and supply chain, as 
well as cross-border partnerships and business model innovation.

In terms of  R&D and innovation, leading large pharmas have 
been increasingly inclusive of  Asia in global development plans 
and multiregional clinical trials for key assets. In addition, Asia has 
become the source of  innovation for certain diseases, given the dif-
ferences in epidemiology and ethnicity, as well as the large popula-
tion base and patient pool. The continent has also been at the 
forefront of  business model innovation, partly due to the dynamic 
and competitive nature in the region. Large Pharma companies 
have been revamping the traditional go-to-market model. Besides 
upgrading engagements with physicians, once considered the fore-
most stakeholders, some are building partnerships with healthcare 
providers to improve diagnosis and treatment standards. They’re 
also seeking innovative ways to work with patients and advocacy 
groups to improve disease awareness, adherence, and outcomes.

To be effective in these engagements, especially in China, digital 
tools and mobile platforms have been deployed to improve user 
experiences, stickiness, and real-world outcomes. For example, a 
pharma firm has built digital platforms in partnership with JDHealth 
and AliHealth, which empowered patients by providing them with 
a one-stop solution from disease education to online consultation, 
prescription fulfillment, and adherence reminders. At the same time, 
it affords unprecedented customer insights, thanks to artificial intel-
ligence and big data. It also helps pinpoint unmet needs and builds 
lifetime relationships with patients and patient families alike. 

Shiying He and additional collaborators in Simon-Kucher’s life sciences 
division in Shanghai contributed to this article. 

BRUCE LIU
Partner at Simon-Kucher & 

Partners, leading its life sciences 

division in greater China 
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Inclusion Check-In: 
Who are You Giving 
Your Energy To?
Three simple ways to build trust—by reaching outside your comfort zone

DENICE TORRES 

Senior healthcare executive; founder  

of The Mentoring Place, a free career 

mentoring program for women; and 

CEO of The Ignited Company, a 

change management and DE&I firm

W e give our energy to what matters. We only have 
so much of  this precious resource that fuels our 
ability to connect with another person authen-
tically. We can conserve energy by doing things 

the way we have always done them (being on automatic pilot), 
which may result in not growing a culture of  inclusion. 

When it comes to amplifying inclusion in the workplace, 
energy and a desire to expand our zone of familiarity are require-
ments. The following are a 
few ways leaders can build 
more trust and inclusion by 
dedicating energy to those 
who may not be outspoken, 
lack confidence, or the train-
ing necessary to understand 
the impact. 

Business meetings. 
Scan the room (or online plat-
form) before the meeting 
begins. Who don’t you know? 
Consider adopting a philoso-
phy of being the “host of the 
party” and get a quick intro-
duction of those people if pos-
sible. Also, go out of your way 
to ask the opinion of the quiet person. They may be sitting on a 
gem of an insight, idea, or challenge.

Networking events. Resist the temptation to spend time 
with those you already know or are more comfortable with 
because of shared experiences or similar backgrounds. Please 

don’t wait for others to come to you. There is a good chance 
some people will not approach you because of positional power 
or anxiety around not knowing what to say. Make it easy for 
them to learn networking skills.

1:1s. Multitasking (doing more than one task simultaneously) 
is a myth. Research shows that what we think of as multitasking 
is actually the process of going back and forth between two 

tasks. When we meet with some-
one and continuously check our 
devices, we are not giving people 
our attention and energy. When 
we can’t control the impulse to 
check our phones, we make others 
feel less important and erode trust. 
In short, we are reducing our lead-
ership impact. Unless it’s an emer-
gency, it’s not worth being dis-
tracted and making an employee 
feel “less than.”

MAKE THE MOMENT               
One of the greatest gifts of leader-
ship is the ability to change a per-
son’s life by helping them grow 
their self-conf idence through 

experience and attention. Seeking out people who are different 
from us and giving them the gift of our energy can reap tre-
mendous benefits for you, them, and the company. Similarly, 
when we are truly present with others, we can increase trust 
and connection, which produces a fantastic ROE (return on 
energy). 

Seeking out people  
who are different from us  
and giving them the gift  
of our energy can reap 
tremendous benefits  

for you, them,  
and the company
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IRA STUDIN, PhD
President, Stellar Managed Care
Consulting. He can be reached
at istudin@stellarmc.com

Last month, within two days of  each other, FDA approved 
two very different products that promise to advance 
standard of  care for conditions they target. The drugs 
were Zynteglo, for beta thalassemia, and Auvelity, for 

major depressive disorder (MDD).
For this discussion, what stands out is their similarity in repre-

senting an advance, plus their extreme scientific and pricing differ-
ences. The suggestion here is that this similarity-difference regime 
can be instructive for how the inner workings of  medical policy 
govern coverage.

SIMILARITY-DIFFERENCE REGIME
On the one hand, Auvelity has been described as “the first orally 
administered novel mechanism to enter the MDD market in more 
than 60 years.” But it consists of  two decades-old agents—dex-
tromethorphan plus bupropion—and while the price has not been 
set as of  this writing, it’s not unreasonable to assume something 
in the range of  branded atypical antipsychotics.

On the other hand, Zynteglo is a gene therapy developed to cure 
beta thalassemia. It consists of  the patient’s genetically modified 
bone marrow stem cells, creating functional beta-globin. The price 
is a one-time $2.8 million, with a rebate of  up to 80% back to pay-
ers if  over two years transfusion independence is not maintained.

One question these profoundly different products raise is, are 
there different principles in medical policy that determine coverage 
for each, or are the principles the same regardless of  the differences?

FIXED PRINCIPLES IN MEDICAL POLICY 
Based on my experience conducting payer market research, prin-
ciples in medical policy governing coverage for an Auvelity or Zyn-
teglo are almost certain to be the same. Each product must meet 
the requisites of  efficacy, safety, and tolerability compared to exist-
ing treatment options.  

But these fixed principles are inherently broad and, while there 
will be exceptions, few products fail to pass through the initial cov-
erage gate. The critical factors governing coverage for Auvelity and 
Zynteglo—or any product—are the variable principles derived 
from where business and clinical considerations overlap. Two such 
principles are described here.

VARIABLE PRINCIPLES AND COVERAGE DECISIONS
Principle 1: appropriate patient. In the case of  MDD, there 
is no biomarker, so the decision on the appropriate patient will 
be determined by a history of  antidepressant use.  

In the case of  beta thalassemia, the patient’s genetic defect is 
the biomarker, however, the specificity requirements go further.  
As one pharmacy director told me, someone with one transfusion 
every few months may not be a candidate, but three or four times 
a month would be. Here, the combination of  a genetic defect and 
severity establishes the appropriate patient.

For brand planning, a key point about principle No. 1 is that 
the size of  the market is not prevalence of  the condition, but the 
percent of  people who qualify for coverage. 

Principle 2: treatment options. Independent of  the appro-
priate patient, when payers make coverage decisions they focus 
on the treatment landscape. Are there other viable treatment 
options, particularly lower-cost options?   

For Auvelity, payers can be expected to use prior authorization 
to require probably two generic antidepressants before coverage.  
While a barrier on its face, the upside is that previous antidepres-
sant use can be determined electronically from the claims system, 
with coverage approval to follow. This short-term noise should 
not work against future pricing.

For Zynteglo there are no treatment options. The manufac-
turer can charge whatever it wants. Payers will narrow their cri-
teria for defining the appropriate patient, but coverage restrictions 
are limited by the patient characteristics trial data supports. 

CLOSING POINTS
Variable principles in medical policy drive the different ways prod-
ucts are absorbed in the payer market. Using the two products con-
sidered here as an example: payer focus on Auvelity will center on 
a brand replacing low-cost generics; payer focus on Zynteglo will 
zero in on an extraordinary new cost where there was none before. 

In the first instance, coverage appearing to be restrictive, is ulti-
mately not. In the second, coverage is heavily restrictive. Ironically, 
though, the super high-cost treatment should produce a substantial 
medical cost offset, while the much lower-cost treatment will not—
potentially impacting any gray area around coverage policy. 

Exploring Fixed 
and Variable 
Coverage Principles  
Different paths to formulary decision-making
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R ising interest rates are the enemy of long-dated assets 
as they put heavy downward pressure on valuations. 
As biotech is likely the longest dated of all asset 
classes, its valuations will run in an inverse direction 

to interest rates, which can explain part of the longest and steep-
est decline in the XBI since its inception. 

SO HOW BAD IS THE INTEREST RATE ENVIRONMENT? 
Well, to put it in context for you, I have pulled some excerpts 
from a recent report from the best economist I know, Michael 
Darda, chief economist and market strategist at MKM Partners. 
Darda writes that as of the end of September, the real interest 
rate on the five-year TIPS security (a market-determined rate) 
has surged nearly 400 basis points (bps) from levels that prevailed 
late last year, the largest rise over a similar timeframe in the his-
tory of the TIPS market, dating back to the late 1990s. The surge 
has been precipitated by a dramatic repricing of terminal Fed 
policy rate expectations and the most rapid seven-month rise in 
policy rates in more than a generation. 

The entire bear market this year can be explained by higher 
discount rates as the equity risk premium (the gap between earn-
ings yields on stocks and bond yields) has actually moved lower—
meaning the fall in equity valuations has been less dramatic than 
the fall in bond valuations. In order for equities to find their 
footing, bond rates will likely have to top and begin to pull back. 
Yet, this could also happen as a recession unfolds next year, which 
will create the risk of a secondary drop in the equity market as 
earnings estimates fall. So, the path to higher equity prices from 
here is likely via lower market interest rates.

According to SVB Securities, since the federal funds rate 
became the primary tool of monetary policy in 1982, there have 
been six periods with rate hikes of at least 2.00%. Never before 
has the Fed funds rate increased by 3.00% in just six months, as 
it has in this current period. In fact, when the hikes are finally 

over, this may be the fastest and steepest increase in rates ever 
(albeit from a low base).

The more than 17% surge in the S&P 500 from the June lows 
was also associated with a nearly 100 bps decline in the 10-year 
Treasury yield from mid-June until early August. In other words, 
to quote Darda, “this is still a rate-driven market.”

Interestingly, the biotech XBI index rose over 50% from the 
lows set in May to a recent high set in mid-August, but has since 
backed off by 17% as rates have continued to rise. Many of the 
fundamental factors that led to the collapse in the sector follow-
ing its peak in February 2021 have improved, with data surpris-
ing to the upside, M&A picking up, and recent inflation metrics 
have come in lower than expected. 

As I write this (late September), Biogen is trading up 36.5% 
(the equivalent of adding $10 billion in market cap), following 
the release of Phase III data for lecanemab, Eisai and Biogen’s 
follow-up Alzheimer’s drug to the botched Aduhelm launch. The 
drug candidate passed with flying colors on a test looking at 
memory, problem solving, and other dementia metrics.

Lecanemab, one of the most closely watched Alzheimer’s 
therapies in the clinic, met its primary goal on the CDR-SB 
(Clinical Dementia Rating-Sum of Boxes) in the study. Biogen 
is requesting approval in the US, EU, and Japan by next March 
31. The experimental drug reduced clinical decline on the scale 
by 27% compared to placebo at 18 months. Umer Raffat, a senior 
managing director at Evercore ISI, called the trial results a 
“major surprise” in a note, and in its response to the news, the 
Alzheimer’s Association deemed the trial’s topline readout the 
“most encouraging results in clinical trials treating the underly-
ing causes of Alzheimer’s to date.”

So, industry fundamentals remain strong; keep a watch on 
rates, as once the market prices in a plateauing in rates and per-
haps a recession, investors may rotate quickly back into growth 
and biotech specifically. 

All About the Rates: 
The Fallout of Fed 
Hikes for Biotech
As fundamentals improve, potential rate plateau could ignite growth
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Keeping it 
Simple
Bristol Myers Squibb commercial 
head Chris Boerner believes 
a straightforward formula is 
the best formula in advancing 
innovation and developing talent 
in today’s complex healthcare 
climate—an approach he roots 
in authenticity and “not over 
engineering,” whether tackling 
business or culture  

By Fran Pollaro
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C hris Boerner, as executive vice president and 
chief  commercialization officer at Bristol 
Myers Squibb (BMS), leads commercial 
strategy and execution for the large pharma 

company across all geographies. Naturally, it’s a complex 
position in an even more complex and highly regulated 
industry—a role that holds a great deal of  weight and 
responsibility, both internally (BMS is ranked No. 82 on 
2022’s Fortune 500 list) and externally. But Boerner likes 
to keep his focus simple, he tells Pharm Exec. Admirably, 
and something he makes crystal clear when faced with 
questions regarding strategy, policy, and the evolving 
influences in healthcare, Boerner never loses sight of  
the most important stakeholder—the patient. 

When asked, for example, about the changing face 
of  healthcare and the shift to digital during COVID-
19, or the rapid increase in physicians leaving private 
practice and joining the ranks of  hospitals and health 
systems, he responds comprehensively and thoughtfully, 
always bringing it back to the same important goal. 
“There will always be cycles of  change and a great deal 
of  complexity in this industry, but what truly matters 
is how we effectively communicate our science and 
ensure that our products are getting in the hands of  the 
patients with speed in order to transform their lives 
through our innovation,” says Boerner. “Where we run 
into trouble, not just as a company, but frankly, as an 
industry, is when we overcomplicate how we go about 
doing our business and make that complexity the prob-
lem of  our customers.”

This people-first ethos is what ultimately has guided 
Boerner’s career. But how did he get to where he is 
today? “I often get asked this question, and I’d say that 
I’m kind of  a case study for not over engineering your 
career path, being open to new opportunities, and not 
being afraid to stretch yourself  and step out of  your 
comfort zone,” he tells Pharm Exec. “Most importantly, 
having a consistent thirst for learning because so many 
choices I made in my career were driven by an intense 
curiosity. When I look back on it, I probably wouldn’t 
have ever predicted I’d end up here, but seeing all the 
steps along the way, it makes sense.”

A FORTUITOUS ROUTE
Boerner was a part of  the first generation of  his family 
to go to college—Washington University in St. Louis—
where he majored in history and economics. At the 
time, he had absolutely no interest in science. After 
college, Boerner had hopes of  becoming an academic, 
so he sought to get a PhD at the Haas School of  Busi-

ness in Berkeley, Calif. While there, he became fasci-
nated by the study of  innovation, and more specifically, 
innovation in healthcare. He wanted to understand why 
some pharma companies were better than others at 
developing new drugs. “It’s actually a really interesting 
irony—what led me down this path was an article I 
read about Bristol Myers Squibb and how good the 
company was at the time at developing oncology 
drugs,” says Boerner. “And I began wondering what 
factors make it good. Is it having the right people with 
experience in that space? Is it the drugs themselves?” 

Reading that article and contemplating those funda-
mental questions in the late 1990s served as the jumping-
off point for his career. The more Boerner learned, the 
more fascinated he became with the drivers of  success-
ful product development, which led him to McKinsey 
& Company as a consultant for biopharma companies, 
among other industries. It didn’t take long to figure out 
that he didn’t just want to study or consult about the 
industry, he wanted to be a part of  it.

In 2002, Boerner joined Genentech as associate 
director, oncology market planning. At the time, the 
biotech giant was a more science-driven company, so 
he had to absorb a great deal of  those aspects as quickly 
as possible. Boerner also discovered that it was impor-
tant to dedicate time to understand pieces of  the prod-
uct value chain that were not necessarily part of  his 
day-to-day, but grew his practical knowledge of  the 
industry as a whole and how it operates. He spent eight 
years at Genentech advancing through various market-
ing roles focused on strategy, development, and com-
mercialization for Avastin (bevacizumab), the block-
buster blood vessel growth inhibitor now used off-label 
to treat certain advanced-stage or metastatic breast 
cancers. From there, Boerner spent four years at Seat-
tle Genetics serving as senior and then executive vice 
president of  commercial, as well as vice president of  
marketing, before joining BMS in the beginning of  
2015 as president and head of  US commercial.

It was a full circle moment of  sorts for Boerner. 
Many years after reading the BMS article, the one that 
seemed to chart his course, he was now part of  the 
company—an attractive landing spot, he says, due to 
BMS’ commitment to invest in a range of  unmet dis-
ease areas. 

“If  you look at the history, that’s what BMS has done 
in HIV/AIDS, cardiovascular disease, and, of  course, 
in oncology, where we introduced the first immuno-
oncology (IO) drug with Yervoy (ipilimumab)—and 
we’re still a leader in that space. In fact, we’re the only 
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company with three IO mechanisms on the market,” he tells 
Pharm Exec. “I wanted to work for a company that not only had 
that history, but also had that commitment on a forward-look-
ing basis.”

BMS, whose portfolio also targets hematology, cardiovascular 
disease, and immunology, among other areas, is one of  the big-

gest industry players in R&D, ranking fifth in 2021 R&D spend, 
investing $9.5 billion, as reported in Pharm Exec’s June “Pharma 
50” feature. Breyanzi, a drug used to treat adults with certain 
types of  large B-cell lymphoma, and Abecma, the first CAR-T 
cell therapy for relapsed or refractory multiple myeloma patients 
who have received at least four prior lines of  therapy, are two 
success stories introduced in 2021. But the future is what Boerner 
is most excited about. He notes BMS is in the process of  launch-
ing nine new therapies, five of  which are first-in-class. “We’re at 
the beginning of  bringing the next wave of  innovative medicines 
to the market,” he says. 

One of  those is Camzyos (mavacamten), launched in April, 
for the treatment of  adults with symptomatic obstructive hyper-
trophic cardiomyopathy (HCM). It is the first drug to specifically 
target the source of  obstructive HCM, a disease that affects an 
estimated 600,000 to 1.5 million Americans, or 1 in 500 people. 
Deucravacitinib, one of  the main pipeline assets discovered and 
developed by BMS’ own internal R&D team, was approved in 
the US last month. Branded as Sotyktu, the treatment targets 
moderate-to-severe plaque psoriasis and is being developed in 
several other indications, including psoriatic arthritis and lupus.

ENJOYING THE RIDE
Boerner’s enthusiasm isn’t just limited to helping advance com-
mercial pathways for new drugs. A peruse of  his LinkedIn posts 
and photos reveals his passion for cycling, including heartfelt 
messages about BMS’ annual US Coast 2 Coast 4 Cancer 
(C2C4C) ride, held in September. The C2C4C tradition started 
in 2014 when a group of  BMS oncology employees, largely in 
the sales organization, were compelled to do more to support 
cancer research, many closely affected by the disease. The riders 
volunteer their personal time to raise funds for cancer research 
and train for five months for their approximately 225-mile seg-
ment over a three-day period. (The total route is nearly 3,000 
miles from Cannon Beach, Ore., to Long Branch, NJ). BMS ini-
tially partnered with Stand Up to Cancer around the event, and 
now works with The V Foundation. In its inaugural ride, BMS’ 
support included providing all the equipment and training, 
Boerner says, as well as a commitment to match up to $500,000 
of  the amount raised.

“I’ve done [the ride] since I joined the company in 2015, and 
it is one of  the most impactful things personally and profession-
ally that I get the pleasure to do every year,” he says. “You get to 
see employees—who aren’t professional riders—train for months 
on end, in their own personal time in honor of  individuals who 
have had cancer… and some ride for themselves, having been 
previously diagnosed with cancer.”

C2C4C has grown into a global event, expanding to Europe 
in 2016, followed by Japan in 2021, and Latin America this year. 
Boerner is participating in the rides in Europe and Japan this 

FAST FOCUS
 » Before ascending to his current role of executive 

vice president and chief commercialization 
officer, Chris Boerner was head of international 
markets at Bristol Myers Squibb, accountable for 
commercial activities in all ex-US markets.

 » Prior to joining BMS, Boerner served as the 
executive vice president of commercial for Seattle 
Genetics (today known as Seagen Inc.), where 
he led all commercial activities. He also served 
as senior vice president of commercial and vice 
president of marketing at the biotech.

 » A former director of marketing and director of 
franchise strategy for blockbuster oncology drug 
Avastin during his time with Genentech from 
2002–2010.

 » He currently serves as the executive sponsor 
of the Bristol Myers Squibb Network of Women 
(B-NOW) People and Business Resource Group. 

 » Boerner received his PhD and MA in business 
administration from the Haas School of Business 
at the University of California, Berkeley, and holds 
an AB in economics and history from Washington 
University in St. Louis.

Chris Boerner (front) hasn’t missed BMS’ annual US charity ride for cancer 
since joining the company in 2015. The ride has since expanded globally.  
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year. Since the program’s inception, the rides have raised about 
$12.1 million for cancer research worldwide. 

CULTURE IS KEY
Boerner points to company and team culture as a major influ-
ence on his leadership style. He views his leadership role as some-
thing that’s very straightforward. His job is to hire and develop 
the most diverse talent that he can find in the industry and set 
the vision of  BMS’ commercial and medical organizations, cre-
ating a climate and culture where that talent can be successful. 
“Oftentimes, companies fixate on tools or financial resources,” 
says Boerner. “I think equally and maybe more important is the 
culture—is your organization one that fosters innovation and 
eliminates unnecessary complexity? Does it encourage people to 
speak up and bring their best selves to work? Does it set the right 
tone around ethics?” Being accountable in addressing such ques-
tions, and living out those values, across company levels, is criti-
cal, he adds. “One of  the things that I’ve learned is that cultures 
aren’t static. They’re constantly evolving, and hopefully they are 
improving,” says Boerner.

When it comes to tapping diverse talent sources externally, 
Boerner believes, “It’s not a ‘nice to have,’ it’s table stakes. The 
problems in healthcare are probably among the most complex 
and challenging that we face as a society; it is important for us 
to bring the best and most diverse minds to the table to try to 
solve those problems.” One example is BMS’ longtime rela-
tionship with the Healthcare Businesswomen’s Association 
(HBA), a connection Boerner has played a key role in during 
his tenure (he was named this year’s HBA Honorable Mentor 
and is an HBA Advisory Board member). For the last four years, 
he has served as the executive sponsor of  the Bristol Myers 
Squibb Network of  Women (B-NOW), an internal employee 
resource group charged with making sure the company empow-
ers and develops women to help achieve business objectives, 
including evaluating policies that affect women, such as 
employee leave policies. On the more treatment-focused front, 
Boerner notes the company is injecting similar perspectives, 
such as thinking about how women make decisions on cancer 
treatment, and how to effectively engage female cancer patients 
and caregivers, for instance.

MOTIVATED TO MENTOR
In accepting the HBA Honorable Mentor award in June, 
Boerner wanted to make a point about subtle moments in every-
day interactions with employees juxtaposed with the big wins. 
Both are important to the culture of  a company, he says, and 
how employees feel when they show up for work. “We as an 
industry have really made a lot of  great progress on some of  the 
big objectives that we have associated with diversity and inclu-
sion and achieving gender parity,” Boerner remarked during his 

presentation “And while we can’t declare victory, we absolutely 
need to celebrate progress there. But at the same time, I don’t 
think we can let these macro-level accomplishments overshadow 
the impact of  the more day-to-day, critically important moments 
that really do have a big impact on employees.” He cited exam-
ples such as scheduling calls or meetings in the evening when 
people should be focused on the “life” portion of  their work-life 
balance, or letting men talk over women as those moments that 
stall progress.  

Boerner credits several mentors that inspired him along his 
career journey, ones, he says, were willing to put their own 
reputations on the line by creating situations for him to learn 
and grow outside of  his comfort zone—situations that held real 
weight. He recalls one mentor telling him, “Never forget that 
there’s real value in walking the halls and talking to more junior 
colleagues. It’s 10 minutes of  your day, for them it’s dinner 
conversation.” In selecting Boerner as Honorable Mentor, HBA 
solicited information from past colleagues, and then shared the 
feedback with him. Boerner says it consisted largely of  things 
he didn’t remember doing, the small, day-to day interactions 
that he wasn’t aware of  but left positive impressions. One asso-
ciate stressed the importance of  always being an authentic 
leader: “If  you’re hiring the right people, they’re going to know 
if  you’re being upfront and candid with them and looking out 
for their best interests.” He says he keeps these insights and 
lessons tucked away, using them to help shape how he engages 
as a mentor—all toward doing his part to advance the mission 
of  the organization in delivering new products across multiple 
therapeutic areas. 

“I genuinely believe that there’s nothing we can’t accomplish 
when we come together as a team, focusing on our science and 
the opportunity it offers to meaningfully change the lives of  
patients,” he says. “I look forward to our next wave of  innovation 
and delivering it to even more patients across the globe.” 

Chris Boerner was selected 2022 “Honorable Mentor” by the Healthcare 
Businesswomen’s Association.
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Discerning Dealmaking
Caution Flag Still Raised in Biopharma M&A Race
Big pharma’s finicky appetite for M&A comes as valuations of sellers soften. Though the pace of 
deals has picked up some, predicting just how long both sides will hold tight remains difficult

By William Borden

M&A activity is seen as a vehicle to drive growth, fill 
pipelines, or put working capital to use. Weakened 
equity markets have led acquirers to be more cir-
cumspect about the deals they target, despite many 

of  the biggest life sciences companies having the balance sheets 
and cash flows to complete deals. 

Developmental stage companies and smaller pharmaceutical 
companies are facing higher interest rates and dampened valua-
tions, driven by a market that has become increasingly risk averse. 

The Nasdaq Biotech Index (NBI) reached a high of  5,449 in 
August of  2021 and hit a low of  3,509 in May, a 36% drop. An 
exchange-traded fund (SPDR S&P Pharmaceuticals ETF [XPH]) 
that represents the pharmaceutical segment of  the S&P total Mar-
ket Index traded as high as $55.56 in February 2021 and was as 
low as $37.94 in May 2022.  

Amit Sinha, head of  life sciences investing, asset management 
at Goldman Sachs, told the firm’s Exchanges podcast (https://bit.
ly/3BVjePn) that the value of  life sciences companies has been 
hurt. “On the fundamental side, we’ve seen a bunch of  disap-
pointing news over the past year,” he said. “These have been 
things like clinical trial failures to FDA setbacks, and they’ve served 
as an important reminder that life sciences innovation is risky.”

Jeffrey Stoll, KPMG’s US life sciences strategy and deal advi-
sory leader, says market uncertainty has become a factor in deci-
sion-making about deals.

“I think the last thing you want to do is announce the deal and 
what you thought was a fair price end up looking ridiculous in 
the market,” he says. “I think there’s a little bit of  a game of  
chicken. The valuations are down because the stock in most com-
panies has been suppressed between 15% and 30%. A lot of  [sell-
ing] companies are still going to want their 2021 price and make 
the argument that the 2022 market conditions are temporary. 
Certain companies are going to want to hold out if  they can for 
the healthier market timeframe.”

Large pharma companies have resources to make deals, how-
ever. So what’s the likelihood of  a mega-cap deal, such as a merger 
of  global top 25 companies?

“It would have to be a very unique situation. I think the mar-
ket uncertainty makes that a difficult thing. It’s not in vogue in 
terms of  strategy right now,” says Stoll. “I would never say never, 
but I think it’s a low likelihood that we’ll see a mega merger this 
year.” Next year is a possibility if  the market becomes “more 
consistent and predictable,” he adds. 

Steven Lendaris, who leads the life sciences practice at the Baker 
Botts LLP law firm, says he doesn’t expect the same type of  con-
solidation from 15 years ago. Some of  the companies that have spun 
off of  or will spin off consumer health businesses, or have sold generic 
drug divisions, might have a new mindset about consolidation.

SELECTIVE APPROACH
This summer has seen a few billion-dollar-plus deals. Stoll and 
other industry deal advisors believe big drugmakers have the “dry 
powder to complete deals.” Some of  the billion-dollar M&As 
have been in cash and the targets have been in very specific dis-
ease categories, where there are unmet medical needs.

Amgen agreed to buy ChemoCentryx Inc. for $3.7 billion. 
ChemoCentryx is the maker of  Tavneos, a treatment for anti-
neutrophil cytoplasmic autoantibody-associated vasculitis that 
can harm the function of  kidneys, the liver, and other organs. 
The company also has three early stage drug candidates that tar-
get chemoattractant receptors in other inflammatory diseases and 
an oral checkpoint inhibitor for cancer.

“Our decades of  leadership in immunology and nephrology 
will enable us to add value to the Tavneos launch, reaching many 
more patients and much more quickly than would otherwise have 
been possible,” said Amgen Chairman, CEO and President Rob-
ert A. Bradway in a statement announcing the deal.

In July, GSK closed its acquisition of  Sierra Oncology, the maker 
of  momelotinib, a late-stage potential new medicine with a dual 
mechanism that may help with treating myelofibrosis patients with 
anemia. GSK says the deal aligns with its “strategy of  building a 
strong portfolio of  specialty medicines and vaccines.”

Both Pfizer and Novo Nordisk announced acquisitions of  com-
panies with a focus on sickle cell disease and rare blood disorders. 

 

MASTER THE SCIENCE OF SUCCESS 

https://bit.ly/3BVjePn
https://www.pharmexec.com/
https://bit.ly/3BVjePn


19OCTOBER 2022 PHARMACEUTICAL EXECUTIVE

WWW.PHARMEXEC.COM

M&A 

Pfizer agreed to buy Global Blood Therapeutics (GBT), maker 
of  Oxbryta and developer of  GBT601, for $5.4 billion. Novo 
Nordisk agreed to acquire, for $1.1 billion, Forma Therapeutics 
Holdings Inc., whose etavopivat is in a Phase II/III clinical trial 
in patients with sickle cell disease and in a Phase II study in patients 
with transfusion-dependent sickle cell disease and another blood 
condition called thalassemia. 

In May, Pfizer also announced the $11.6 billion acquisition of  
Biohaven Pharmaceutical Co. Ltd.’s migraine therapy portfolio.

PFIZER’S GROWTH TARGET FACTORS ACQUISITIONS
Pfizer’s leadership has made it clear that deals are an important 
part of  its efforts to reach growth targets through the remainder 
of  the decade. The company has issued guidance to target busi-
ness development opportunities that could add at least $25 billion 
in risk-adjusted revenues to top line in 2030. 

“We wanted to just be very clear with everyone, what our expec-
tations were on how we were going to deploy our capital and what 
we were going to achieve as a result of  that,” Aamir Malik, Pfizer’s 
chief  business innovation officer, told investors at the Morgan Stan-
ley Healthcare Conference in September, noting “We also see our-
selves as a growth company in the back half  of  the decade, ’25 till 
’30, and that $25 billion is a very important part of  that.”

Malik said the company’s balance sheet and strong cash flows 
give it flexibility to place capital on internal R&D and sourcing 
external science, which also compliments many of  those internal 
programs. Acquisitions of  ReViral, Biohaven, and GBT that 
were struck this year have the potential to add more than $10 
billion in peak sales to Pfizer, according to Malik.  

He also explained that the company has the following set of  
criteria about entering transactions:

• Is the science compelling and can it potentially offer a 
breakthrough versus the standard of  care?

• Is there something that Pfizer can do scientifically and 
commercially to add value to that science?

• Is the company confident that the deal is going to gener-
ate revenues between 2025–2030? 

“The one thing that we have been clear on is that deals where 
cost synergies are the primary source of  value creation are not a 
focus for us,” said Malik. “We are agnostic to size. So if  we see 
a large-scale transaction that meets that criteria where we can 
advance breakthrough science and add value and create growth, 
we’re certainly very open to it.”

DEVELOPMENTAL-STAGE STRUGGLES
Smaller-cap, developmental companies, however, have their own 
struggles in this market because of  the valuations. 

KPMG’s Stoll says founders of  these smaller-cap organiza-
tions are not looking for dilutive transactions, and any deals need 
to ensure that the strategy fits both companies. 

“It becomes a confusing story to tell if  it’s not a natural fit or 
a synergistic play around either the scientific platform or the 
commercialization efforts,” he says.

In cases where there is more cash at a smaller biotech than 
market value, Lendaris at Baker Botts says that can drive some 
consolidation if  there is an opportunity to bring on products that 
can quickly add more market value.  

Stoll notes that special purpose acquisition companies   
(SPACs) that were the rage two years ago are “still circling” and 
we may start to see some companies going public that route later 
in 2022 and the first quarter of  2023, especially if  the IPO mar-
ket is suppressed.

Sinha believes life science investors have become more finicky 
than a few years ago. In 2014, 90% or more of  the companies 
going public were in clinical stages of  testing, but that figure fell 
to 40% in the last surge for biotech funding. 

“If  you think about that simplistically, because most of  the 
companies were going public earlier and the probability of  suc-
cess in earlier studies is much lower, you should see that a large 
number of  the outcomes are negative,” said Sinha on the pod-
cast. “And that’s what we’re seeing in the space today.”

Meanwhile, venture capital flooded into the sector. “When 
you see the total amount of  capital going into a space rise that 
far, that fast, you inevitably see things that get funded that prob-
ably shouldn’t be funded,” said Sinha.

“We think in the near term there is going to be some chal-
lenges, particularly for companies who have recently gone public, 
just given the correction,” he added. Funds will continue to be 
raised and the markets will continue to reward the best compa-
nies, Sinha noted, asserting, “A little bit of  the correction we’re 
seeing is, frankly, good and healthy for the space because it drives 
more rational allocation of  capital.” 

William Borden is senior vice president at Tiberend Strategic 
Advisors, and a freelance journalist based in New Jersey. He 
does not have any business or financial interests in the 
companies or organizations mentioned in this article. 
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At the Heart of Pharma 
ESG has Arrived as a Central Strategy
Pharma supply chains are no longer hidden beyond the reach of ESG 
agendas, making it important for companies to accelerate adoption of 
new manufacturing processes and environmental technology

ADAM ANDERSEN
Executive Vice President, Pharma, 

at Informa – the event organizer 

behind CPHI Frankfurt

One of  the most significant transformational changes 
to hit the pharmaceutical industry in the last three 
years—and not just the result of  the pandemic—has 
been the rapid acceleration and focus on sustain-

ability initiatives. This is due to the wider environmental, social, 
and governance (ESG) agenda that has become an essential part 
in the strategic development of  every corporation, including those 
in the pharma world. 

The first big steps in the pharma supply chain sustainability 
journey were taken about seven years ago by pharmaceutical 
packaging companies, which have continued to lead the charge 
and have remained at the forefront of  sustainability initiatives.

Since then, we have seen all parts of  the contract development 
and manufacturing organization (CDMO) industry mirror trends 
in wider society with a huge shift in adoption toward new manu-
facturing processes and environmental technology. From green 
chemistries and metal catalysis to continuous processing, the 
industry has increasingly voiced its desire to improve the environ-
mental impact of  its manufacturing and processes, bringing about 
a paradigm shift in how innovators develop medicines quickly 
and sustainably. 

For an industry that’s historically been driven by the twin 
imperatives of  cost and speed of  development, the impact of  
sustainability continues to create positive ripples across the indus-
try, with profound implications for infrastructure planning as well 
as for how contract service providers market their services to 
innovators. The consensus among CPHI Annual Report experts 
is that investments need to be made now in modern manufactur-
ing to prepare for these shifts.

The CPHI sustainability sentiment index points to an almost 
universal consensus among biopharma executives and leaders 
that environmental credentials are now integral to all supply chain 
decisions. In a global survey we will release in full ahead of  CPHI 
Frankfurt (Nov. 2–4), 95% of  industry executives—including rep-
resentatives from pharma, biotech, and CDMOs—suggest it is 
either “important” or “extremely important” to have visibility on 
supply chain partners’ sustainability credentials and practices. 

Underlying their concerns with sustainability, 83% of  surveyed 
pharma industry executives believe that within the next five years, 
specific “sustainability metrics” (e.g., full waste recycling, green 
power percentage, low process mass intensity [PMI], and green 
chemistries) will be implemented within all CDMO contracts—sug-
gesting the industry must accelerate its drive toward modern man-
ufacturing and more efficient chemistries. In fact, nearly 60% believe 
CDMOs will be required to provide their partners with both sus-
tainability metrics for projects and specific corporate ESG goals.

Given this momentum, it’s not a surprise that this year’s CPHI 
Frankfurt show will dedicate an entire theater to sustainability, 
gathering more than 20 industry experts across 15 targeted ses-
sions, covering everything from ingredients and excipients, ESG 
risks and requirements, to the impact on quality, metrics, supply 
chains, and biologics. A particular highlight will be Boehringer 
Ingelheim and Novartis presenting on the new iGAL 2.0 metric 
(a new metric to measure sustainability in manufacturing against 
industry averages) and how this can be successfully integrated 
into pharma-CDMO partnerships. 

Talking ahead of  his session in November, Aurelio Arias from 
IQVIA forewarns that healthcare services are now looking to use 
their considerable buying power to impact change, “having iden-
tified medicines as one of  the largest single contributors to their 
carbon footprint.”

Another significant driver of  change is from the investor side, 
with much of  the impetus toward sustainability coming from 
financial institutions. In fact, ESG funds now account for about 
one-quarter of  US stock and bond mutual funds, and the per-
centage is growing.1 

This reach even extends to the M&A environment, with inves-
tors looking not only for tomorrow’s most potentially valuable 
biotechs and supply-side companies, but also for those with the 
most ambitious and developed ESG goals. If  we take a medium-
term picture of  the pharma industry, this will have tremendous 
influence over decisions in the next five years. 

The investment community is telling us loud and clear at CPHI 
events that they actively evaluate a company’s ESG track record 
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as part of  planning their future investments. At CPHI North 
America, a session with venture capital (VC) firms discussed the 
recent transition to an ESG-driven market. VCs emphasized the 
value ESG structures bring to biotechs in the early stages of  devel-
opment—with ESG-compliant companies likely to deliver better 
valuations on sale, and greater licensing options. Having this struc-
ture in place early, particularly in the supply chain, means the 
purchasing pharma company or investor knows it’s a good fit with 
their existing sustainability goals, an important consideration 
because retrofitting a sustainable business mode is potentially a 
risky and costly operation. So much so, it’s a future deal-breaker.

Consequentially, CDMOs are also feeling the pressure to 
improve their ESG reporting. In the past, CDMOs were a largely 
hidden aspect of  the industry, often protected by confidentially 
agreements with sponsors. But they now face pressure not just 
from customers, but also from potential private equity partners, 
to bring their ESG activities and their reporting of  them into line 
with industry best practice. 

Compared to just a few years ago, awareness of  something as 
seemingly technical as PMI—the measure of  waste in any given 
pharmaceutical process—is now at an all-time high, as the indus-
try constantly pushes for better working practices. In an annual 
survey, a remarkable 87% of  respondents predict “innovators 
(pharma and biotech) will require CDMOs to implement sustain-
ability goals as part of  all new contracts within the next five years.”2

Perhaps the starkest warning from experts is that companies 
which have not yet embedded ESG into how they do business are 
already behind, and rate of  change is accelerating. The impact 
of  failing to embrace ESG will only grow in the next few years—
with particular impacts on their supply chain contracts and clients, 
with even regulatory forbearance now nearing reality as well. In 
the next two years, European regulations will cover both supply 
chain transparency and the environmental impacts of  this supply 
chain—for active pharmaceutical ingredient (API) and finished-
dosage companies.3 This will be for generic and innovator med-

icines alike. The good news, particularly for those at the front of  
the wave of  ESG integration, is that these regulations will level 
the playing field with standardized reporting structures. 

So what does this mean for pharma executives? It means they 
must have clear visibility now on the total life-cycle impact of  
their respective company’s manufacturing. That includes the 
need for its manufacturing and particularly the environmental 
impact to be documented thoroughly, and done so with an eye 
on a future where oversight and reporting expectations will only 
grow. Any pharma company not asking the right questions of  
suppliers risks facing challenges in the near future from regula-
tors, consumers, investors, and governments.  

It’s not enough to report a company’s own ESG performance 
and goals; the organization must be confident it can understand 
and illustrate the supply chain impact of  its partners’ work, and 
look for those that share a commitment to open reporting. 

References
1.  https://www.bloomberg.com/professional/blog/esg-assets-may-hit-53-tril-

lion-by-2025-a-third-of-global-aum/ 
2. CPHI Annual Report 2022 (released in full at CPHI Frankfurt)
3.  https://ec.europa.eu/commission/presscorner/detail/en/ip_22_1145, 
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Elevating ESG Message  
Today’s Modern Investor is Key 

How pharma companies can make sure their corporate strategy in ESG 
is appealing to younger generations—and aligns with the issues this 
large segment of sustainability investors care about most

TERRY BRANSTAD
National Chairman of the Corporate 

Citizenship Project. He’s a former 

US ambassador to China and the 

longest-serving governor in US 

history (Iowa, 1983-1999; 2011-2017)

Whether publicly traded pharmaceutical compa-
nies have verified sustainability plans in place or 
have been accused of “greenwashing,” environ-
mental, social, and governance (ESG) standards 

have trended upward over the past year, in which a record $649 
billion was poured into ESG-focused funds worldwide in 2021.1

As investors continue to put money into pharma organizations 
that make a difference, one important aspect for companies jump-
ing on the ESG bandwagon to consider is that a majority of inves-
tors in this area are more likely to belong to younger generations. 
New research shows that 54% of Gen Z and millennials hold 
ESG investments, compared to only 42% of boomers and 25% 
of Gen Xers.2

From combatting climate change to expanding the company’s 
diversity, or calling for more corporate equitable policies, pharma 
manufacturers need to now understand what younger genera-
tional investors care about in order to not only build an effective 
ESG strategy but to increase their pharmaceutical portfolios.

IDENTIFYING THE PRIORITY STANDARDS
While there is no denying that ESG has been around a long time, 
the recent acceleration of widespread reporting on ESG principles 
and practices has created the shift of power, money, and jobs from 
baby boomers to millennials and Gen Z. Passive investing, 
COVID-19, social injustice, the “Great Resignation,” and talent 
shortages have also been contributing factors.3

Despite there not being an exact right way to go about a com-
pany’s ESG strategy, contributing to fighting climate change, 
specifically the threat of global warming, seems to be the most 
concerning for today’s Gen Z and younger millennial investors.4 
However, social and economic equity throughout the entire cor-
poration seems just as significant, due to these individuals con-
suming more related news articles, blogs, and videos through 
social media.

Even if it’s not investing in ESG funds, millennial and Gen Z 
individuals have started to shift pharma’s workforce in terms of 

attracting and retaining younger talent that can grow within the 
company. Gen Z talent currently makes up 46% of the full-time 
workforce in the US5, where governance factors, such as flexible 
vs. one-size-fits-all healthcare plans (including mental healthcare) 
and charitable support (such as having days off for volunteering 
and donation matching) are of particular concern. Moreover, 
mentorship and employer engagement are key to retaining this 
younger generation of workers.

As a result of reporting ESG principles and practices that 
younger generations care about, investors, along with employees 
and customers, will all benefit in continuing to mold an environ-
mentally and socially conscious world. Nevertheless, a lack of ESG 
transparency remains, impacting how younger generations view 
specific pharma companies.

ESG REPORTING GAP
With a pharma company’s ESG practices being scored on a rat-
ing scale by proxy advisors, such as Institutional Shareholder 
Services (ISS), younger generational investors rely on these ESG 
scores to determine what company’s efforts align most, whereas 
younger talent looking for employment also gravitate toward 
pharma companies with ESG scores 25% higher than average.6

Unfortunately, ISS and other proxy advisors scoring pharma 
companies’ ESG practices are the main culprits when it comes to 
the lack of transparency in the ESG rating systems created to ana-
lyze a public pharma company’s ESG efforts. Investors, employees, 
and customers do not have the same transparency into what spe-
cific factors lead to this rating. These proxy advisors continue to 
mislead well-intentioned young investors of ESG funds that are 
“doing good” through conflicted incentive rating structures.

Given the power of these ESG ratings, publicly traded pharma 
companies and shareholders must have direct access to how these 
ratings are calculated. However, proxy advisors call that 
information proprietary and refuse to disclose it. What began as 
a public relations and marketing effort for corporations to show 
employees and customers they are responsible actors now functions 
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24 Sustainability

as a corporate credit score, where those who refuse to play the 
game are denied access to investor capital.

ENGAGING GEN Z AND MILLENNIAL INVESTORS
If  a pharma organization’s ESG rating by proxy advisors, such 
as ISS, does not appear transparent as to what ESG practices 
were listed in the initial reporting and does not seem to engage 
younger generational investors, the best approach for corporate 
boards to think about is a digital one. Companies should take 
advantage of  opportunities to use all channels of  social media 
and other popular smartphone tools to engage this demographic.

One example of interacting digitally with millennial and Gen 
Z investors can be through virtualizing annual general meetings 
(AGMs)—better known as the most important shareholder meet-
ing of the year. According to packaging software company Lumi, 
it received a 70% increase in the average number of people 
attending AGMs in 2021 compared to 2020, which proves ben-
eficial for Gen Z investors, but also shareholders as a whole in 
increasing quality of participation.7

Moreover, pharma companies can also think beyond the vir-
tual AGMs and continue to invest in investor relations, whether 
its inviting directors to make regular contact with younger share-
holders or just helping maintain a loyal younger shareholder base 
and value perception. Although younger investors may rely more 
on social media and influencers to judge whether an investment 
is worthwhile, a pharma company can still have the power to 
take back control and tell its story using a more positive lens.

Generating more authenticity in the organization, especially 
when it comes to ESG issues, will ultimately help fend off proxy 
advisor ratings from what is true and what is false. If a younger 
investor feels they’re being greenwashed, they will switch off and 
find their own information from other sources.

Even though engaging the next generation of investors is no 
easy task, pharma companies must find innovative ways to 
capture the attention of younger investors. Thinking digitally, 
communicating any ESG triumphs, and engaging younger 
investors all year round are just some of the ways to ensure drug 
manufacturers encourage loyalty in this new generation. 
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The prognosis is positive

With all the challenges and obstacles we’ve faced over the past two-plus years, I sit 

here feeling amazed. In unrehearsed unity, you, the individuals responsible for creating 

some of the most innovative work in healthcare today, kept everything on track – 

without skipping a beat.  

The Pharmaceutical Executive® APEX Awards was already slated to be a memorable 

event in the healthcare awards arena. After all, healthcare professionals, those who 

audience our work every day, are the judges. But your tenacity, dedication, and sheer 

passion for delivering extraordinary advertising in the face of the past year’s continuing  

events have made our second-annual event a truly positive one for the history books. 

We all have a reason to celebrate this year. My sincerest congratulations to everyone 

who entered, as well as our esteemed category winners! 

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

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

Every year, there are many wonderful awards shows that celebrate the amazing 

work in healthcare advertising. Some are legendary. To be recognized by any one of 

them can have a significant and positive effect on individual careers and large-team 

relationships. 

When we committed to creating our own healthcare awards event, we took an entirely 

new approach by asking, “What if the individuals judging the work weren’t agency 

peers – but actual healthcare professionals?” The more we thought about it, the more 

it made sense. A lot of sense. After all, for decades we’ve been inviting everyone from 

general practitioners to seasoned specialists to sit through endless hours of research to 

determine if our work is strategically relevant and markedly effective. 

Welcome to the second-annual Pharmaceutical Executive® APEX Awards. After 

another year of unique challenges, we have arrived at this moment of recognition and 

celebration. 

From everyone who played a role in putting this special evening together, along with 

every healthcare professional who judged the work, we invite you to sit back and enjoy 

this very special evening! 

Event Description
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Central Nervous System

Categories
The work in each category below is judged according to 2 primary audiences and objectives: 

1. Product and promotional work (FDA regulated) 

2. Disease awareness, general education, and health and wellness work (not FDA regulated)

Aesthetics/Dermatology

Cardiovascular

Central Nervous System

Devices

Direct-to-Consumer

Direct-to-Patient

Hematology

Immunology 

Men’s Health

Oncology

Ophthalmology

Pediatrics

Rare Disease

Respiratory

Surgery

Women’s Health

 
Our Sponsors:

Finalists
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FDA-REGULATED Aesthetics/Dermatology

Show More Skin
• Company Name: Sanofi and Regeneron.

• Agency Name: Arnold NY

• Account Service Lead: Jenna Landau  

| Arnold New York

• Art Director: Martin Berman | Arnold New York

• Copywriter: Sam Higgins | Arnold New York

• Production: Pete Scudese | Arnold New York

Danger Lurks
• Company Name: Biofrontera Inc.

• Agency Name: Elevate Healthcare

• Account Service Lead: Taylor Myers-Ackerman  

| Elevate Healthcare

• Art Director: Jen Brog | Elevate Healthcare

• Copywriter: Steven Goldstein | Elevate Healthcare

• Production: Denise Adams | Elevate Healthcare

REVOLVE™ Patent  
Education Video
• Company Name: AbbVie

• Agency Name: Pacific Communications

• Account Service Lead: Tina Simitz | Pacific Communications

• Art Director: BJ Bateman | Pacific Communications

• Copywriter: Nick Casale | Pacific Communications

• Production: Alice Blue

INDICATION
DUPIXENT is a prescription medicine used to treat adults and children 6 years of age and older with 

moderate-to-severe atopic dermatitis (eczema) that is not well controlled with prescription 
therapies used on the skin (topical), or who cannot use topical therapies. DUPIXENT can be used 

with or without topical corticosteroids. It is not known if DUPIXENT is safe and effective in 
children with atopic dermatitis under 6 years of age. 

Please see Important Safety Information throughout and accompanying full Prescribing 
Information including Patient Information in the back pocket.

GET AHEAD OF ECZEMA AND SHOW MORE SKIN
For ages 6 years and up.

IMPORTANT SAFETY INFORMATION: Do not use if you are allergic to dupilumab  
or to any of the ingredients in DUPIXENT.
Please see additional Important Safety Information throughout and accompanying full 
Prescribing Information including Patient Information in the pocket.

© 2022 Sanofi and Regeneron Pharmaceuticals, Inc. All rights reserved.  
DUPIXENT® and DUPIXENT MyWay® are registered trademarks of Sanofi Biotechnology. 
DUP.21.06.0179  1/22

ASK YOUR ECZEMA SPECIALIST ABOUT DUPIXENT AND VISIT DUPIXENT.COM 
OR CALL 1-844-DUPIXENT (1-844-387-4936)

Through the Patient Assistance Program, patients who are uninsured or rendered 
uninsured by their insurance provider could receive DUPIXENT free of charge if 
they qualify.

Those who may qualify must be at least 18 years of age or older, a resident of the 
50 United States, the District of Columbia, or Puerto Rico, and demonstrate  
a financial need.

Call DUPIXENT MyWay at 1-844-387-4936 for full program information and 
eligibility criteria.

THERE ARE 
OTHER OPTIONS 
FOR SUPPORT

27

Real patients. 
Individual results may vary.

THE N
EXT S
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FDA-REGULATED

30

Learn how your co-pay can be as little as $10 a month* at 
ENTRESTO.COM or call 1-888-ENTRESTO (1-888-368-7378).

What is ENTRESTO? 
ENTRESTO is a prescription medicine used to treat adults 
with long-lasting (chronic) heart failure to help reduce the 
risk of death and hospitalization. ENTRESTO works better 
when the heart cannot pump a normal amount of blood to 
the body.

IMPORTANT SAFETY INFORMATION
What is the most important information I should know 
about ENTRESTO? 
ENTRESTO can harm or cause death to your unborn baby. 
Talk to your doctor about other ways to treat heart failure 
if you plan to become pregnant. If you get pregnant during 
treatment with ENTRESTO, tell your doctor right away. 
Do not take ENTRESTO if you:
• are allergic to any of the ingredients in ENTRESTO
• have had an allergic reaction including swelling of 

your face, lips, tongue, throat (angioedema) or trouble 
breathing while taking a type of medicine called an 
angiotensin-converting enzyme (ACE) inhibitor or 
angiotensin II receptor blocker (ARB)

• take an ACE inhibitor medicine. Do not take ENTRESTO 
for at least 36 hours before or after you take an ACE 
inhibitor medicine. Talk with your doctor or pharmacist 
before taking ENTRESTO if you are not sure if you take 
an ACE inhibitor medicine 

• have diabetes and take a medicine that contains aliskiren
Before taking ENTRESTO tell your doctor about all of 
your medical conditions, including if you: 
• have a history of hereditary angioedema
• have kidney or liver problems
• are pregnant or plan to become pregnant; are 

breastfeeding or plan to breastfeed. You should either 
take ENTRESTO or breastfeed. You should not do both 

Tell your doctor about all the medicines you take, 
including prescription and over-the-counter medicines, 
vitamins, and herbal supplements. Especially tell your 
doctor if you take potassium supplements or a salt 
substitute; nonsteroidal anti-inflammatory drugs  
(NSAIDs); lithium; or other medicines for high blood 
pressure or heart problems such as an ACE inhibitor,  
ARB, or aliskiren.

 *For eligible commercially insured patients.
Offer not valid under Medicare, Medicaid, or any other federal or state 
program. See full Terms and Conditions at ENTRESTO.COM

Novartis Pharmaceuticals Corporation
East Hanover, New Jersey 07936-1080

© 2021 Novartis Printed in USA 5/21 T-ETR-1402572

What are the possible side effects of ENTRESTO? 
ENTRESTO may cause serious side effects including:
• Swelling of your face, lips, tongue and throat 

(angioedema) that may cause trouble breathing and 
death. Get emergency medical help right away if you 
have symptoms of angioedema or trouble breathing.  
Do not take ENTRESTO again if you have had 
angioedema while taking ENTRESTO  

• People who are Black or who have had angioedema 
and take ENTRESTO may have a higher risk of having 
angioedema 

• low blood pressure (hypotension), which may be  
more common if you take water pills. Call your doctor 
if you become dizzy or lightheaded, or you develop 
extreme fatigue

• kidney problems
• increased amount of potassium in your blood 

(hyperkalemia)

The most common side effects were low blood pressure, 
high potassium, cough, dizziness, and kidney problems.

You are encouraged to report negative side effects 
of prescription drugs to the FDA. Visit www.fda.gov/
medwatch or call 1-800-FDA-1088.

ENTRESTO and the ENTRESTO logo are registered 
trademarks of Novartis AG.

Please see Important Facts About ENTRESTO on next page.

ENTRESTO® treats adults with long-lasting (chronic) Heart 
Failure and works better when the heart cannot pump a 
normal amount of blood to the body. In a study where the 
patients’ hearts were stretched and weak, ENTRESTO was 
proven superior at helping people stay alive and out of the 
hospital vs enalapril.  

Ask your doctor about ENTRESTO.

Heart Failure can change the 
structure of your heart so it may 
not work as well. 

ENTRESTO helps improve 
your heart’s ability to pump 
blood to the body.

Where can a healthier heart lead you?

facebook.com/entresto 

YouTube.com/LivingWithHF

entresto_sacubitril_valsartan

A HEALTHIER HEART MAY LEAD 
TO A WORLD OF POSSIBILITIES

FOR PEOPLE WITH HEART FAILURE TAKING ENTRESTO:

“Heart of What You Do”
• Company Name: Novartis

• Production: McCann Health New York,  

An IPG Health Company

• Account Service Lead: Jeanne Courtney | 

McCann Health New York, An IPG Health Company

• Art Director: Ryan Potter | 

McCann Health New York, An IPG Health Company

• Production: Charles Howell | Framestore Pictures

Healthful Living 
Cardiovascular Issue
• Company Name: Amarin

• Agency Name: PAC Media Group/Pangaea Creative House

• Account Service Lead: Renee Tulenko | PAC Media Group

• Art Director: Liz Chan | Pangaea Creative House

• Production: Bruce Simon | Yes Press

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

Questions  
to ask your 
doctor, p.29

TRUE or FALSE 
See how much  

you really know about  
heart disease

“Keeping my 
heart strong!”

Real-life stories and tips

Latest 
heart
news

Delish heart-
healthy recipes
You can make tonight

Healthful
Living

Inflammation
  What it is and how it  
increases your disease risk

S U M M E R  
2 0 2 1

Heart Advice
from top heart docs, p.17

SCAN TO READ  
this issue and  
much more!  

Cardiovascular -   
Disease Awareness/Education UNREGULATED

THE CURE   
FOR BOREDOM IS 

  CURIOSITY
~Dorothy Parker

AT BIOLUMINA, 
WE EMBRACE THE POWER OF CURIOSITY.

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

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

Kirsten A. Kantak, President & CEO 
 kkantak@biolumina.com or 347-327-0692

IHPJ22BLNY7181_PowerOfCuriosityAd_APEX.indd   1IHPJ22BLNY7181_PowerOfCuriosityAd_APEX.indd   1 3/29/22   4:15 PM3/29/22   4:15 PM

 Cardiovascular
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FDA-REGULATED Central Nervous SystemFDA-REGULATED

THE CURE   
FOR BOREDOM IS 

  CURIOSITY
~Dorothy Parker

AT BIOLUMINA, 
WE EMBRACE THE POWER OF CURIOSITY.

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

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

Kirsten A. Kantak, President & CEO 
 kkantak@biolumina.com or 347-327-0692

IHPJ22BLNY7181_PowerOfCuriosityAd_APEX.indd   1IHPJ22BLNY7181_PowerOfCuriosityAd_APEX.indd   1 3/29/22   4:15 PM3/29/22   4:15 PM

THE CURE   
FOR BOREDOM IS 

  CURIOSITY
~Dorothy Parker

AT BIOLUMINA, 
WE EMBRACE THE POWER OF CURIOSITY.

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

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

Kirsten A. Kantak, President & CEO 
 kkantak@biolumina.com or 347-327-0692

IHPJ22BLNY7181_PowerOfCuriosityAd_APEX.indd   1IHPJ22BLNY7181_PowerOfCuriosityAd_APEX.indd   1 3/29/22   4:15 PM3/29/22   4:15 PM

THE CURE   
FOR BOREDOM IS 

  CURIOSITY
~Dorothy Parker

AT BIOLUMINA, 
WE EMBRACE THE POWER OF CURIOSITY.

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

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

Kirsten A. Kantak, President & CEO 
 kkantak@biolumina.com or 347-327-0692

IHPJ22BLNY7181_PowerOfCuriosityAd_APEX.indd   1IHPJ22BLNY7181_PowerOfCuriosityAd_APEX.indd   1 3/29/22   4:15 PM3/29/22   4:15 PM

 

MASTER THE SCIENCE OF SUCCESS 

mailto:kkantak@biolumina.com
https://www.biolumina.com/


32

FDA-REGULATEDCentral Nervous System

Sunovion360 Motivational 
Interviewing Toolkit
• Company Name: Sunovion Pharmaceuticals

• Agency Name: Warhaftig Associates

• Account Service Lead: Hande Dogu | 

Warhaftig Associates

• Art Director: Michael Arndt |  Warhaftig Associates

• Copywriter: Laura Hegwer | Warhaftig Associates

• Production: Charles Slatkin | WOW Inc.

Be Direct
• Company Name: Impel NeuroPharma

• Agency Name: JUICE Pharma

• Account Service Lead: Fabiola Tavarez | 

JUICE Pharma

• Art Director: Nat Molina |  JUICE Pharma

• Copywriter: Brendon Blake | JUICE Pharma

• Production: Michael Kaminski | JUICE Pharma
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FDA-REGULATED Central Nervous System

Turn On Quick & 
Continuous Migraine  
Preventive Power
• Company Name: AbbVie

• Agency Name: CultHealth

• Account Service Lead: Amanda Puglia | CultHealth

• Art Director: Janessa Broche | CultHealth

• Copywriter: Saul Katz | CultHealth

• Production: Akiko Yamamoto | CultHealth

STEP INTO YOUR 
PATIENTS’ SHOES
• Company Name: SK Life Science

• Agency Name: CDMP

• Art Director: Gary Scheiner | CDMP

• Copywriter: Debra Young | CDMP

• Production: Impact XM
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UNREGULATEDCentral Nervous System -   
Disease Awareness/Education

Healthful Living Multiple Sclerosis
• Company Name: Sanofi

• Agency Name: PAC Media Group/Pangaea Creative House 

• Account Service Lead: France Tanguay Kenyon | PAC Media Group

• Art Director: Liz Chan | Pangaea Creative Group

• Copywriter: Valerie Latona | Pangaea Creative Group

• Production: Bruce Simon | Yes Press

Reroute Migraine Relief
• Company Name: Impel NeuroPharma

• Agency Name: JUICE Pharma

• Account Service Lead: Fabiola Tavarez  | JUICE Pharma

• Art Director: Nat Molina | JUICE Pharma

• Copywriter: VJ Ortiz | JUICE Pharma

• Production: Allison Candage | JUICE Pharma

ONPD Dialogs ON Parkinson’s  
Disease Management
• Company Name: Alora Pharmaceuticals

• Agency Name: Scientific Global Communication

• Account Service Lead: Jennifer Reynolds  

| Scientific Global Communication

• Art Director: Dave Brooks | Scientific Global Communication

• Copywriter: Tony Pope | Scientific Global Communication

• Production: Kathryn Charter | Scientific Global Communication

Healthful
Living

MS NEWS
you need  
to know 

GOT 
QUESTIONS?

What to ask your 
doctor today

How to stabilize 
MS, starting  

today  p. 8

Diet swaps 
that make a 
difference

What is 
Multiple 
Sclerosis? 

W I N T E R  
2 0 2 2

S P E C I A L  M U L T I P L E  S C L E R O S I S  I S S U E

and why you’re at risk p. 14

Inflammation
What it is and  
why it plays  
a role p. 10

"Living my  
best life with MS!" 

p. 18

SCAN TO READ  
this issue and  
much more! 

(See details, p. 7)
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UNREGULATED Central Nervous System -   
Disease Awareness/Education

Narcolepsy Disrupts
• Company Name: Avadel Pharmaceuticals

• Agency Name: Fingerpaint  

Clinical Study Awareness  
and Prescreening Website
• Company Name: Cerevel

• Agency Name: BBK Worldwide 

• Account Service Lead: Aaron Frankel  

| BBK Worldwide

• Art Director: Michael Schaeffer | BBK Worldwide

• Copywriter: Justin Jones | BBK Worldwide

• Production: Saju Shrestha | BBK Worldwide
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FDA-REGULATEDDevices

Heal without harvesting
• Company Name: Mallinckrodt Pharmaceuticals 

• Agency Name: Fingerpaint, 1798 

Simplicity
• Company Name: DePuy Synthes, The Orthopaedics Company  

of Johnson & Johnson 

• Agency Name: Elevate Healthcare 

• Account Service Lead: Renèe Watson| Elevate Healthcare 

• Art Director: Paul Wesemann | Elevate Healthcare 

• Copywriter: Melissa Maten | Elevate Healthcare

• Production: Erin Hlivia Riddle | Elevate Healthcare

Be Direct
• Company Name: Impel NeuroPharma 

• Agency Name: JUICE Pharma 

• Account Service Lead: Fabiola Tavarez  | JUICE Pharma

• Art Director: Nat Molina | JUICE Pharma

• Copywriter: Brendon Blake | JUICE Pharma

• Production: Michael Kaminski | JUICE Pharma
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A focus on the essential.

No learning curve.   

Strategic clarity.

Creativity beyond the expected.

Meaningful customer connections.

A thriving culture of “less.”  

Simply thrive with us.

www.centronnyc.com | @centronnyc

Centron_Focus_HouseAd_M01.indd   1Centron_Focus_HouseAd_M01.indd   1 8/20/21   9:28 AM8/20/21   9:28 AM
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FDA-REGULATEDDirect-to-Consumer

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

• Agency Name: CultHealth 

• Account Service Lead: Alana Hermann | CultHealth

• Art Director: Zack Mitchum  | CultHealth

• Copywriter: Saul Katz | CultHealth

• Production: Rob Farber | Rogue Producer
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FDA-REGULATED
Direct-to-Consumer -   

Disease Awareness/Education

Healthful Living Asthma
• Company Name: Sanofi 

• Agency Name: PAC Media Group/Pangaea Creative House 

• Account Service Lead: France Tanguay Kenyon | PAC Media Group

• Art Director: Liz Chan | Pangaea Creative House

• Copywriter: Valerie Latona | Pangaea Creative House

• Production: Bruce Simon | Yes Press

Healthful Living Multiple Sclerosis
• Company Name: Sanofi 

• Agency Name: PAC Media Group/Pangaea Creative House 

• Account Service Lead: France Tanguay Kenyon | PAC Media Group

• Art Director: Liz Chan | Pangaea Creative House

• Copywriter: Valerie Latona | Pangaea Creative House

• Production: Bruce Simon | Yes Press

S P E C I A L  A S T H M A  I S S U E

What to ask
 your MD at 

your next appt

Simple 
asthma tips 

for fall p.5

Eat to beat 
inflammation

p.22

ALLERGIES: 
A LINK TO ASTHMA
How to limit your exposure

“What works “What works 
 for me!”  for me!” 
Real-life advice

SCAN TO READ 
this issue and 
much more! 

Healthful
Living F A L L 

2 0 2 1

What it means 
for you and how 
to manage it p.18

The #1 Cause 
   of Asthma

Take a Closer Look  
at Gout: Inspiring 
Action Through Art
• Company Name: Horizon Therapeutics 

• Agency Name: Real Chemistry 

UNREGULATED

Healthful
Living

MS NEWS
you need  
to know 

GOT 
QUESTIONS?

What to ask your 
doctor today

How to stabilize 
MS, starting  

today  p. 8

Diet swaps 
that make a 
difference

What is 
Multiple 
Sclerosis? 

W I N T E R  
2 0 2 2

S P E C I A L  M U L T I P L E  S C L E R O S I S  I S S U E

and why you’re at risk p. 14

Inflammation
What it is and  
why it plays  
a role p. 10

"Living my  
best life with MS!" 

p. 18

SCAN TO READ  
this issue and  
much more! 

(See details, p. 7)
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FDA-REGULATEDDirect-to-Patient

Be Direct
• Company Name: Impel NeuroPharma 

• Agency Name: JUICE Pharma 

• Account Service Lead: Fabiola Tavarez  

| JUICE Pharma

• Art Director: Nat Molina | JUICE Pharma

• Copywriter: Brendon Blake | JUICE Pharma

• Production: Michael Kaminski | JUICE Pharma

Pissappointed
• Company Name: Veru Inc 

• Agency Name: 1798 
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FDA-REGULATED Direct-to-Patient

Flow Hard
• Company Name: Veru Inc 

• Agency Name: 1798 

Home Suite Home Patient  
Engagement Campaign
• Company Name: Apellis 

• Agency Name: Centron 
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UNREGULATED

Hematology FDA-REGULATED

Direct-to-Patient -   
Disease Awareness/Education

Narcolepsy Disrupts
• Company Name: Avadel Pharmaceuticals 

• Agency Name: Fingerpaint 

Dear [User Name],

No matter where you are in your treatment journey, it's important 
to make sure you continue to check in with your doctor. Every 
appointment is an opportunity to fill them in on how you're feeling 
and any symptoms you may be experiencing.

When you schedule an appointment with your doctor, it's helpful to:

Be sure to keep a record of how you feel. Log any questions or 
symptoms that may arise after or in between your scheduled 
appointments. 

We offer multiple resources that can help keep this information 
organized in one place. Two examples are the Treatment Journal 
and the My Infusion Tracker™ app. Visit EMPAVELI.com to learn 
more about available resources.

Have you been keeping in touch? 

XXXX@Apellis.com

Stay connected with your healthcare team

View in browser

FPO
To me

Talk to your doctor about your blood work. 
Your lab results provide them with information 

about how you're doing on treatment

You're not alone
in your treatment 

journey

EMPAVELI may increase your chance of getting serious and 
life-threatening meningococcal infections that may quickly 
become life-threatening and cause death if not recognized 
and treated early.

EMPAVELI may also increase the risk of getting serious 
infections caused by certain bacteria such as Streptococcus 
pneumoniae, Neisseria meningitidis, and Haemophilus influenzae 
type B. Serious infections may quickly become life-threatening 
and cause death if not recognized and treated early.

What is EMPAVELI?
EMPAVELI is a prescription medicine used to treat adults with a disease 
called paroxysmal nocturnal hemoglobinuria (PNH).

What is the most important information I should know 
about EMPAVELI?
EMPAVELI is a medicine that can affect your immune system and 
can lower the ability of your immune system to fight infections.

Please see remaining Important Safety Information, below, full 
Prescribing Information, and Medication Guide.

– You must be vaccinated against these bacteria at least 2 weeks 
before your first dose of EMPAVELI if you have not already had 
these vaccines.

Start by letting the office staff know what you would 
like to discuss. That way, your doctor can be 
prepared for the conversation and make sure there 
is enough time scheduled for your appointment

Bring someone with you who can take notes about 
your conversation with your doctor

Connect with us on Facebook to hear from some real EMPAVELI 
patients, learn about upcoming events, and keep up with the latest 
information on EMPAVELI.

Our goal in sending you these emails is to provide support and guidance 
about what you need to know about treatment with EMPAVELI. Your 
response will help ensure that we're providing information that is helpful 
to you, based on your needs and interests.

Join the Facebook page

Have you found us on Facebook?

We want to hear from you!

Your healthcare provider will give you a Patient Safety Card about 
the risk of serious infections. Carry it with you at all times during 
treatment and for 2 months after your last EMPAVELI dose. It is 
important to show this card to any healthcare provider to help them 
diagnose and treat you quickly.
EMPAVELI is only available through a program called the EMPAVELI 
Risk Evaluation and Mitigation Strategy (REMS). Before you can take 
EMPAVELI, your healthcare provider must enroll in the EMPAVELI REMS 
program, counsel you about the risk of serious infections caused by 
certain bacteria, give you information about the symptoms of serious 
infections, give you a Patient Safety Card about your risk of serious 
infections, and make sure that you are vaccinated.

Who should NOT take EMPAVELI?
Do not take EMPAVELI if you:

If your healthcare provider decides that urgent treatment with 
EMPAVELI is needed, you should receive the required vaccinations as 
soon as possible.
If you have not been vaccinated and EMPAVELI therapy must be 
initiated immediately, you should also receive 2 weeks of antibiotics 
with your vaccinations.
If you have been vaccinated against these bacteria in the past, you 
might need additional vaccinations before starting EMPAVELI. Your 
healthcare provider will decide if you need additional vaccinations.
Vaccines reduce the risk of serious infections, but do not prevent all 
serious infections. Call your healthcare provider or get emergency 
medical care right away if you get any of these signs and symptoms of 
a serious infection:

–

–

–

–

fever with or without shivers or the chills
fever and a rash
shortness of breath
extreme pain or discomfort
headache with nausea or vomiting
high heart rate
headache and a fever
headache with a stiff neck or stiff back
confusion
muscle aches with flu-like symptoms
clammy skin
eyes sensitive to light

are allergic to pegcetacoplan or any of the ingredients in EMPAVELI.
have not been vaccinated against Streptococcus pneumoniae,   
Neisseria meningitidis, and Haemophilus influenzae type B, unless your 
healthcare provider decides that urgent treatment with EMPAVELI is 
needed.
have a serious infection caused by the bacteria above.

have an infection or fever.
are pregnant or plan to become pregnant. EMPAVELI may harm your 
unborn baby. Females who are able to become pregnant should have 
a pregnancy test before starting treatment with EMPAVELI and use an 
effective method of birth control during treatment with EMPAVELI 
and for 40 days after the final dose.
are breastfeeding or plan to breastfeed. It is not known if EMPAVELI 
passes into your breast milk. You should not breastfeed during 
treatment with EMPAVELI and for 40 days after the final dose.

decreased hemoglobin level in your blood
blood in your urine
shortness of breath
trouble swallowing
tiredness
pain in the stomach (abdomen)
blood clots
erectile dysfunction (ED)

chest pain
trouble breathing or shortness of breath
swelling of your face, tongue, or throat
feel faint or pass out

Before you take EMPAVELI, tell your healthcare provider about all of 
your medical conditions, including if you:

Tell your healthcare provider about all the vaccines you receive and 
medicines you take, including prescription and over-the-counter 
medicines, vitamins, and herbal supplements which could affect your 
treatment.
If you stop taking EMPAVELI, your healthcare provider will need to 
monitor you closely for at least 8 weeks after stopping EMPAVELI. 
Stopping treatment with EMPAVELI may cause a breakdown of red 
blood cells due to PNH.
Symptoms or problems that can happen due to red blood cell 
breakdown include:

What are the possible side effects of EMPAVELI?
EMPAVELI can cause serious side effects including allergic reactions. 
Allergic reactions can happen during your EMPAVELI infusion. Stop your 
EMPAVELI infusion and tell your healthcare provider or get emergency 
medical care right away if you get any of these symptoms during your 
EMPAVELI infusion:

The most common side effects in people with PNH treated with 
EMPAVELI include injection-site reactions, infections, diarrhea, pain in 
the stomach (abdomen), respiratory tract infection, viral infection, and 
tiredness.
These are not all of the possible side effects of EMPAVELI. Tell your 
healthcare provider about any side effect that bothers you or that does 
not go away. 
Call your healthcare provider for medical advice about side effects.      
You may report side effects to FDA at 1-800-FDA-1088 or
www.fda.gov/medwatch.

IMPORTANT SAFETY INFORMATION (cont’d)
What is the most important information I should know 
about EMPAVELI? (cont’d)

Please see full Prescribing Information, including Boxed WARNING 
regarding risk of serious infections, and Medication Guide for 
additional information.

Dedicated to supporting you,

The Apellis Team

APELLIS, EMPAVELI, and their respective logos are trademarks of 
Apellis Pharmaceuticals, Inc. Other trademarks referenced herein 

are the property of their respective owners. 

100 5th Avenue, Waltham, MA 02451, USA
©2021 Apellis Pharmaceuticals, Inc. All rights reserved.
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Privacy Policy

This information is intended for US patients only.

Do not reply to this email. You are receiving this email because you previously registered to 
receive this type of information. 

If you no longer wish to receive emails from Apellis Pharmaceuticals, Inc., unsubscribe here. 

Take our survey

Image is an actor portrayal.Image is an actor portrayal.

To: TBD@web.com
From: Apellis Product Info <no-reply@apellisproductinfo.com>
Subject: The importance of staying connected
Preheader: Check in regularly

Alt subject: Your doctor wants to hear from you
Alt preheader: Checking in is important

Patient ECM Solo Therapy Email 4: You’re not alone in 
your treatment journey (Desktop)

Where are you
going to self-infuse 

EMPAVELI? 

Your healthcare provider will give you a Patient Safety Card about 
the risk of serious infections. Carry it with you at all times during 
treatment and for 2 months after your last EMPAVELI dose. It is 
important to show this card to any healthcare provider to help them 
diagnose and treat you quickly.
EMPAVELI is only available through a program called the EMPAVELI 
Risk Evaluation and Mitigation Strategy (REMS). Before you can take 
EMPAVELI, your healthcare provider must enroll in the EMPAVELI REMS 
program, counsel you about the risk of serious infections caused by 
certain bacteria, give you information about the symptoms of serious 
infections, give you a Patient Safety Card about your risk of serious 
infections, and make sure that you are vaccinated.
Who should NOT take EMPAVELI?
Do not take EMPAVELI if you:

1. You must be vaccinated against these bacteria at least 2 weeks 
    before your first dose of EMPAVELI if you have not already had 
    these vaccines.
2. If your healthcare provider decides that urgent treatment with                   
    EMPAVELI is needed, you should receive the required vaccinations 
    as soon as possible.
3. If you have not been vaccinated and EMPAVELI therapy must be 
    initiated immediately, you should also receive 2 weeks of antibiotics
    with your vaccinations.
4. If you have been vaccinated against these bacteria in the past, you 
    might need additional vaccinations before starting EMPAVELI. Your 
    healthcare provider will decide if you need additional vaccinations.
5. Vaccines reduce the risk of serious infections, but do not prevent all 
    serious infections. Call your healthcare provider or get emergency 
    medical care right away if you get any of these signs and symptoms 
    of a serious infection:

fever with or without shivers or the chills
fever and a rash
shortness of breath
extreme pain or discomfort
headache with nausea or vomiting
high heart rate
headache and a fever
headache with a stiff neck or stiff back
confusion
muscle aches with flu-like symptoms
clammy skin
eyes sensitive to light

are allergic to pegcetacoplan or any of the ingredients in EMPAVELI.
have not been vaccinated against Streptococcus pneumoniae, Neisseria 
meningitidis, and Haemophilus influenzae type B, unless your 
healthcare provider decides that urgent treatment with EMPAVELI is 
needed.
have a serious infection caused by the bacteria above.

have an infection or fever.
are pregnant or plan to become pregnant. EMPAVELI may harm your 
unborn baby. Females who are able to become pregnant should have 
a pregnancy test before starting treatment with EMPAVELI and use an 
effective method of birth control during treatment with EMPAVELI 
and for 40 days after the final dose.
are breastfeeding or plan to breastfeed. It is not known if EMPAVELI 
passes into your breast milk. You should not breastfeed during 
treatment with EMPAVELI and for 40 days after the final dose.

decreased hemoglobin level in your blood
blood in your urine
shortness of breath
trouble swallowing
tiredness
pain in the stomach (abdomen)
blood clots
erectile dysfunction (ED)

chest pain
trouble breathing or shortness of breath
swelling of your face, tongue, or throat
feel faint or pass out

EMPAVELI may increase your chance of getting serious and     
life-threatening meningococcal infections that may quickly 
become life-threatening and cause death if not recognized      
and treated early.

EMPAVELI may also increase the risk of getting serious infections 
caused by certain bacteria such as Streptococcus pneumoniae, 
Neisseria meningitidis, and Haemophilus influenzae type B. Serious 
infections may quickly become life-threatening and cause death 
if not recognized and treated early.

Before you take EMPAVELI, tell your healthcare provider about all of 
your medical conditions, including if you:

Tell your healthcare provider about all the vaccines you receive and 
medicines you take, including prescription and over-the-counter 
medicines, vitamins, and herbal supplements which could affect your 
treatment.
If you stop taking EMPAVELI, your healthcare provider will need to 
monitor you closely for at least 8 weeks after stopping EMPAVELI. 
Stopping treatment with EMPAVELI may cause a breakdown of red 
blood cells due to PNH.
Symptoms or problems that can happen due to red blood cell 
breakdown include:

What are the possible side effects of EMPAVELI?
EMPAVELI can cause serious side effects including allergic reactions. 
Allergic reactions can happen during your EMPAVELI infusion. Stop your 
EMPAVELI infusion and tell your healthcare provider or get emergency 
medical care right away if you get any of these symptoms during your 
EMPAVELI infusion:

The most common side effects in people with PNH treated with EMPAVELI 
include injection-site reactions, infections, diarrhea, pain in the stomach 
(abdomen), respiratory tract infection, viral infection, and tiredness.
These are not all of the possible side effects of EMPAVELI. Tell your 
healthcare provider about any side effect that bothers you or that does 
not go away. 
Call your healthcare provider for medical advice about side effects.       
You may report side effects to FDA at 1-800-FDA-1088 or           
www.fda.gov/medwatch. 

INDICATION AND IMPORTANT SAFETY INFORMATION

What is EMPAVELI?
EMPAVELI is a prescription medicine used to treat adults with a disease 
called paroxysmal nocturnal hemoglobinuria (PNH).

What is the most important information I should know 
about EMPAVELI?
EMPAVELI is a medicine that can affect your immune system and 
can lower the ability of your immune system to fight infections.

Please see full Prescribing Information, including Boxed WARNING 
regarding risk of serious infections, and Medication Guide for 
additional information.

Dear [User Name],

We want to check in on your treatment experience now that you've 
been self-infusing EMPAVELI for about 4 weeks! As you transition to 
only taking EMPAVELI for your PNH, we want to remind you about  
some of the benefits of self-infusion. You can take EMPAVELI 
wherever is most convenient for you, as long as you can stick to the 
same step-by-step instructions you follow at home.

The next step in your treatment journey 

no-reply@apellisproductcommunications.com

Transitioning to one therapy

If you’d like to learn more about how to prepare,
pack, and, most importantly, relax while traveling with 

EMPAVELI, make sure you refer to your Travel Guide        
or call your Apellis Care Educator

Have you been using the My Infusion Tracker app?

The app was created to help you schedule, remind you of, and log your  
self-infusions. You can also watch the Self-Infusion Video for instructions 
on how to administer EMPAVELI. This can be a great way for you to track 
your progress as you begin the next step in your treatment journey!

This information is intended for US patients only.

Do not reply to this email. You are receiving this email because you previously registered to 
receive this type of information. 

If you no longer wish to receive emails from Apellis Pharmaceuticals, Inc., unsubscribe here. 

Dedicated to supporting you,

The Apellis Team

Check out additional resources 

We’ve created even more resources, like our Frequently Asked 
Questions and HOME SUITE HOME, to help support you as you 
continue with at-home self-infusion. 

APELLIS, EMPAVELI, and their respective logos are trademarks of 
Apellis Pharmaceuticals, Inc. Other trademarks referenced herein 

are the property of their respective owners. 

100 5th Avenue, Waltham, MA 02451, USA
©2021 Apellis Pharmaceuticals, Inc. All rights reserved.

7/21 US-PEGPNH-2100356 v1.0

Privacy Policy

Image is an actor portrayal.

To: TBD@web.com
From: Apellis Product Info <no-reply@apellisproductinfo.com>
Subject: The next step in your treatment journey 
Preheader: Transitioning to one therapy

Alt subject: You’ve taken the next step in your treatment! 
Alt preheader: Reminders for transitioning to one therapy 

Patient ECM Solo Therapy Email 1: Where are you
going to self-infuse EMPAVELI? (Desktop)Creative Launch Campaign

Possibilities in PNH
• Company Name: Apellis 

• Agency Name: Centron

Home Suite Home
• Company Name: Apellis 

• Agency Name: Centron

 

MASTER THE SCIENCE OF SUCCESS 

mailto:XXXX@Apellis.com
mailto:TBD@web.com
mailto:no-reply@apellisproductinfo.com
http://www.fda.gov/medwatch
mailto:no-reply@apellisproductcommunications.com
mailto:TBD@web.com
mailto:no-reply@apellisproductinfo.com


 

MASTER THE SCIENCE OF SUCCESS 

https://www.crowdpharm.com/


44

UNREGULATEDHematology -   
Disease Awareness/Education

MyFactorFam: Connecting the 
Bleeding Disorders Community
• Company Name: Takeda 

• Agency Name: Entrada 

• Account Service Lead: Taylor Porter | Entrada

• Art Director: Bethanne Toci | Entrada

• Copywriter: Bethanne Toci | Entrada

The Surprise Inside
• Company Name: CTI BioPharma 

• Agency Name: GSW

Tipping Point: The Game
• Company Name: CTI BioPharma 

• Agency Name: GSW 

 

MASTER THE SCIENCE OF SUCCESS 



4545

SOUND FAMILIAR? YOU’RE A 
HEALTHCARE CHALLENGER BRAND
Act quickly. Elevate your agility and anticipation 
in the marketplace, pivot swiftly, outmaneuver 
your largest challengers, and assert dominance 
in today’s competitive jungle. You don’t have 
to get bigger. Just faster.

elevateHC.com   @elevateHCM

Learn how to elevate 
your leadership position, 
contact Lorna or FXP at 
challenger@@elevateHC.com
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FDA-REGULATEDFDA-REGULATEDImmunology -   
Disease Awareness/Education

BETTER than Big -  
A Small Company  
Makes a Big Impact
• Company Name: Bio Products Laboratory USA 

• Agency Name: Tim Peters and Company, Inc. 

• Account Service Lead: Katie Lynch | APCO Worldwide

Rheumatology PEAK: 
Personalized Education  
and Knowledge
• Company Name: Novartis Pharmaceuticals Corporation 

• Agency Name: Synapse 

• Account Service Lead: Ryan Curcio | Synapse

• Art Director: Tim Pasquariello | Medical Knowledge Group

• Copywriter: Brett Halbleib | Medical Knowledge Group

• Production: Dan Crawford | Medical Knowledge Group

UNREGULATED
Immunology -   
Disease Awareness/Education 

MASTER THE SCIENCE OF SUCCESS 
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FDA-REGULATED Central Nervous SystemFDA-REGULATED

Flow Hard
• Company Name: Veru Inc. 

• Agency Name: 1798 

CAMCEVI
• Company Name: Accord BioPharma 

• Agency Name: The Agency Network 

• Account Service Lead: Marilyn Aquino 

(Account Group Supervisor) | Proximyl Health

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

• Copywriter: Carrie Morris (VP, Creative Director, Copy) | Proximyl Health

Pissappointed
• Company Name: Veru Inc. 

• Agency Name: 1798 

Men’s Health
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FDA-REGULATEDOncology

CAMCEVI
• Company Name: Accord BioPharma 

• Agency Name: The Agency Network 

• Account Service Lead: Marilyn Aquino 

(Account Group Supervisor) | Proximyl Health

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

• Copywriter: Carrie Morris (VP, Creative Director, Copy) | Proximyl Health

Therakos: Think Long Journey
• Company Name: Mallinckrodt Pharmaceuticals 

• Agency Name: Gill Fohl Associates 

• Account Service Lead: Gina Parsons | Gill Fohl Associates

• Art Director: Tom Grobleski | Gill Fohl Associates

• Copywriter: Suzanne Gaby-Biegel | Gill Fohl Associates

Guided By Illumination
• Company Name: Telix Pharmaceuticals

• Agency Name: JUICE Pharma 

• Account Service Lead: Art Chavez | JUICE Pharma

• Art Director: Bethany Taylor | JUICE Pharma

• Copywriter: Jenna Salas | JUICE Pharma

• Production: Allison Candage | JUICE Pharma
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FDA-REGULATED Oncology

Precision Unparalleled
• Company Name: AstraZeneca 

• Agency Name: Biolumina 

The Gentle Giant
• Company Name: AVEO Pharmaceuticals 

• Agency Name: Guidemark Health, a Lumanity business 

• Account Service Lead: Rachael Bouris | Guidemark Health

• Art Director: James Hutchinson | Guidemark Health

• Copywriter: Donna Ambriano | Guidemark Health

• Production: Chris Levitsky | Guidemark Health

FOTIVDA is the driving force  
to move you forward

An Information Brochure for People Considering or Taking FOTIVDA

For advanced kidney cancer

INDICATIONS

FOTIVDA® (tivozanib) is a prescription medicine used to treat adults with advanced  
kidney cancer (advanced renal cell carcinoma or RCC) that has been treated with  
2 or more prior medicines and has come back or did not respond to treatment. 
It is not known if FOTIVDA is safe and effective in children.

Please see the full Important Safety Information on pages 10-13 and the  
Patient Information in the full Prescribing Information for FOTIVDA® (tivozanib) 
in the pocket.

(tivozanib) capsules
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UNREGULATEDOncology -   
Disease Awareness/Education

Know Before You IO
• Company Name: AstraZeneca 

• Agency Name: Biolumina 

See the NPC Facts
• Company Name: Coherus 

• Agency Name: Evoke 

• Account Service Lead: Shawnessy Dusseau | Evoke

• Art Director: Borys Czernichowski | Evoke

• Copywriter: Helen Wilson | Evoke
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UNREGULATED
Oncology -   

Disease Awareness/Education

Neutrophil Wall at SABCS
• Company Name: BeyondSpring Pharmaceuticals 

• Agency Name: The Agency Network 

• Account Service Lead: Kacey Springhart  

(VP, Account Director) | Proximyl Health

• Art Director: Amber Pavlou, Group Art Director | Proximyl Health

• Copywriter: Ron Kellow, Group Copy Supervisor | Proximyl Health

See Breast. Think Brain.
• Company Name: Seagen Inc. 

• Agency Name: Biolumina 
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FDA-REGULATEDOphthalmology

XIPERE: Fighting Back 
Against Macular Edema 
Associated with Uveitis 
– DTC Campaign
• Company Name: Bausch + Lomb 

• Agency Name: Heller, Inc. 

• Account Service Lead: Kelsey Webster | Heller, Inc.

• Art Director: Vito Vaiasuso | Heller, Inc.

• Copywriter: Brian Mann | Heller, Inc.

UNDERSTANDING YOUR 
XIPERE® TREATMENT
How you can fight back against uveitic macular edema

“

Marie, Age 51
Not an actual patient. 

Indication
XIPERE® (triamcinolone acetonide injectable suspension) is a corticosteroid used to treat macular edema associated  
with an eye disease called uveitis.
Important Safety Information
   •  Your eye doctor will monitor you for elevated eye pressure following treatment and manage  

it with medication or surgery if required.
Please see additional Important Safety Information and accompanying full  
Prescribing Information.

Ask your doctor if XIPERE® is right for you.

TO LEARN MORE,
VISIT WWW.XIPERE.COM/PATIENT

Confidence Delivered
• Company Name: Santen Inc. 

• Agency Name: Elevate Healthcare 

• Account Service Lead: Scott Harper | Elevate Healthcare

• Art Director: Tara Powers | Elevate Healthcare

• Copywriter: Carolyn Ignomirello | Elevate Healthcare

• Production: Denise Adams | Elevate Healthcare

FDA-REGULATED
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FDA-REGULATED Central Nervous System

Medication Transformed
• Company Name: Azurity Pharmaceuticals

• Agency Name: CrowdPharm

• Account Service Lead: Jennifer Reilly |  

CrowdPharm

• Art Director: Dan Lutz/Ray Colon | CrowdPharm

• Copywriter: Paula Greenberg

• Production: Danielle Parrett | CrowdPharm

Reach New Heights
• Company Name: Eton Pharmaceuticals

• Agency Name: CrowdPharm

• Account Service Lead: Jennifer Tran | CrowdPharm

• Art Director: Dan Lutz/Ray Colon | CrowdPharm

• Copywriter: Brian Groves

• Production: Danielle Garrison | CrowdPharm

New Horizons in Pediatric 
Drug Development 
Symposium
• Company Name: Certara

• Account Service Lead: Jieun Choe | Certara

• Art Director: Jim Gallagher | Certara

• Copywriter: Suzanne Minton | Certara

• Production: Pam Ruymen | Certara

FDA-REGULATED Pediatrics

UNREGULATED
Pediatrics -   

Disease Awareness/Education
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FDA-REGULATEDRare Disease 

Empaveli Integrated 
Launch Campaign
• Company Name: Apellis

• Agency Name: Centron

Heal Without Harvesting
• Company Name: Mallinckrodt Pharmaceuticals

• Agency Name: Fingerpaint, 1798
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FDA-REGULATED Rare Disease

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

• Agency Name: Medthink

• Account Service Lead: Katie Lynch | APCO Worldwide

Home Suite Home Patient  
Engagement Campaign
• Company Name: Apellis

• Agency Name: Centron
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UNREGULATEDRare Disease -   
Disease Awareness/Education

Bring Your Cushing 
Syndrome to Light
• Company Name: Corcept Therapeutics 

• Agency Name: MedThink Communications 

Narcolepsy Disrupts
• Company Name: Avadel Pharmaceuticals 

• Agency Name: Fingerpaint

The PAH Initiative
• Company Name: United Therapeutics

• Agency Name: MedThink Communications 
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UNREGULATED
Respiratory -   

Disease Awareness/Education

Healthful Living Asthma
• Company Name: Sanofi 

• Agency Name: PAC Media Group/Pangaea Creative House 

• Account Service Lead: France Tanguay Kenyon | PAC 

Media Group

• Art Director: Liz Chan | Pangaea Creative House

• Copywriter: Valerie Latona | Pangaea Creative House

• Production: Bruce Simon | Yes Press

S P E C I A L  A S T H M A  I S S U E

What to ask
 your MD at 

your next appt

Simple 
asthma tips 

for fall p.5

Eat to beat 
inflammation

p.22

ALLERGIES: 
A LINK TO ASTHMA
How to limit your exposure

“What works “What works 
 for me!”  for me!” 
Real-life advice

SCAN TO READ 
this issue and 
much more! 

Healthful
Living F A L L 

2 0 2 1

What it means 
for you and how 
to manage it p.18

The #1 Cause 
   of Asthma

Look Beyond Smoking:  
The Need to Screen for Alpha-1
• Company Name: Grifols USA

• Agency Name: US Pulmonary Marketing

• Account Service Lead: Mel Salvadorx | Greater Than One

• Art Director: Jeremey Howell | Greater Than One
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FDA-REGULATEDSurgery

Heal Without Harvesting
• Company Name: Mallinckrodt Pharmaceuticals

• Agency Name: Fingerpaint, 1798

FDA-REGULATEDWomen’s Health

UNREGULATEDWomen’s Health -   
Disease Awareness/Education

Neuron Forest
• Company Name: Astellas Pharma Inc.

• Agency Name: Havas Health & You

• Account Service Lead: Caren Roth | H4B Chelsea

• Art Director: Natalie Garber | H4B Chelsea

• Copywriter: Andrea Baraiola | H4B Chelsea

• Production: Zully Ortiz | Havas Health & You

Hemoglobin Rising
• Company Name: Shield Therapeutics

• Agency Name: Elevate Healthcare

• Account Service Lead: Shannon Rittenhouse | Elevate Healthcare

• Art Director: Jen Brog | Elevate Healthcare

• Copywriter: Carolyn Ignomirello | Elevate Healthcare

• Production: Denise Adams | Elevate Healthcare
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KATRINE DIBONA 
Corporate Vice President, 
Global Public Affairs and 
Sustainability, Novo Nordisk

S ociety’s expectations of  what it means to be a sustain-
able business are evolving, and the pandemic has only 
accelerated demand for private-sector solutions. This 
is particularly important for the pharmaceutical indus-

try because there exists an inextricable link between health out-
comes and the environment; to have healthy people we need to 
have a healthy planet.

The Intergovernmental Panel on Climate Change report, pub-
lished in August 2021, provided the starkest warning yet about 
the impact of  climate change on lives and livelihoods. The mes-
sage is clear: climate change is resulting in poorer health outcomes 
and increasing mortality, with the greatest impact being on peo-
ple who are already living with chronic diseases. 

And while many think about the pharmaceutical industry’s 
role as reactionary—treating with medicines—industry leaders have 
a responsibility to be proactive, finding ways to minimize envi-
ronmental impact and prevent the associated health challenges. 
Progress has been made, but there is still much work to do.  

PLANNING FOR CIRCULAR USE
The reality of our industry is that while many products provide 
life-saving solutions for patients, it also has an impact on the 
environment. Whether it is medical-waste plastic ending up in 
landfills, the water required for manufacturing, or the green-
house gases emitted for transport, the entire ecosystem—from 
production to disposal—has opportunity for more purposeful, 
environmentally conscious planning. 

Consider, for example, recycling programs for used plastic 
devices. At Novo Nordisk, we have found a solution through an 
innovative TakeBack program that allows patients to return insu-
lin devices. We have also changed much of  our transportation 
packaging to an eco-friendly, insulated container called Bio-
cooler®, which will compost in almost all environments. This also 
helps reduce the need for refrigeration on long-haul transports. 

But it’s not just about what the pharmaceutical companies our-
selves do, we must also make purposeful decisions about our ven-

dors and suppliers. Setting requirements for ourselves will certainly 
ensure progress, but choosing to partner with companies that pri-
oritize sustainability will enhance and accelerate our impact. 

INNOVATING FOR IMPACT
There also exists an opportunity for tapping into research and 
development to create innovations where we integrate sustain-
ability in all we do to solve for environmental challenges, while 
also providing a better patient experience. While most leaders 
have prioritized a culture of innovation with patient centricity, 
it is imperative that sustainability be a driving force in the com-
pany’s culture. We must think about innovating for patients—
and the environment—in every step we take. 

Let’s take another look at insulin. It is not just about identify-
ing ways to reuse and recycle the plastic pens once used, but about 
reducing what patients need to use in the first place. At Novo 
Nordisk, our product pipeline includes a long-lasting basal insu-
lin analogue intended for once-weekly dosing, potentially reduc-
ing the overall number of  plastic pens required. Innovations can 
also help make the insulin itself  more resistant to temperature 
changes so refrigeration during transportation is not required. 

PARTNERING FOR PROGRESS
At Novo Nordisk, we take our responsibility to people and the 
planet seriously, and our goal is to reach net zero CO2 by 2045 
through our Circular for Zero strategy. But we know this work 
is too important for us to do alone. No single program will be 
the answer. Together with partners at public agencies and private 
organizations, we will have a significant impact over time. 

We need to share knowledge and work together to set up a 
system that allows for scale and the development of  infrastructure 
for global initiatives. And our work should be documented and 
tracked to help us hold one another accountable and collaborate 
on new opportunities. Achieving these measures will not just help 
our environment; we will be working toward our shared, most 
important goal—saving lives. 

Healthy Planet, Healthy 
People: How Pharma 
Can Lead the Way
Reaching new heights in sustainability a win-win for industry
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