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Hear insights into the global clinical trials industry 
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their challenges and solutions. 

Listen now: pharmexec.com/editorial-podcasts 

Listen now: pharmaceuticalcommerce.com/editorial-podcasts 

Listen now: appliedclinicaltrialsonline.com/editorial-podcasts

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/editorial-podcasts
https://www.pharmaceuticalcommerce.com/editorial-podcasts
https://www.pharmaceuticalcommerce.com/editorial-podcasts
https://www.appliedclinicaltrialsonline.com/editorial-podcasts
https://www.appliedclinicaltrialsonline.com/editorial-podcasts
https://www.pharmexec.com/editorial-podcasts


WWW.PHARMEXEC.COM

Publisher’s Note 3

©2023 MultiMedia Pharma Sciences LLC All rights reserved. No part of this publication may be reproduced or transmitted in any form or by any 
means, electronic or mechanical including by photocopy, recording, or information storage and retrieval, without permission in writing from the publisher. 
Authorization to photocopy items for internal/educational or personal use, or the internal/educational or personal use of specific clients is granted by 
MultiMedia Pharma Sciences LLC for libraries and other users registered with the Copyright Clearance Center, 222 Rosewood Dr. Danvers, MA 01923, 
978-750-8400 fax 978-646-8700 or visit http://www.copyright.com online. Periodicals Postage paid in Trenton NJ 08650 and at additional mailing offices. 
For uses beyond those listed above, please direct your written request to Permission Dept. Alexa Rockenstein, arockenstein@mjhlifesciences.com.

MultiMedia Pharma Sciences LLC provides certain customer contact data (such as customers’ names, addresses, phone numbers, and e-mail 
addresses) to third parties who wish to promote relevant products, services, and other opportunities that may be of interest to you. If you do not want 
MultiMedia Pharma Sciences LLC to make your contact information available to third parties for marketing purposes, simply email mmhinfo@mmh-
group.com and a customer service representative will assist you in removing your name from MultiMedia Pharma Sciences LLC lists. 

Pharmaceutical Executive does not verify any claims or other information appearing in any of the advertisements contained in the publication, and 
cannot take responsibility for any losses or other damages incurred by readers in reliance of such content.

Pharmaceutical Executive welcomes unsolicited articles, manuscripts, photographs, illustrations, and other materials, but cannot be held responsi-
ble for their safekeeping or return.

To subscribe, email mmhinfo@mmhgroup.com

Pharmaceutical 
Executive

®

MASTER THE SCIENCE OF SUCCESS

Customer service
mmhinfo@mmhgroup.com 

Advertising  609.716.7777
Editorial  609.716.7777

Subscription Correspondence  
Pharmaceutical Executive®, 2 Clarke Dr Suite 100 
Cranbury, NJ 08512

JANUARY 2023   PHARMACEUTICAL EXECUTIVE

F O U N D E R
Mike Hennessy Sr

1960—2021

Editorial
Group Editorial Director
Lisa Henderson
lhenderson@mjhlifesciences.com

Group Managing Editor
Michael Christel
mchristel@mjhlifesciences.com

Managing Editor
Meg Rivers
mrivers@mjhlifesciences.com

Senior Editor
Francis Pollaro
fpollaro@mjhlifesciences.com

Editor
Mike Hollan
mhollan@mjhlifesciences.com

Associate Editor
Andrew Studna
astudna@mjhlifesciences.com

Group Social Media Editor
Miranda Schmalfuhs
mschmalfuhs@mjhlifesciences.com

editorial offices
485 Route 1 South, Building F, Suite 210
Iselin, NJ 08830 / 609.716.7777 

Design
Creative Director, Publishing
Melissa Feinen
mfeinen@mdmag.com

Senior Art Director
Marie Maresco
mmaresco@pharmacytimes.com

Graphic Designer
Ariana Mexquititla 
amexquititla@mjhlifesciences.com

Executive Vice President, 
Healthcare and Industry 
Sciences
Brian Haug
BHaug@mmhgroup.com

Group Publisher
Todd Baker
tbaker@mjhlifesciences.com

Sales Manager–Midwest, 
Southwest, and West Coast
Margie Rogers
mrogers@mjhlifesciences.com

Senior National  
Accounts Manager
Cheryl Mahon
cmahon@mjhlifesciences.com

Regional Sales Director
Vahé Akay
vakay@mmhgroup.com

Sales Coordinator
Monica Flick
mflick@mjhlifesciences.com

Reprints
Todd Baker
tbaker@mjhlifesciences.com

Publishing & Sales

Corporate
President & CEO
Mike Hennessy Jr

CPA/CFE Chief Financial Officer
Neil Glasser, CPA/CFE

Chief Operating Officer
Michael Ball

Chief Marketing Officer
Brett Melillo

Executive Vice President, Global 
Medical Affairs and Corporate 
Development
Joe Petroziello

Senior Vice President, Content
Silas Inman

Senior Vice President,  
Human Resources  
& Administration
Shari Lundenberg

SVP, Mergers & Acquisitions, 
Strategic Innovation
Phil Talamo

Executive Creative Director, 
Creative Services
Jeff Brown

Custom Projects
Vice President, Content  
and Special Projects
Colleen Hall
chall@mjhlifesciences.com

Director
Robert Alaburda
ralaburda@mjhlifesciences.com

Managing Editor
Jeanne Linke Northrop
jlinke@clinicalcomm.com

Senior Editors
Megan Manzano 
mmanzano@mjhlifesciences.com

Shannon Stolz
sstolz@mjhlifesciences.com

Custom Content Writer
Alissa Marrapodi
amarrapodi@mjhlifesciences.com

Digital Production Manager
Sabina Advani
sadvani@mjhlifesciences.com

Senior Project Manager,  
Team Lead, Industry Sciences
Anita Bali
abali@mjhlifesciences.com

Circulation and Audience 
Development Director
Stacy Argondizzo
sargondizzo@mjhlifesciences.com

JPM & the Biotech 
Moment at Hand

You may be reading this online in San Francisco as you sip even more 
expensive coffee at this year’s J.P. Morgan’s 41st Annual Healthcare 
Conference. And while Pharmaceutical Executive editors are not in 
attendance this year, we are looking forward to Editorial Advisory 

Board Member and finance columnist Barbara Ryan’s post-event insights. 
As Ryan discussed throughout last year, and this is not news to anyone read-

ing this, the biotech sector continues to be in a tough spot. Those biotech analysts 
and investors looking at 2023 have different ideas for what’s ahead. Some believe 
that biotech has to get better just because it hasn’t seen three consecutive nega-
tive years of  return. Others believe this course correction will continue and won’t 
see bounce back for maybe another two to three years, while others see the bulk 
of  healthcare investment leaving biotech and R&D and heading straight toward 
the commercialization side of  the business. 

What does all this mean for biotech right now? In a recent roundtable fea-
turing financial experts and executives from clinical-stage biopharma, which 
Pharm Exec will publish in February, the consensus was biotech is not in a great 
space financially, with many closing or facing layoffs. And any hopes for an IPO 
revival will probably be on hold until the second half  of  2023 or into 2024. 

However, this doom and gloom for biotech could translate to a ripe M&A 
market, which Ryan predicts could kick off at JPM. If  a couple of  large M&A 
deals result soon, it could create optimism in the market, bringing cash back 
into the system along with it. On the other hand, at all levels of  business, costs 
are rising—with external vendors and internal headcount in the form of  bet-
ter benefits or higher salaries.

In this issue, our editors culled some of  the 2023 trends that either are on the 
radar or should be on the radar for pharmaceutical executives this year. So, my 
2023 prediction? Another year of  complexity and agility. However, my faith 
always lies with the healthcare industry, and the life sciences industry in partic-
ular, to finds ways to innovate and keep getting stronger. 

Mike Hennessy Jr
President and CEO 

of  MJH Life Sciences®
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A bit about me—I formerly worked on our sister pub-
lications, Pharmaceutical Technology, Pharmaceutical 
Technology Europe, and BioPharm International, and my 
beat has historically been pharma manufacturing 

and outsourcing. I’m looking forward to learning more and more 
about the c-suite and the topics important to you. 

In this issue, I had the pleasure of  personally speaking with 
some brilliant people. First up, I chatted with Natalie Bickford, 
chief  people officer, Sanofi, in this month’s executive profile (page 
14). I was touched to hear about her conviction that employees 
should be able to show up for work as authentically themselves 
as well as her dedication to employees being supported.  

One thing that’s special about this issue—and fun to par-
ticipate in—was our annual industry trends outlook (starting 
on page 18). The editors discuss trends in cybersecurity, the 
pharma workforce, social media’s role in pharma, patient 
hubs, the Inflation Reduction Act (IRA), and partnering with 
academic institutions. 

In my industry trends article on cybersecurity, I pick the brain 
of  Lieutenant General (retired) Ed Cardon, who was the Com-
manding General of  the US Army Cyber Command. I was both 

riveted and moderately terrified by some of  the information he 
shared on cybersecurity—namely, that the pharma industry must 
face these threats alone. But he provides great insights as to how 
companies can (and should) proactively protect themselves. 

In another trends article, this one on patient hubs, I interview 
experts from CoverMyMeds, LEO Pharma, and Zensights. In a 
piece about pharma workforce, Andy Studna, associate editor, 
discusses the evolving job market, specifically how the number 
of  jobs is down. Mike Hollan, editor, shares how there is a new 
focus on collaboration with academia. In the final two industry 
trends articles, Lisa Henderson, editorial director, shares insights 
into the IRA, and Fran Pollaro, senior editor, dives into social 
media and its role in pharma.

Our columnists of  this issue, Jill Wechsler, the Reflector, Bar-
bara Ryan, Bruce Liu, and Ira Studin, reveal insights on the state 
of  the industry in Europe, Asia/Pacific, and Washington along 
with a dive into finances and managed markets. 

I could go on, but I shall leave you with these parting words: 
2023 is shaping up to be another pivotal year in our industry. 
Many predict big shifts, and I look forward to seeing the  
innovations that will emerge. 

Changing of the Guard
Greetings, readers. My name is Meg Rivers, and I’m excited to be 
joining the Pharmaceutical Executive team as managing editor. While 
I have big shoes to fill in leading the brand’s day-to-day editorial 
function, as former editor-in-chief, Elaine Quilici, was exceptional, I’m 
happy to be jumping in with both feet starting this January issue. 
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JILL WECHSLER
is Pharmaceutical Executive’s
Washington Correspondent.  
She can be reached at
jillwechsler7@gmail.com.

The coming year promises to embroil federal health 
agencies, providers, and biomedical research 
organizations in a range of  contentious issues, as 
promising research on breakthrough therapies confronts 

policymakers looking to limit government spending on public 
health, R&D, and regulatory operations. Politics also will shape 
global health initiatives to combat antimicrobial resistance and to 
prepare for future pandemics, while drug coverage and costs remain 
a hot topic. FDA’s accelerated approval program will be in the 
spotlight, with manufacturers facing more pressure to withdraw 
from the market products that fail to confirm efficacy in timely 
postapproval studies. Drug shortages will continue to draw atten-
tion and proposed remedies as rising infection rates send patients 
to hospitals and drive a surge in demand for treatments. 

An anticipated end in 2023 to the public health emergency 
adopted two years ago to facilitate the approval of new treatments 
and preventives to COVID-19 will limit FDA emergency use 
authorizations that have helped speed promising treatments to 
patients. The change also may revise current telehealth flexibilities 
and broader healthcare coverage for lower-income patients. 

At the same time, FDA faces tight deadlines for implementing 
a host of new programs and policies established by recently 
reauthorized user fee legislation for drugs and medical products. 
These include initiatives to modernize manufacturing processes 
and for testing innovative therapies and monitoring their effects. 
Moreover 2023 promises to be a big year for cell and gene  
therapies as seen in FDA’s formation of an expanded Office of 
Therapeutic Products to handle the surge in regenerative, genetic, 
and mRNA therapies. 

Additionally, FDA and industry face a November 2023 deadline 
for full implementation of the Drug Supply Chain Security Act. 
This 10-year-old program requires all prescription drugs to be 
traceable from manufacturers to distributors and pharmacies, but 
it has been difficult to establish and subject to multiple delays. 

These and other FDA initiatives require the agency to attract 
hundreds of new scientists and analysts able to evaluate innovative 
therapies, handle complex regulatory requirements, and monitor 
manufacturing operations needed to ensure quality standards. 

The likely retirement of dozens of senior staffers moreover will 
further challenge agency capabilities.

POLITICS IN PLAY 
Notable changes in Congress promise to alter the tone and sub-
stance of the legislative debate and put pressure on federal fund-
ing of healthcare and biomedical research. New GOP commit-
tee chairs in the House are readying probes of what they claim 
was Biden administration mismanagement of the pandemic and 
failure to fully assess the Chinese origins of COVID. Republican 
promises to reduce federal spending also threaten anticipated 
increases in budgets for FDA, the National Institutes of Health, 
and Medicare and Medicaid. Cost-cutting for Medicare could 
include an increase in the eligibility age for seniors, reduced pay-
ments to providers and hospitals, and further revisions in Medi-
care reimbursement and coverage of prescription drugs. 

DRUG PRICING CONTENTIOUS
Continued Democratic control of the Senate makes it unlikely that 
Congress will revise the provisions in the Inflation Reduction Act  
that authorized Medicare price negotiations, curbs on certain drug 
price increases, and a price cap on insulin for Medicare beneficiaries. 
Democrats still want to extend the insulin cap and price hike limits 
to all patients, but that may be too costly to advance. High launch 
prices on new drugs draw criticism, and FDA leaders are exploring 
if less costly clinical testing could reduce development costs for such 
bespoke therapies. Some states will continue to push for FDA autho-
rization of drug import plans, as permitted by policies adopted 
during the Trump administration. Several states have devised such 
Canadian drug import programs, but so far FDA has not approved 
any due to continued concerns that the administrators cannot pre-
vent distribution of unsafe or unregulated products. 

Pharmacy benefit managers (PBMs) also will be in the 
spotlight, as Congressional leaders move to examine their role in 
drug access and pricing, issues already under investigation by the 
Federal Trade Commission. Both parties are reviewing the role 
PBMs play in determining patient outlays for drugs and in 
influencing Medicare drug coverage and costs. 

A Rocky Road 
Ahead for FDA 
and Industry 
2023 is poised to deliver a new set of challenges.
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Meeting Today’s Innovation 
Challenges with New 
Approaches to Partnership 
The five key principles for effective collaboration in pharma. 

A s we welcome a new year, I’m reflecting on what 
the future holds for partnering in pharma. And I’m 
not alone in this—10,000 of  us will be arriving in 
San Francisco this January for premier partnering 

conferences, where collaboration is a strategic priority for leaders 
across our industry. Appetite for partnership continues to increase, 
and with that, so does competition. 

At Astellas, we focus our efforts on areas of  high unmet need 
where we can deliver the greatest VALUE to patients and soci-
ety—areas of  high innovation potential that are largely unchar-
tered. That’s why we seek ambitious collaborators willing to step 
into the unknown to accelerate the development of  innovative 
therapies so we can extend and improve patients’ lives. 

To stand out to prospective collaborators, we must all ask our-
selves: “who are we as a partner?” Or rather, “who do we want 
to be, and what can we offer?” For me, there are five key principles:

1. Set a clear vision for partnership, focused on  
maximizing VALUE

       As many pharma companies, including Astellas, extend 
their strategies beyond disease management to encompass 
potential cures, we must shift our approach to innovation 
and focus on the collaborations that make it possible. Cur-
rently, there is significant unmet patient need across a 
range of  rare and chronic diseases. As such, partnering 
with ambitious organizations, particularly those working 
in new biology and modalities that span emerging R&D 
areas, is essential to deliver ground-breaking science. 

2.   Have a clear, long-term strategy 
       Increasingly intense competition and the high attrition 

rates inherent in advancing novel modalities mean that 
those looking to collaborate cannot afford to do so without 
a clear, focused long-term strategy. This is essential to act 
quickly and confidently when the right opportunities arise. 
It also demands a culture of  perseverance, working side 
by side and deciding together when to accelerate, pivot, 
and pause. 

3.   Inspire each other  
       Partnerships allow us to grow together. Nowhere is this 

more relevant than on new frontiers, such as cell and gene 
therapies. Acknowledging that we can learn as much as 
we can offer is essential to accelerating collective efforts in 
these unchartered fields. Astellas has changed through 
partnership—becoming stronger, combining the expertise 
and scale of  an innovative global company with the “bio-
tech-like” entrepreneurial spirit of  a startup. If  we are to 
redefine expectations of  care in the most difficult-to-treat 
diseases, we must bring together the best science with the 
brightest minds and advance it at the best location wher-
ever and however that may be.   

4.   Build an environment for innovation to thrive 
       Innovative partnership agreements can fail in suboptimal 

organizational setups. True collaboration is more than 
just gaining access to capabilities—it relies on drawing 
on each partner’s respective expertise and building the 
right environment for innovation to thrive. It means work-
ing flexibly, welcoming different perspectives and par-
ticularly for acquisitions, tapping into the deep under-
standing that comes from those who have researched and 
developed an asset from day one. That’s why, at Astellas, 
we want partners to have a seat at the table so that scien-
tific, operational, and commercial decisions can be 
agreed together.

5.   Approach each partnership as unique 
       Each partnering opportunity is unique. This means a 

timely and individualized approach to dealmaking, favor-
ing creativity and flexibility, is needed to reach a result that 
benefits everyone and recognizes the unknowns that often 
exist with early innovation. Through open collaboration 
and innovation, we can increase our collective ability to 
meet the pressing needs of  patients. 

If  you share our passion for innovation, find out more on how we can trans-
form the lives of  patients together at https://www.astellas.com/en/partnering.

ISSEI TSUKAMOTO 
SVP, Head of Business  
Development, Astellas Pharma Inc.

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

A t the end of 2022, a formal meeting in Brussels 
brought some sparks of life—if not very much 
light—into European discussions of medicines   
policy. Twice a year, the health ministers of the 27 

member states of the European Union (EU) get together for a 
meeting of what is known as the EU health council—and at its 
most recent meeting, in December, the health council was the 
unusual scene of some trenchant remarks.

The agenda was—as is usually the case—stacked with routine 
reports and information points on aspects of EU health policy, and 
the customary tone can be judged by closing comments of the EU’s 
top health official, Stella Kyriakides. “Today’s very rich council is 
a testimony to the unprecedented work that has been ongoing in 
the area of health over the past years, including during this presi-
dency,” she said in her congratulations to the Czech government, 
which had been in charge of the council for the last six months in 
the EU’s system of a rotating presidency. This came after ministers 
had spent a day wading through updates of the rules on blood 
transfusion, medical devices, and cancer screening. And her 
remarks delicately sidestepped the reality that ministers had not 
been able to debate promised substantial changes to the EU’s phar-
maceutical rules because officials had not completed their work 
on legislative proposals in time. “I want to thank the Czech health 
minister for a successful Czech presidency and for having advanced 
the work on many of our key health files,” said Kyriakides. Diplo-
macy tends to triumph over business at these meetings.

However, one item in particular did generate some more inci-
sive language—and amounted to an unusual baring of ministe-
rial teeth toward the medicines industry. It came in the context 
of yet another anodyne and largely self-congratulatory statement 
on the vaccines strategy that the EU developed over the last two 
years to counter the COVID-19 pandemic. The formal report 
of the meeting notes that: “EU ministers of health approved 
council conclusions on vaccination as one of the most effective 
tools for preventing disease and improving public health.” The 
EU strategy “represents a major step forward in ensuring the 
development, procurement, purchase, and distribution of medi-
cal countermeasures at EU level, such as of vaccines and thera-
peutics,” state the conclusions.

Rather more pointed exchanges took place during the meet-
ing itself because the success of the vaccine strategy—centered 
on establishing contracts with a handful of manufacturers for 
reliable supplies—has now become an embarrassment. Over the 
last two years, the EU reached a series of agreements—with 
Pfizer/BioNTech, Moderna, AstraZeneca, Johnson and Johnson, 
Novovax, Valneva, and Sanofi/GSK—for the supply of more 
than two billion doses of COVID vaccines running through to 
2024. Changes in demand means the member states don’t need 
them—or don’t need them now. So, the EU and its member states 
want to get off the hook. The companies are unsurprisingly reluc-
tant to rip up these contracts, and behind the scenes some tough 
talking has been underway over the last few months. 

The demure proceedings of the December health council were 
disrupted by an outbreak of member state resentment about the 
burden they now find themselves saddled with, which found voice 
in a series of less diplomatic interventions. Germany and France 
called for a single EU voice to exert pressure on companies, with 
a “firm message” to Pfizer. Lithuania said it now has a surplus six 
times its requirements and attacked the obstinacy of suppliers over 
contractual terms as “mere commercial interest.” “Destruction of 
vaccines is not something that we can accept” was the refrain. 
Denmark said that prices should be lower to reflect the lower degree 
of investment risk in what is now a well-established technology. 
And with a view to the future that could prove ominous for drug 
firms, the Netherlands and Belgium both warned that the EU 
should no longer leave itself dependent on one dominant supplier.

Circumstances have changed, repeated minister after minister 
during the meeting, invoking not only progress in countering the 
pandemic, but also the context of the energy crisis, the war in 
Ukraine, and rising inflation. Above all else, what emerged from 
the discussions was a determination to act in concert to persuade 
reluctant manufacturers to give way. Kyriakides urged coordina-
tion of the EU position to “move forward together in litigation.” 
“Companies must show greater flexibility,” she said. And from 
the chair, Vlastimil Vále, Czech deputy prime minister and min-
ister of health, underlined the need for firm action. “We have all 
agreed that it is indispensable that vaccine supplies be suspended 
until the contract is amended,” Vále concluded. 

Vaccine Surpluses 
Drive Acrimonious 
European Debates
Member states air concerns over excess supplies of COVID vaccines.
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Think Like  
a Behavioral Scientist 
Evolving the way we plan and assess market research. 

Behavioral science is the study of what influences behav-
iors at the individual, interpersonal, environmental, 
political, and societal levels. Using behavioral science 
models proven in public health departments, we have 

the ability to more accurately predict a topic under study, help 
understand evolving situations, as well as identify gaps in our 
knowledge and research. Basically, we can place a clearer scientific 
lens on customer behavior and get closer to the truth.

Research in behavioral and social sciences examines healthcare 
data to determine the trends in health-related behaviors, including 
the prevalence of  unhealthy behaviors and who is at risk. The 
research examines the influences that play major roles in these 
behaviors and that can enhance the effectiveness of  prevention 
programs or medical treatments by determining how to reduce 
negative influences and enhance beneficial ones. This research can 
help the healthcare industry identify where to concentrate preven-
tive efforts or how to prepare for upcoming health needs.

MASTERING A DIFFERENT KIND OF MODEL
Behavioral science aims to discover human behavior as a social 
process and the underlying contextual factors that shape it. Using 
theory in market research can provide a guide to data analysis 
because we structure the methodology in a scientifically imple-
mented, peer-reviewed theoretical base. If  we choose models appro-
priately, we can more accurately gauge the data in line with behav-
ioral science theories and models and analyze accordingly. Perhaps 
one of  the most important lessons in behavioral science is under-
standing the social determinants of  health. It is the understanding 
that there are non-medical factors that influence both health behav-
iors and outcomes. One of  the ways to address these factors is to 
apply the Social Ecological Model. This framework can be used to 
understand the complex dynamics between individual and 
environmental factors. The four levels are illustrated in Figure 1.

OTHER FRAMEWORKS AND THEORIES
The Transtheoretical model suggests that health behavior change 
can provide strategies for healthcare/pharmaceutical marketing to 
address a target population at various stages of  the decision-making 
process. This can result in interventions that are tailored (i.e., a 
message/concept or program component has been specifically 
created for a target population’s level of  knowledge and motivation).

The Health Belief  Model (HBM) proposes that people are most 
likely to take preventive action if  they perceive the threat of  a 
health risk to be serious, if  they feel they are personally susceptible, 
and if  there are fewer costs than benefits. A central aspect of  the 
HBM is that behavior change interventions are more effective if  
they address an individual’s specific perceptions about susceptibility, 
benefits, barriers, and self-confidence.Social Cognitive Theory 
(SCT) examines social influence and its emphasis on external and 
internal social reinforcement. SCT considers the unique way in 
which individuals acquire and maintain behavior, while also 
considering the social environment in which individuals perform 
the behavior. The theory also takes into account a person’s past 
experiences, which factor into whether behavioral action will occur.

UNDERSTAND THE ‘WHYs’ BEHIND BEHAVIORS
Traditional market research helps us appreciate the what, where, 
when, how, and who of  features, benefits, and beliefs of  different 
population segments. Behavioral science complements rather than 
competes. Why do people behave the way they do? Surely market 
research can offer a perspective that’s vital to understanding the 
underlying principles behind actions and activities, because if  you 
wish to change behaviors, you must change beliefs. And the logical 
evolution of  this discipline is to analyze the individual, interpersonal, 
community, and societal constructs—the fluid processes—
underlying factors and beliefs beyond personal experience. In my 
experience in the field of  public health, where medical experts 
must assess how the population will react to change, I am confident 
that the same application of  behavioral science will be of  similar 
value in the commercial side of  health and wellness. 
       

Brand Insights - Thought Leadership from Marketers / Paid Program

MICHELE KHAN 
Research Manager, The Agency 
Network at MJH Life Sciences

Figure 1. The Social Ecological Model

Societal

Community

Interpersonal

Individual

Laws and policies, systems, 
health and economic 
equity

Resources, social norms, 
labor wages, schools, 
neighborhoods

Demographics, social-
economic status, 
identification with specific 
populations or cultures

Family, caregivers, 
partner, friends, 
neighbors

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/


PHARMACEUTICAL EXECUTIVE JANUARY 2023

WWW.PHARMEXEC.COM

APAC Report10

Innovating the 
Go-to-Market 
Model in Asia  
An ecosystem perspective is the first step.

A t the beginning of  last year, some joked that 2022 
sounded like “2020 too.” As it turned out, they were 
too optimistic. Asia, like the rest of  the world, was 
hit hard by COVID-19’s omicron variants. Many 

countries had a hard time with the pandemic; meanwhile, others 
took draconian measures in their zero-COVID attempts, and the 
costs have been hefty. 

For a cloud this dark, there were some silver linings with mRNA 
vaccines, PCR kits, and antivirus drugs standing out as the top 
winners. More importantly, the pandemic has been a true catalyst 
for many pharma companies to revisit their commercial models. 

Firstly, relying on large hospitals and high-prescribing physi-
cians as the sole go-to-market thrust has become less and less 
effective. Still, old habits never die, and it was hard for pharma 
companies to break away. With the raging pandemic and ensuing 
restrictions, companies had to look for alternative ways to brave 
the storm, and some have gained new perspectives in the process.  

Pharma companies are operating in an ecosystem with           
different stakeholders, including peers, providers, physicians, 
pharmacies, patients, and payers: the “six Ps.” There are a      
number of  new themes emerging among them. 

Patients have more access to information but are not 
necessarily better informed. Online and mobile resources, 
social media, and peer support groups can be helpful sources of  
information on the diseases and treatment options but can be 
inconsistent and confusing. Taking a true patient-centric approach 
and empowering patients and caregivers with the right knowledge, 
information, and choices are an important first move as pharma 
companies reconfigure their go-to-market models. 

Providers and physicians continue to be the all-impor-
tant stakeholders but require a different engagement 
approach. Instead of  being viewed as only a conduit for pushing 
drugs, it should be viewed more holistically as they could be the key 
to improving disease education, diagnosis, treatment, and care stan-
dards. Drugmakers have opportunities to enhance engagements with 
providers and physicians in a more meaningful way to help build 
capabilities and capacities, especially for those in broad markets. 

Ongoing migration to online channels. Partly catalyzed by 
the pandemic, patients, physicians, and providers are moving to online 

and mobile channels. Online consultations accounted for around 
15% of  total consultations in China in 2022, compared to 6% in 
2019. Many physicians can practice and prescribe online and offline, 
which has been driving the growth of  online pharmacy. JD Health, 
one online pharmacy in China, reportedly boasted more than 130 
million active users by mid-2022, and its half-year revenue increased 
by a whopping 48%, compared to the same period last year. 

In light of  the ongoing changes, some pharma have had a hard 
time tinkering with the traditional ways of  doing things. Meanwhile, 
others are taking a more systematic approach to assessing the trends 
and implications, identifying the key stakeholders and their unmet 
needs as well as striving to innovate their commercial models.

• A leading pharma company joined forces with a diagnostics 
major to screen high-risk patients for lysosomal storage      
diseases (LSDs) and has helped diagnose more than 600 
LSDs in patients in China over the past three years.

• One provider has been partnering with community hospitals 
and clinics to improve the screening, diagnosis, and treat-
ment of  osteoporosis and has established itself  as a leading 
women’s healthcare brand in Asia.

• A specialty pharma company entered a partnership with 
online pharmacies to empower epilepsy patients with more 
disease knowledge and treatment information.

• Another major pharma brand has launched a chatbot (more 
popular among Japanese patients) to help patients and 
healthcare practitioners to access accurate and easy-to-
understand medical information. 

• A patient advocacy group for Huntington’s disease was 
instrumental in convincing China’s National Medical Prod-
ucts Administration and National Healthcare Security 
Administration for fast approval and reimbursement of  a 
new therapy, bringing hope for thousands of  patients in need.

With 2022 finally behind us, there are fresh hopes for the new year, 
together with more challenges and uncertainties. To paraphrase Her-
aclitus, the only thing that doesn’t change is change itself, and con-
tinuing to innovate will be key to staying ahead of  the changes.  

Selene Peng 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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I ndustry data suggests that orphan spend accounted for 
greater than 12% of  total drug spend in 2020. As orphan 
drug approvals increase, it’s axiomatic that they will cap-
ture a growing share of  the total drug spend.

With this trend putting its stamp on health plan economics, 
payers can be expected to gravitate to the 80/20 rule, where a 
growing concentration of  costs involve a small percentage 
of  drugs.  

Indeed, one respondent I recently interviewed for a market 
research study noted that his organization has a separate unit 
responsible for orphan drug approvals, denials, and appeals.

This landscape dictates that orphan drug manufacturers align 
launch planning with payer needs on product launches. Com-
ments below draw on recent discussions with payers to highlight 
their key business factors (KBFs), supporting the alignment theme.

PAYER KBFs: PRE-LAUNCH
Indication. A term used for pre-launch discussion is “PIE,” or 
pre-approval information exchange. Providing information 
around the indication is one part of  PIE. Payers’ reflexive concern 
is that an indication might be too broad and, at orphan prices, 
will instinctively think about limiting coverage to patients expected 
to benefit the most. The more manufacturers understand this 
issue from pre-launch discussions, the less risk for unanticipated 
restrictions after launch.

Disease education. A second part of  PIE is disease educa-
tion. Pharmacy decision-makers are almost certain to have little 
expertise on the orphan condition. As one respondent in a study 
put it: “The more I’m able to learn about the orphan disease in 
advance, the easier it is to start planning from a budget impact 
perspective and get an early start on pharmacy and therapeutics 
(P&T) review preparation.”

Distribution. The third main piece of  pre-launch informa-
tion for payers involves distribution. What issues stand out if  the 
drug falls under the medical vs. pharmacy benefit? Are there 
unique aspects to the distribution model? Will it be limited dis-
tribution? If  it is limited, plans will need an agreement with the 
specialty pharmacy provider before a drug claim can process.

PAYER KBFs: LAUNCH
Clinical data. Typically, a medical science liaison reviews trial 
design plus efficacy and any safety/side effect issues along with 
dosing and administration. It is at this point that the actual FDA 
label is discussed and questions addressed. It is also at this point 
that discussion of  inclusion/exclusion criteria occurs and why 
they should not be part of  the prior authorization criteria.  

Pricing and contracting. At launch, the manufacturer tells 
the payer the price. If  part of  the business model, this is when 
the manufacturer also introduces contracting.  

Two points bear emphasis. First, based on my conversations 
with payers, the priority is to have a simple rebate-lowering net cost 
rather than a more complex outcomes contract. Where outcomes 
contracting appears to meet payer needs is with one-time-only, 
million dollar-plus treatments where, rather than the full payment, 
reimbursement is tied to well-defined outcomes over time.  

Second, payers flinch at the “few lives have minimal impact” 
message. There are signs, for example, that health plans treat orphan 
products as one market basket. As a respondent put it, “When you 
look at orphan drugs as a single market basket, they’re having a 
huge impact. Probably the top 10 spend for pharmacy in general.”

PAYER KBFs: POST-LAUNCH
Health economics and outcomes research (HEOR). Pay-
ers want to see orphan manufacturers’ HEOR gameplan. They’re 
also interested in seeing real-world evidence in future years. 

Guideline updates. Guidelines vary in being authoritative. 
Evidence behind guidelines may not be top level. Language can 
be equivocal (“may” use). There can be a conflict of  interest with 
a specialty society. There can also be an explosion of  guidelines. 
Consequently, payers are likely to benefit from an expert, arms-
length guideline review.

CLOSING POINT
Payers need detail and data to support their own internal reviews 
and financial modeling. The more effectively manufacturers meet 
that standard, the more likely the two stakeholders will be on the 
same page at product launch. 

Payer Key Business 
Factors for Orphan 
Product Launches
Supporting health plan clinical preparation and financial modeling.
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Biopharma Investment 
Implications: Looking 
Back and Forward 
What a changing economy and related trends could mean for 2023.

I t’s Dec. 19, 2022, as I write this, and I can’t help but reflect 
on the past year. However, this column won’t get published 
until we are likely in the late innings of the J.P. Morgan 
Healthcare ( JPM) Conference—many of us in person for 

the first time since January 2020, which is hard to believe. 
Much has changed, both personally and professionally. It has 

been a historically challenging time, but not insurmountable, and 
we can be proud of  our resiliency and our industry’s success in 
bringing vaccines and therapeutics that were the path to reopen-
ing the economy and bringing back our freedom. We’ve found 
new ways to succeed, support each other, and—from a business 
perspective—prosper with increased productivity. I have an        
elevated appreciation for all that we may have taken for granted 
in life, as I am sure most of  us do. 

2020 and 2021 were record years for capital inflows into the 
industry, as investors were eager to fund the innovation renais-
sance, and the sector was one of  the very few for outsized returns. 
However, 2022 was a very different year in terms of  stock perfor-
mance and new capital inflows. In the past three-year period since 
January 2020, our industry has experienced the best times fol-
lowed by the worst of  them. The inflow of  new public market 
capital flowing into the sector in 2020 and 2021 represented nearly 
35% of  the total over the past 15 years. Nearly half  of  the com-
panies receiving this capital were preclinical or in Phase I, which 
is historically unprecedented. But immediately following the peak 
in February 2021, the biotech indexes have experienced the steep-
est and longest declines in history. There are many reasons for this:

• Extended valuations at the peak.
• The vaccines led to the reopening of  the economy, which 

meant that the cyclicals, which had depressed valuations 
due to the recession, were well set up for massive outper-
formance with the impending v-shaped recovery.

• Investors rotated out of  growth (No. 1 favorite biotech) into 
value (cyclicals).

• The hot economy led to inflation and a rapid response by 
the Fed with the steepest Fed-induced rise in interest rates 
over a short period of  time in a generation.

• This rate hike crushed the valuations of  long-dated assets, 

with biotech being the longest dated of  all, and the carnage 
to market caps has been substantial. 

• Biotechs are serial capital raisers, and the massive under-
performance meant that the sources of  new capital dried up.

• Many early-stage companies were not funded through 
major value inflection points and were hit the hardest.

• Forty-to-fifty percent of  companies in the sector will end 
the year with less than 12 months of  cash. 

However, things appear to be changing, and I’m optimistic about 
2023 for biopharma. The Fed is posturing a more measured 
approach with a slowing in rate hikes in response to moderating 
inflation. The possibility of  a recession is looming, which could 
provoke a rotation out of  cyclicals and into growth—most notably 
biotech, where valuations are depressed and many companies are 
trading below enterprise value. The innovation renaissance is real 
and positive data continues to be reported across the sector in areas 
of  high unmet medical need, which is fantastic news for patients, 
companies, and shareholders.

Lastly, but perhaps most importantly, M&A is and always has 
been a core pillar of  the growth strategies for the largest biopharma 
companies. Never before have they had more firepower to fund 
these deals, according to EY’s Annual Firepower Report, which is 
$1.2 trillion and rising. Further fueling the momentum for deals is 
the looming LOE for annual revenues of  about $225 billion begin-
ning in 2025, leaving a large growth gap to fill. 

In a Dec. 19 email, Tim Opler, partner at Torreya, wrote: 
“M&A[s] may have been slow for most of  2022, but we are ending 
this year with a bang. Last week saw $46.8 billion in biotech and 
pharma deal volume across nine separate transactions. This was 
the biggest week for M&A since June 2019, when AbbVie announced 
it was acquiring Allergan for $86 billion.” This volume, of  course, 
was led by Horizon’s impressive exit to Amgen for $27.8 billion.

Let’s hope we get more of  these announcements heading into 
or at JPM and that 2023 proves to be a better year for new capital 
inflows and stock price performance for biopharma and continued 
progress for patients.

Sending you all my very best wishes for 2023! 
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Enabling 
Authenticity
Natalie Bickford, chief people 
officer at Sanofi, reveals how 
she approaches the employee 
experience, which ultimately 
influences employee retention, 
and discusses the importance            
of a corporate DE&I strategy        
in those efforts.

By Meg Rivers
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A ll pharmaceutical companies must pri-
oritize their employees in order to have 
the right talent and ultimately bring 
treatments to the patients who need 

them. In today’s world, keeping and recruiting talent 
is a constant struggle, both within the pharma industry 
and elsewhere. Natalie Bickford, chief  people officer 
at Sanofi, works tirelessly to ensure that the employees 
feel valued, have growth, and have a long tenure. In 
her role, Bickford is responsible for all things HR 
(called “people and culture” within Sanofi), global real 
estate, and facilities and record management teams.

“The reason, in particular, that I have real estate 
and facilities management in my brief  is because, if  
you take the workplace and the environment that we 
create for people in the workplace and add it to every-
thing we do from a people and culture perspective, that 
[to me] is the employee experience,” says Bickford.

She describes Sanofi’s new French headquarters in 
Paris as a combination of  home and a close-knit com-
munity rather than a traditional office, which she believes 
will help to drive collaboration. While there are fewer 
than 500 people at their new headquarters, there are 
many services to help employees manage their daily lives.

“You need to give people a reason to want to come 
to the workplace. And I don’t think that a foosball table 
and a few bean bags is the solution anymore,” Bickford 
tells Pharm Exec. “I’m really excited about how we  
combine those two parts of  my jobs together to deliver 
an outstanding employee experience.”

An example of  how Sanofi is prioritizing its employ-
ees is how Bickford, herself, is supported. 

“If  I take myself  as an example, my family and I are 
in England. I work in Paris [on] Monday to Friday. I 
can never get my work clothes dry-cleaned because the 
dry cleaners are closed when I come to work; they’re 
closed when I go home; and I’m not here on the week-
ends to deal with it,” she says. “Now, we have some-
where for me to drop my dry cleaning in our headquar-
ters, and it gets delivered back to me two days later. It 
seems like a small thing, but it makes a big differ-
ence to me.”

Other employee services Bickford and the team at 
Sanofi prioritize include, but are not limited to, assis-
tance with childcare and caring for elderly parents and 
other family members. Bickford shared that, while she 
can deal with any kind of  stress in the workplace, focus-
ing on work can be difficult if  something is happening 
with family members. Again, she emphasizes the need 
to support the employee.

“It’s offering employees personal services in the 
workplace that allow them to feel supported because 
some of  these daily tasks are being taken care of  for 
them,” adds Bickford.

AUTHENTICITY MATTERS
Diversity, equity, and inclusion (DE&I) is important for 
every business. When Bickford arrived at Sanofi, she 
recalls the good work the company was doing globally 
around gender equity. The first thing she did was  
create a DE&I strategy for the organization, which is 
based on three pillars:

1. Building representative leadership
2. Creating a work environment where employees 

can bring their best selves
3. Engaging with the company’s diverse communities

“[The first pillar is] focused on building a diverse 
workforce that represents the communities that we 
serve,” says Bickford. “In there, for example, we have 
our gender target, which we’ve been very ambitious 
about; and [we] said by 2025, we would like to have 
50% of  all of  our senior leadership positions held by 
women and 40% of  our top 450 roles, [our executive 
population], held by women by 2025.”

Bickford explains that the company has clear poli-
cies on appointments at the executive level. For exam-
ple, they won’t hire someone if  the final two to three 
candidates aren’t gender-balanced. Instead, they will 
shift from looking strictly internally for candidates to 
externally as well in order to ensure all genders have 
equal opportunity and consideration. After that time, 
they will appoint the best candidate for the role irre-
spective of  their gender. 

Another program Bickford and team are pursuing 
is to train 140 female executives. This is a 12-month 
program for women all around the world who are of  
different nationalities and ethnicities. Each person has 
a sponsor and is given access to networking events and 
can participate in various opportunities. 

“That’s an example of  the sort of  thing that we’re 
doing to make sure that, as I say, it’s not just fine 
words—that we’re really delivering against our objec-
tive,” says Bickford. 

The second pillar is being executed through the 
company’s multiple global employee resource groups 
(ERGs). Each one has a member of  the executive com-
mittee as a sponsor. One example Bickford described 
was a dedicated event held during Pride Month, where 
Julie Van Ongevalle, executive VP of  consumer     
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FAST FOCUS
 » Natalie Bickford, appointed chief people officer 

at Sanofi in 2020, has worked in HR for more than 
20 years, with a diverse range of experience in 
consumer-facing industries. 

 » She previously worked as group HR director at 
Merlin Entertainments, the world’s second-largest 
location-based entertainment business, where 
she was responsible for 30,000 employees across 
Europe, North America, and Asia-Pacific. She also 
held senior HR positions at Sodexo, AstraZeneca, 
and Kingfisher Plc.

 » Bickford was awarded “HR Diversity Champion 
of the Year” at the European Diversity Awards in 
November 2019. 

 » Bickford graduated from the University of Warwick 
in French and international politics. She is also a 
board member of the Kronos Workforce Institute.

 » Bickford lives with her husband and two children 
in the English countryside and commutes weekly 
to Paris. 

healthcare, Sanofi, who’s also the executive sponsor of  the 
LGBTQ+ network, took part in. Taking place in Paris, this event 
for the ERGs had approximately 6,500 employees in attendance, 
live and remote. One person, who attended the event remotely, 
shared that they intended to come out to their colleagues—some-
thing they had never done before.

“I think it’s quite extraordinary that, in this day and age, if  
you’re not able—for example—to share your sexuality in the 
workplace, how can you possibly be bringing your best self ?” 
Bickford tells Pharm Exec.

The final of  the three DE&I pillars has an external focus, as 
compared to the first two with an internal focus. 

“This [third pillar] is about how we show up to the communi-
ties that we’re involved in. This includes things like supplier diver-
sity and work on diversity in clinical trials, but [it’s] also about 
making sure that every leader in Sanofi has an experience in 
corporate social responsibility in a very structured way,” says 
Bickford. “This doesn’t mean going and doing the one-day  
volunteering. This is about really having an impact in your com-
munity. That’s something, again, that we kicked off this year; and 
every leader will have needed to have an approved activity that 
they will then experience by 2025 as well.”

A PURPOSEFUL PATH
Not all executives in pharma got their start in this industry, which 
is the case for Bickford. She began her career in the banking 
industry—specifically at Barclays—in 1993 after graduating dur-
ing a recession, explaining that banks and accounting firms were 
the only companies actively recruiting at that time. In addition, 
Bickford didn’t intend to work in HR. She studied international 
politics at the University of  Warwick (London, UK). Realizing 
she didn’t want to be a banker, she shifted to recruitment. 

“But what I realized relatively early on was that I didn’t want 
to be a banker, and it was mainly because I couldn’t really touch 
and feel the product that I was selling. I also wasn’t entirely con-
vinced at all times as to the purposefulness of  what I was doing,” 
says Bickford. “After four years, I moved into graduate recruit-
ment and development within the bank, which I loved. That gave 
me the beginning of  my passion for HR.”

From there, Bickford left the banking industry and worked in 
several different industries for multiple organizations. But it was 
a personal experience—and recruiter—that led her to pharma. 

“My mother developed breast cancer and was prescribed a 
drug, which at the time was pretty revolutionary,” says Bickford. 
“It was one of  the early/better products on the market. When I 
was called by a headhunter, asking if  I’d be interested in going 
to AstraZeneca to run HR for the UK, I realized that it was 
AstraZeneca who was making the drug that was essentially sav-
ing my mother’s life. I went to the interview, and that was really 
my entry into the pharma world.”

Staying with AstraZeneca for two years, she then made the 
leap into the hospitality sector, where she stayed for 12 years. 

“I learned a lot of  very good discipline around how to really 
make every penny/euro/dollar count to focus on what was most 
important and to be very pragmatic around what was going to 
make the most difference from the people experience perspec-
tive,” says Bickford. “To be honest, I was kind of  fairly set on 
staying [in hospitality] for the rest of  my career. Then I got a 
phone call from Paul Hudson (current CEO of  Sanofi), who I’d 
worked with at AstraZeneca many years ago, asking me if  I’d be 
interested in considering this position [at Sanofi]…I’d always said 
I would go back to life sciences because it was something that I 
felt very passionate about, but I didn’t necessarily anticipate really 
making that move.”

As it happens, Bickford took another leap and returned to the 
pharma industry. 

“The thing that makes life sciences stand out for me is this 
real sense of  higher purpose that people have [when] working 
in this industry; and I really don’t believe that people come to 
Sanofi to earn their salary or their bonus or their long-term 
incentives. They’re coming to work because they feel a passion 
for changing people’s lives, improving people’s lives,” she says. 
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“If  we think about what our purpose is, which is around chasing 
the miracles [of] science to improve people’s lives, people feel 
that—whatever part of  the business, whether they’re in R&D, 
whether they’re in HR, whether they’re in manufacturing. I think 
that’s really powerful, and it’s very addictive to me as an environ-
ment to work within.”

MENTORSHIP VS. ROLE MODELS
While Bickford is a great believer in having mentors and sponsors 
(and a clear distinction between the two), she explains she was never 
truly part of  a formal mentoring program. Instead, when she looks 
back on her career, she recalls managers who took a chance on her.

“Those pivotal moments have usually involved someone being 
prepared to take a risk on me,” says Bickford. “I don’t think that 
happens by accident. It’s very important to build relationships 
and to maintain them, and sometimes over years and years. 
Because at a certain point, that relationship [other than giving 
you benefits and value as you go along] could unlock an oppor-
tunity for you that might not have been there before.”

In addition to managers being willing to take a chance on 
her, there were people she looked up to who (somewhat indi-
rectly) helped her along her journey. Alison Brittain, CBE, cur-
rently the CEO of  Whitbread, was one of  those people. Early 
on in her career, Bickford worked for Brittain during her time 
at Barclays and describes how Brittain was unabashedly herself. 

“In those days, a lot of  senior successful women were having 
to behave a little bit like men, which I don’t think is the case any-
more, (which is a good thing),” says Bickford. “[Brittain] always 
stood out to me as somebody who was very authentic before we 
knew the term ‘authentic.’ But she was very authentic. She was 
irreverent, and she laughed at things. She was confident.”

Eventually, Brittain went on to be the CEO of  several FTSE 
100 companies and has moved into the non-executive director 
(NED) world, becoming a chair of  a couple of  organizations as 
well as sitting in NED positions for large organizations.

“She’s always been a trailblazer for me, and I greatly admire 
that,” says Bickford. “Because it doesn’t matter how senior you 
might think you are in an organization, there are always people 
to admire and to learn from.” 

BALANCING WORK AND LIFE
Like many, in addition to her role at Sanofi, Bickford must also 
balance family life. Her kids are older now, but after taking mater-
nity leave with her two children, she came back to work full time. 
She describes how women in the industry, at that time, would 
have their careers stalled if  they didn’t return to work right away. 

“In those days, you’d look at potential in terms of  ‘have they 
gotten to this level by this age?’ Certainly, the concept of  being 

high potential and working part time just was not the thing,” says 
Bickford. “If  you went part time, you were essentially saying, ‘I’m 
no longer ambitious to have an impact.’ And so, I came back to 
work full time.” 

Just as she’d had a role model to look up to, Bickford wanted 
to be a role model for her children. 

“I wanted them to see that you could be a parent and have a 
career at the same time and that careers weren’t just for dads or 
[that] mums just stayed at home,” she says. “When I look at my 
children, who are now 19 and 22, and I look particularly at my 
daughter (who’s 22), it wouldn’t occur to her that she couldn’t 
just go out there and do whatever she wants to have a go at. I’d 
like to think that I’ve played a part in that by being a role 
model for her.”

However, Bickford describes the need for better equality all 
around—not just in the workplace. 

“I think we’re getting to a place where we have far better equal-
ity in the office. I’m not sure that we have such great equality at 
home,” she argues. “I often say it’s the small things that make the 
difference. My husband has always been a brilliant support. But 
he will say to me, ‘What are we doing this weekend? Where are 
we going on holiday in the summer? Did you book a taxi to go 
out to dinner?’ I would [also] always be the one who went to or 
at least knew when the childrens’ parents evening conferences 
were with their teachers; organized their birthday parties; made 
sure they took presents to other kids’ birthday parties; that they 
had clothes that fitted them. So, I do think that if  we could drive 
more equality at home, it will help women with their careers.”

While the industry has come a long way, there are still many 
efforts needed to ensure employees feel valued and supported and 
that the workplace is diverse in order for people to be fully and 
authentically themselves, which ultimately will enable them to impact 
more lives. And Bickford is making great strides to do just that. 

It doesn’t matter      
how senior you might   
think you are in an 
organization, there   
are always people        
to admire and to    
learn from.

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/


WWW.PHARMEXEC.COM

18 Industry Outlook18 PHARMACEUTICAL EXECUTIVE JANUARY 2023

What We Foresee in ’23
Pharm Exec’s Annual Industry Outlook
Exploring the most relevant topics affecting the biopharma industry as the new year 
gets underway—ranging from trends ripe with risk and opportunity to those driving 
more definitive growth opportunities in patient care.   

One unfortunate trend that the pharmaceutical  indus-
try is set to face is that of  cybersecurity. There is no 
current government infrastructure in the US to pro-
tect individual organizations outside of  the govern-

ment at this time. As such, the pharma industry is on its own and 
must spearhead its own cybersecurity efforts.

In an interview with Pharm Exec, Lieutenant General (LTG) 
(retired) Ed Cardon recommends that all companies must think 
of  cybersecurity in the following way: “It’s not if you’re going to 
get hacked, it’s when.” Everything can be hacked. It’s a matter of  
how much time and resources a hacker utilizes to do so. 

General Cardon was the commanding general of  the US Army 
Cyber Command. Since his retirement from the US Army, he 
has continued working with both government and commercial 
cybersecurity entities to better secure networks and data.  

For the pharma and biotech industries, the three key threats 
when it comes to cybersecurity, according to General Cardon, 
are 1) advanced persistent threats (APTs), which are nation-state 
hackers; 2) ransomware, which is normally criminal in nature; 
and 3) insider threats, such as witting and unwitting insiders within 
an organization.

There are other threats, such 
as “hacktivists,” but they are cur-
rently not the primary threat. An 
important feature of  cyber actors 
is that they are constantly evolv-
ing—the environment is dynamic, 
not static.

APTs are considered a serious 
threat because a country (or 

nation-state) has determined that hacking a particular network 
is important, such as stealing IP or data. They will look at an 
organization’s cybersecurity as a system—assessing information 
technology, suppliers/supply chain (such as third parties’ connec-
tions to a company’s information technology network), the facil-
ity itself, as well as analyzing the people and facilities, General 
Cardon explains. 

The problem is: no matter what an organization does to pro-
tect itself, they are at a disadvantage. As General Cardon describes 
it, an APT can attempt to hack a network 10 million times, and 
they only have to be right once. On the flip side, an organization 
must be right 100% of  the time. 

“This is why I believe a company needs help against a nation-
state,” says General Cardon. “There’s no way a company could 
defend itself  against the nation-state long-term.”

For ransomware, on the other hand, the motivation isn’t to 
acquire IP, data, or other information. Instead, the motivation is 
money—and making it as fast as possible. If  a target is too diffi-
cult to hack, the criminal will move to the next target, General 
Cardon notes.

One way to combat cyber threats is what he calls the “zero-
trust principles,” which start with the premise that everything can 
be—and is assumed to be—hacked. General Cardon breaks down 
the principles further:

1. Authentication. This includes passwords, two-factor 
authentication, etc. to ensure everyone is who they say 
they are before having access to a network.

2. Segment the network. People should only have access 
to what they need within a network (e.g., not everyone 
needs access to clinical trial data or IP data). 

Our 2023 Trends
Cybersecurity
Pharma Workforce
Social Media 
Patient Hubs
Inflation Reduction Act
Partnering with Academia 

Cybersecurity Threats & Pharma
The steps companies can take now to better protect themselves and their data.
By Meg Rivers
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3. Encryption. Even if  hackers break into a network, they 
can’t get the data unless they have a supercomputer. 

4. Monitoring. Sensor the network so the cybersecurity 
team can “see” the network in a way that allows anoma-
lies to stand out.  

Another idea is to build resilience, redundancy, and regen-
eration for the highest-value assets. First, make the network resil-
ient through good “cyber hygiene.” An example is rapidly updat-
ing and patching software as soon as it is available. Second, if  a 
process or data is critically important, ensure there is a redundant 
system. General Cardon explains that you shouldn’t have “all the 
crown jewels in one place” (i.e., important data and information 
in one sole location, network, or server). Finally, have a plan to 
regenerate the network when all else fails. This capability is acces-
sible via most cloud technologies today. 

It’s impossible to defend everything everywhere all the time. 
But General Cardon recommends companies consider the fol-
lowing strategies to more effectively limit the opportunities for 
potential threats.

• Utilize more than firewalls and endpoint security. 
• Use threat-informed “maturity models,” which is the 

assumption that everything is hackable. Start with an 
analysis of  what systems, processes, and/or data are 
of  greatest value to a hacker and organizing cyber 
defenses accordingly. 

• Put a monitoring system in place to detect anomalies, 
including computer behavior heuristics, for early detec-
tion of  a potential problem. 

• Use “white hat hackers” (cybersecurity professionals) for 
penetration testing to attack an organization’s network to 
identify vulnerabilities on a periodic basis. 

It’s not if you’re     
going to get hacked,   
it’s when.

Industry Workforce Seeks Clarity 
An evolving job market has forced life sciences companies to respond.
By Andy Studna

The past three years have been a roller coaster ride for 
the global job market. While the pandemic is nearing 
an end—or, at least, some sense of  normalcy has 
resumed—it has been a significant disruptor to the 

general workforce. On top of  that, inflation as well as a potential 
financial crisis coming to fruition in 2023 are other economic 
factors influencing the current job market. 

According to the most recent US Bureau of  Labor Statistics 
reports, the number of  jobs added to the market has held steady 
from September through November 2022, with a reported  
increase of  260,000 in November. That figure, however, was the 
lowest mark for any month since December 2021.1 But factoring 
in an unemployment rate at 3.7%, which is one of  the lowest 
since 1969,2 and you have a job market, in the US at least, that 
is begging for more clarity. 

The biopharmaceutical workforce is no different from other 
industrial sectors when it comes to the rapid changes it’s going 
through. Pharm Exec reached out to former Pharm Exec Emerging 
Pharma Leader Greg Griesemer (selected in 2018), the founder 
and senior HR advisor at 1130 Consulting, for insights on this 
critical trend in the life sciences space.

Keeping in mind 1130 Consulting works extensively with clin-
ical-stage biotechs, Griesemer highlighted three main trends:     
1) companies moving to a more remote workforce strategy;           
2) scaling back on hiring plans in 2023 and 2024; and 3) the job 
market shifting to favor candidates.

When discussing the shift to remote work in recent years, it’s 
difficult to leave the pandemic out of  the conversation, as 
COVID-19 is what ultimately started this trend. 

“There are a number of  companies we work with that moved 
to a remote workforce strategy during COVID and have not 
returned to the office as of  yet,” says Griesemer. 

This shouldn’t be a surprise, as the number of  remote oppor-
tunities available in the job market has skyrocketed since before 
the pandemic. According to Ladders, a high-level job search 
website, remote job opportunities represented nearly 15% of  all 
high-paying job listings in Q3 2021. In Q4 2019, the number 
was at just below 4%.3

As COVID becomes more of  an afterthought in the present, 
what is keeping some organizations from going back to the office? 
After all, commuting and working in an office setting was a        
regular part of  life pre-pandemic. 
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“Companies have received the benefit of  additional work that 
has taken the place of  an employee’s commute, and those extra 
hours each day can equate to an extra day’s worth of  work each 
week in some cases,” Griesemer tells Pharm Exec. “This has caused 
productivity to soar, and companies have moved the line on goal-
setting over the past two years in correlation to that spike.” 

According to research by Owl Labs and Global Workplace 
Analytics, 74% of  employees feel happier when they work 
remotely.4 As Griesemer alluded to, the reasons vary from not 
having to commute to spending more time with family.

Meanwhile, the number of  remote opportunities is on the rise. 
But what does the number of  opportunities in the overall job mar-
ket look like going into the new year? As evidenced by some of  
the statistics cited earlier, the outlook appears a bit muddled for 
job seekers. One thing that does appear certain, however, is that 
companies are creating new game plans for hiring. 

Among clients of  1130 Consulting, Griesemer says companies 
are scaling back their hiring plans for 2023 and 2024 to open up 
more funds for use in clinical trials, given how difficult it has been 
to raise money the past year. 

“Many [companies] who are already public are struggling to 
raise, as valuations have come back down to earth, and those that 
were planning IPOs have pushed those plans out into the second 
half  of  2023, hoping the market will return then,” he says. “This 
has a direct impact on workforce workload.”

Griesemer is also seeing the job market favor candidates more. 

One of  the main reasons for this trend goes hand-in-hand with 
much of  today’s workforce being remote. 

“Candidates are bringing a list of  requirements with them, 
primarily related to work schedule and location,” he explains. 
“Many still want to be remote with an occasional trip to the office.” 
This has flipped the script on hiring companies that are still pri-
marily in the office, forcing them to reevaluate their views on 
remote work and evolve to acquire talent.” Griesemer adds: “This 
is especially relevant with regulatory affairs and biostats roles in 
particular, as those skills remain in hot demand.”

With financial and economic drivers in flux, there is uncertainty 
surrounding the pharma workforce dynamic heading into the new 
year. With new demands from candidates and a limited number 
of  open positions, companies must continue to evolve in order to 
acquire talent from this new generation of  job seekers. 
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Social Media’s Complex Climb  
As new channels enter healthcare conversation mix, engagement strategies are changing.  
By Fran Pollaro

Pharma social media advertising has been trending in the 
news as of  late as a “blue check” snafu occurred on the 
newly-owned Elon Musk version of  Twitter. Under the 
Twitter Blue program introduced by Musk, a supposed 

blue check-verified Ely Lilly post stated that the company was 
offering free insulin. It was a hoax, and because of  a relatively slow 
response by an understaffed Twitter and by Lilly, real-world con-
sequences emerged in the form of  a stock plunge that didn’t 
recover for the better part of  a month. The fallout as well as the 
loss of  confidence in Twitter as a marketing vehicle has been piv-
otal as most large pharma organizations and partnering agencies 
have paused campaigns, labeling Twitter has a high-risk buy, and 
rightfully so. It’s an enormous, politically charged project that’s 
off to a bit of  a rocky start for Musk.

WILL TWITTER RECOVER?
Despite this inauspicious beginning, the Twitter retreat is likely 
a mere pause, as Twitter is wildly popular with healthcare pro-
fessionals (HCPs) as a peer-to-peer network and as a vehicle to 
connect with patients. Twitter’s value is rooted in the fact that a 
clinician could share known and trusted information with cred-
ible experts in the field very quickly and globally—whether it is 
a debate around a clinical trial or new data or a conversation 
following an industry conference. And for pharma brands, Twit-
ter was the place for them to be involved in the conversation. 

Pharm Exec chatted with Matt Titus, VP and chief  commercial 
officer, epocrates, a mobile medical reference app, to get back-
ground on Twitter’s value to the HCP community and an opinion 
on the current situation. “From an individual clinician standpoint, 
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Twitter was the gold standard of  scientific exchange among 
HCPs, but the current uncertainty around the platform is both 
interesting and dangerous at the same time,” he tells Pharm Exec. 
“If  the platform goes away, there’s a big gap in terms of  how 
pharma companies can get their brand and message involved in 
credible conversations.” 

Titus believes this will be the big challenge pharma companies 
face in the year ahead.

Social monitoring captured by Ferma.AI shows that MDs 
aren’t really abandoning the platform in droves, which is a good 
signal. Ferma.AI’s study included 566 physicians, vetted and 
mapped to their National Provider Identifiers, found that 75% of  
physicians who were active during scientific conferences (i.e., the 
American Society of  Clinical Oncology, the European Society 
for Medical Oncology, etc.) continued to post on Twitter in the 
chaotic week after the Lilly incident.1 

The platform is essential to physicians; thus, it should          
continue to be essential for pharma marketers. While Twitter is 
likely going to regain its value as a must-have in a media mix, 
it’s not the only option or channel that should be utilized—many 
others are on the horizon, with noise around potential                 
competitors, Mastodon and Bluesky Social. Companies should 
also keep an eye on other formats such as BeReal. 

ZOOM STAR REPLACED THE PODIUM STAR
Pharm Exec consulted Christian Rodgers, industry marketing 
veteran and senior vice president, social media, at PRECI-
SIONeffect, to discuss key opinion leaders (KOLs), digital opin-
ion leaders (DOLs), and useful platforms. Rodgers had regularly 
worked with KOLs, and when the adoption of  social media in 
the industry took hold, it gave way to the newly coined DOL. 
Initially, KOLs didn’t prioritize maintaining a reputation on 
social media; so, the aim, which was challenging for Rodgers 
and his team, became finding doctors that had influence both 
at the podium and on social media and were the right fit for a 
particular topic. 

COVID-19 was the accelerator, of  course, as healthcare and 
life in general turned digital and virtual. The KOL podium was 
replaced by the DOL Zoom to handle peer-to-peer education 
and conference activity. It was cheaper, could reach more people, 
stimulate a more robust and diverse discussion, and it was            

convenient. Much like everything else that turned digital and 
social, DOLs established a firm foothold and are now more impor-
tant than ever in terms of  achieving the exponential reach 
social media offers.

Social media, previously an incremental investment for 
pharma, is now foundational, much like Google Ads were a year 
ago—its highest value lies in being able to push invaluable con-
tent out to the right audience at the right time via precision 
targeting. And there are many ways of  doing that: Twitter, as 
previously mentioned; although Instagram is pulling away from 
Facebook, the pair offer the same algorithm and wide audience; 
LinkedIn has improved its tech slowly and is very important to 
HCPs; lastly, TikTok, despite its worrying connection to China’s 
Communist Party and its associated data concerns (at latest 
count, seven US states have banned TikTok from government 
phones), has incredible advantages and traits that distinguishes 
itself  from competitors.

“Creating effective TikTok videos is less about generating pol-
ished, highly produced content and more about offering audiences 
content that comes off as authentic and genuine,” Rodgers tells 
Pharm Exec. “Content that feels professional or over-produced can 
convey brand messaging well but immediately reads as advertis-
ing—which means it must work harder to grab users’ attention 
and elicit engagement. Most digital media are ‘lean in,’ whereas 
new vertical video formats like TikTok, Instagram Reels, and 
YouTube Shorts, require a ‘lean-back’ mindset, leaving social 
viewers with an experience much closer to television than the 
more traditional social media networks. The algorithms are so 
strong and responsive that content is more often about reaching 
the right audience at the right time.”

WHAT ABOUT PATIENTS?
Sure, the pharma industry is certainly aware that the patient is a 
target, but what’s developing as of  late is a patient-centric strategy, 
where pharma’s involvement doesn’t stop at time of  prescription; 
it extends throughout the entire customer journey, from initial 
interest through adherence and positive outcome. Nearly 60% of  
adult Americans have at least one chronic disease.2 As such,    
sticking with patients is of  the utmost importance for the brand, 
for business in general, and for the patient. Social has a big role 
in this positive relationship.

Content that feels professional or over-produced can 
convey brand messaging well but immediately reads  

as advertising—which means it must work harder  
to grab users’ attention and elicit engagement.
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Pharm Exec reached out to Steven Xie, former director, 
omnichannel marketing at Biohaven and current director, 
omnichannel innovation migraine portfolio at Pfizer (after Pfizer’s 
acquisition of  the biotech in October). Biohaven’s migraine treat-
ment, Nurtec ODT, was recently named the top brand in TGaS 
Advisors’ “Digital Marketing Competency Report,” which ana-
lyzed more than 160 biopharma brands through the lens of  digi-
tal patient branded execution.3

If  you’re looking for success via social, you should consider 
modeling your approach or at least take lessons from the small 
company of  1,000 employees, which in the middle of  the pan-
demic, launched and rocketed their brand to the top of  the mar-
ket within 18 months and continues to widen its lead. Biohaven’s 
lean, patient-centric, omnichannel strategy is one that heavily 
relies on a digital ecosystem, a wise and necessary approach for 
a company that had entered the migraine market against a com-
petitor 40 times its size in AbbVie (and its drug, Ubrelvy).

“Using social is not about chasing a shiny object—social doesn’t 
operate in a silo. It’s about the overall media design: using differ-
ent channels at different moments in time to create different types 
of  engagement with different objectives,” Xie tells Pharm Exec. 
“Twitter can help us drive traffic to our website, for instance, and 
Facebook, Instagram, Reddit, and TikTok all have different roles 
to deliver different content and drive different actions.”

Social is a place where a lot of  honest and dynamic conversa-
tion are taking place, but people communicate very differently on 
these various channels, and the Biohaven team knew they needed 
an authentic, low-cost, big-impact, native social strategy that 
helped it connect emotionally with audiences on different plat-
forms during different times of  their health journey.

“We couldn’t compete with the large pharmas and big TV 
budgets; so, we employed a curated high-value, action-oriented 
approach to maximize every dollar spent,” says Xie. “The idea 
was to understand what ‘stops the scroll’ and use precision target-
ing with different data partners to address multiple segmentations 
and create a unique personalized journey at different touchpoints 
by using dynamic and personalized content.”

Xie and his team also leaned into cultural moments by creat-
ing memes and posts that piggybacked on the topical and trending 
with humor and intelligence.

Additionally, the company utilizes genuine influencers and 
patient advocates from all walks of  life to help tell the authentic 
patient story at different times in a patient’s journey. For example, 
those people affected by migraines who are still not quite ready to 
talk to their doctors about a solution would receive disease aware-
ness content tailored to consideration; meanwhile, others further 
along their healthcare journeys would receive information about 
the benefit, the patient experience, how they take it, or the savings 
program—content more tailored to conversion.

ENGAGE NOW
A recent DHC Group/Aktana survey of  50 industry executives 
across digital, brand marketing, field sales, and data analytics indi-
cated 98% of  them found omnichannel strategy to be “very impor-
tant,” while more than 50% of  these companies say they are not 
yet optimizing HCP engagement across touchpoints.4 

If  pharmaceutical organizations aren’t optimizing for their tra-
ditional primary target (HCPs) across touchpoints like social, for 
instance, are they optimizing for other stakeholders? From one 
perspective, this screams “get in gear;” from the other, it indicates 
“double down,” as less than 50% of  companies have a distinct 
advantage in the marketplace. Somehow, it’s still early days for the 
industry and social. Time is of  the essence. 
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Patient Hubs Continue Growth 
How technology will play a big role in advancing pharma approaches in patient support.  
By Meg Rivers

Patient hubs are becoming the heart of  communication 
between pharmaceutical companies and patients for 
select therapeutics. Yet this form of  communication is 
imperfect and requires improvement for the patients 

who need direct communication with the manufacturer—and in 
order to truly make this service comprehensive. There are many 
things that should be considered when planning (and, ultimately, 
executing) patient hub programs. As you may surmise, utilizing 
technology will be one significant trend in the coming year—spe-
cifically, using technology to best address patient needs.

“Technology paired with deep therapeutic expertise have been 
the catalyst for evolution in the patient hub space over the course 
of  the last 15 years,” says Kathy Spencer-Pike, senior vice presi-
dent of  commercial services, CoverMyMeds. “A guiding principle 
I gained during my career in pharma is to deliver the best pos-
sible experience to patients and providers. That translates to 
patients receiving access to their medication as quickly as possible 
along with necessary training and education to support adherence.”

These technologies help to automate routine parts of  patient 
hub programs, such as prior authorization and benefit investiga-
tion/verification, explains Spencer-Pike. This then saves human 
intervention for meaningful activities, such as exception manage-
ment, that help meet the unique needs of  each patient.  

“Connectivity between the entire care team—including pro-
viders, pharmacists, caregivers, and patients—is also critical to 
ensure efficient care coordination throughout the patient journey 
that helps support improved patient outcomes,” adds Spencer-Pike.

Irene Infanti, subject matter expert, Zensights, a consulting 
and software solutions company, believes that it’s critical to move 
patient hubs to an “omnichannel methodology.”

“The industry needs to be creative and remove barriers to help 
patients gain access via non-traditional channels,” says Infanti. 
“There are still a lot of  phone calls and faxing in this space. Get-
ting to online access with chat and text capability while maintain-
ing patient privacy and healthcare compliance will become more 
important each year.”

While the patient should always be front and center when plan-
ning for and executing patient hub programs, drug manufacturers 
can also benefit from streamlining digitally via new technologies. 

“Pharma leaders building their commercialization strategies—
including patient access, affordability, and adherence programs—

can leverage technology to automate traditionally manual, repet-
itive processes,” says Spencer-Pike. “When technology helps do 
some of  the heavy lifting, the patient journey can be simplified 
through an optimal balance of  automation and human interven-
tion. This approach also helps reduce burden and burnout among 
care teams and helps free them up to focus more on patient care 
instead of  paperwork.”

In addition to standardizing processes through technology, 
organizations must know and better understand patients’ needs. 
According to Suzette DiMascio, executive vice president of  FFF 
Enterprises/InCircle Review and advisory board member for 
Zensights, technology has helped to put the patient at the cen-
ter. Bil Daniels, director of  patient support services, LEO 
Pharma, adds that manufacturers should take the time to under-
stand the specific needs of  their customer base, which can vary 
by disease state. As a result, this will help them to determine 
what type of  patient support model they should deliver to 
the marketplace. 

Azfar Agrawal, senior manager of  patient support services, 
LEO Pharma, provides the example that some patients may be 
open to digital engagement, whereas other patients may not 
be—adding that it’s important to meet their needs in their 
preferred way. 

But technologies shouldn’t be the “north star.” Companies are 
sometimes led to believe that particular healthcare vendors are 
the best option for their patient hub program without fully con-
sidering patients’ needs. 

“Manufacturers spend a lot of  time mapping the ideal patient 
experience and always try to create their program to complement 
that patient journey,” says DiMascio. “Many times, I think they 
[companies] get swayed by the vendor that gives the best presen-
tation, and choosing the wrong partner can impact particular 
patient disease journey that they’re trying to assist.”

The north star should always be the patient. What needs do 
they have? What needs aren’t currently being met? How can the 
technologies utilized for these programs meet their needs and 
standardize processes within the pharma company? New tech-
nologies and strategies are bound to emerge this coming year; and 
hopefully, they change things for the better. 

To read the full version of  this article, visit www.PharmExec.com.
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The Potential Impact of the IRA
Interpreting what the Inflation Reduction Act could mean for biopharma.
By Lisa Henderson

The 2022 Inflation Reduction Act (IRA) is 274 pages, and 
the biopharma industry’s attention to the IRA is         
Title 1, Committee on Finance, Subtitle B Prescription 
Drug Pricing Reform.1 This contains the following: 

• Part 1: Lowering Prices Through Drug Price Negotiation
• Part 2: Prescription Drug Inflation Rebates
• Part 3: Part D Improvements and Maximum Out-Of-

Pocket Cap for Medicare Beneficiaries
• Part 4: Continued Delay of  Implementation of  Prescrip-

tion Drug Rebate Rule
• Part 5: Miscellaneous

For context, Subtitle B comprises pages 17 through 89 (72 pages) 
and is preceded in order by Subtitle A Deficit Reduction, coming 
in at 16 pages. As related to biopharma, the IRA is going to take 
time to weed out on a variety of  levels—understanding, implemen-
tation, and unintended consequences. 

Signed into law on Aug. 16, 2022, the IRA allowed Congress 
to create the Drug Price Negotiation Program, which gives the 
secretary of  the HHS the ability to negotiate directly with drug 
manufacturers on behalf  of  Medicare recipients. The HHS secre-
tary and drug manufacturers will negotiate a “maximum fair price 
(MFP)” for some brand-name drugs that have no generic com-
petitors. It includes all eligible drugs covered under Medicare Part 
D (retail prescription drugs) and Part B (treatments administered 
by doctors or other providers in an outpatient setting). Now, five 
months in, biopharma is—arguably so—still trying to figure out 
what the law means in the day-to-day business. 

An infographic timeline from the Centers for Medicare & Med-
icaid Services (CMS)2 is probably easier to understand than the 
actual written law (albeit with very little detail). The first significant 
milestone indicates that: “By Sept. 1, 2023, CMS will announce 
the first 10 Medicare Part D drugs selected for the Drug Price 
Negotiation Program. [MFP] negotiated for these first 10 Part D 
drugs will go into effect in 2026.”2

Some consultants think the 2026 implementation date gives the 
industry time to breathe while others say “not so fast.” 

Could the law be repealed? The Drug Price Negotiation 
piece for “drug pricing” is very popular with lawmakers and the 
public. In an interview with STAT, Stephen Ubl, president and 
CEO of  the Pharmaceutical Research and Manufacturers of  
America (PhRMA), said that there probably wouldn’t be a signifi-
cant change to the law in the short-term because the same political 

balance of  power exists (i.e., the same president and democratic 
Congress), which will not be pressed to address this.3 

Could the law be challenged? In a December article from 
our sister publication, Pharmaceutical Commerce, Ed Schoonveld, man-
aging partner and founder of  the value and access practice at ZS, 
said the following of  the IRA: “The level of  penalties for not com-
plying with CMS rules gives a strong scent of  direct price control 
rather than negotiations; this is also likely a basis for [a] legal chal-
lenge of  the IRA.”4 Schoonveld, in an email exchange with           
Pharm Exec, commented: “We don’t even know what CMS will use 
as a basis for what they decide is a fair price. It is also not clear yet 
what the impact will be on the private market.” 

He stresses that the magnitude of  penalties make this price con-
trol, but not speaking as a lawyer, he is unsure of  what the legal 
angle or strategy would be, or what legal standing any stakeholder 
would have (i.e., PhRMA). “My guess would be that it would have 
to be one or more of  the companies that are directly impacted by 
the first selection of  drugs up for ‘negotiation,’” said Schoonveld.

Meanwhile, according to Ubl, PhRMA’s job for the next couple 
of  years is to capture the negative innovation impacts that can be 
presented to Congress for a better political calculus. “It’s going to be 
difficult because manufacturers aren’t going to want to talk about 
programs they are cancelling, orphan indications, follow-on research, 
etc.,” he said.3 

In addition, PhRMA will be figuring out basic questions, such 
as what Schoonveld mentioned: How are the drugs going to be 
selected? Is it gross prices or is it net prices? How are MFPs going 
to be established? What are the opportunities for input to CMS 
and HHS from manufacturers and other stakeholders?

Ultimately, as the industry knows, and as Ubl noted in the STAT 
interview, drug pricing is a systems problem—one, he said, pricing 
reform efforts in the IRA failed to recognize. 
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Co-creating New Innovations
Pharma companies are teaming with academic institutions earlier in the R&D process. 
By Mike Hollan

The ways that academic institutions are partnering with 
the life sciences industry are changing. While the two 
groups have a history of  working together, the ways 
in which they approach these partnerships have 

evolved. Traditionally, academic research focuses on early-stage 
research with the goal of  getting the results published in presti-
gious journals; meanwhile, life sciences companies focus on 
research that will improve patient outcomes with the goal of  
bringing a product to the market.

In a conversation with Pharm Exec,    
Chandra Ramanathan, global head, innova-
tion hubs, Danaher Corporation, and a 
Pharm Exec Editorial Advisory Board mem-
ber, explains how the dynamic is changing. 
The catalyst for this is a new understanding 
of  the importance of  innovation.

“Traditionally, universities were the source 
of  innovation,” says Ramanathan. “Typi-

cally, the way that innovation gets translated, gets into a company, 
and then makes its way to [a] product is when an early adopter of  
that innovation gets acquired by a larger biopharma company. 
Another way, however, is for a biopharma company to work with 
an academic institute to co-create something.”

Larger companies are looking to be in at the ground floor of  
innovation. This means partnering with academia earlier in the 
process. Ramanathan explains that there are several reasons for 
this. This new mindset is replacing the old method of  relying on 
mergers and acquisitions to bring new innovations to companies.

The downside of  waiting for innovations to be developed and 
mature and then incorporating them is that other companies take 
notice as well. This creates more demand, making it more difficult 
and expensive. There are also situations where companies find them-
selves locked out of  benefiting from certain types of  innovation.

But it’s not just a drive to co-create and have ownership of  new 
innovations that are pushing these partnerships forward. 

“If  you look at what’s transforming healthcare,” says              
Ramanathan, “one thing is that we use the word ‘cure’ much 
more than we did in the past. The focus is on treating the root 
cause of  the disease, not the symptoms. Another change is a focus 
on prevention and early detection. So, when you look at some of  
the genomic medicines being developed, the way it’s being admin-
istered is happening in an academic setting. This brought aca-
demia closer to the product and more important to life sciences             

companies. Many major academic medical centers are develop-
ing these capabilities internally.”

The increased interest in cell and gene therapies (CGTs) is also 
making academic partnerships much more attractive. These institu-
tions can do the translations and proof  of  concepts in-house, meaning 
that a lot of  the value can already be captured at a much earlier stage.

According to Ramanathan, a big reason why these CGTs are 
seeing more attention is that technology has finally caught up to 
the science. Researchers have been studying the human genome 
for decades, but technology has finally become advanced enough 
to start developing cures based on that research. Since CGTs 
require innovative techniques to develop, pharma companies are 
looking more and more to partner with academic institutions.

There are also benefits for academic institutions. While these 
entities may have a stronger track record when it comes to innova-
tion, life sciences companies often have a more focused approach 
to research. Ramanathan describes this focus as being targeted 
directly at meeting an unmet patient need.

The result is that academic institutions are benefitting from a 
sharper focus, while life sciences companies are getting involved in 
the research and trials early enough in the discovery process to still 
have more freedom and help co-create new innovations.

Ramanathan believes this trend will continue to grow in the 
coming year. While the current conditions are proving fruitful for 
both academia and life sciences companies in a variety of  ways, 
there’s one main reason that he says they will continue. That rea-
son is these partnerships are helping to translate new scientific 
discoveries into methods that have a positive impact on patient 
needs, which Ramanathan describes as the “true north” of  the life 
sciences field. As long as these partnerships are benefitting patient 
needs, they will continue to grow. 

Chandra                
Ramanathan

We use the word ‘cure’ 
much more than we did  
in the past. The focus  
is on treating the root 
cause of the disease,  
not the symptoms. 
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The pharmaceutical industry is changing the way that 
it looks at payment structures due to the continued 
advancements in precision medicine and cell and gene 
therapies (CGTs). These new treatments and therapies 

not only cost significantly more than traditional treatments, but 
each therapy also has a much smaller pool of  patients who ben-
efit from it. This is causing problems between the life sciences 
companies, healthcare professionals (HCPs), and payers—who 
all need to figure out how to get these lifesaving (but expensive) 
treatments to the patients who need them.

One solution to this problem is value-based contracts (VBC), 
and the industry is taking notice.

Unlike the current pricing models, VBCs don’t rely on phar-
macy benefit managers (PBMs) and rebate programs to deter-
mine cost. Instead, the pharma companies negotiate with pay-
ers to determine a set of  measurable outcomes for the patient. 
Payment for the treatment is then tied to whether or not those 
outcomes are met.

In a conversation with Pharmaceutical 
Executive, Jim Lang, Eversana’s CEO, 
explains: “I think the best place to use 
VBCs, and where you see them being used 
the most, are really for the very expensive 
kinds of  cell and gene therapy where you 
can directly measure if  it worked or not. 
Did it cure the patient’s condition or not? 
For example, there was recently the new hemophilia drug that’s 
priced at $3 million and is for a rare [type of] hemophilia, type 
B. That seems ridiculously high priced, but those people could 
consume $10-20 million in healthcare cost[s] over their lifetimes 
without this treatment. It’s easy in those environments to see if  
the therapy takes and payment should happen or not. I see peo-
ple experimenting a lot with that.”

Lang is part of  a growing number of  people in the life sci-
ences industry who believe that VBCs will become much more 
prominent in the coming years. He says that while he expects 

VBCs will grow in prominence, they are being embraced at a 
slower pace than he and other industry professionals expected.

To understand why this is happening, it’s important to under-
stand the recent surge in precision medicine and CGTs.

CELL AND GENE THERAPIES
As the name suggests, precision medicine is based on provid-
ing treatment to patients based on their specific genetic con-
ditions. Researchers look for specific biomarkers in patients, 
which are then used to provide targeted treatment. For exam-
ple, doctors may be able to target specific genetic drivers caus-
ing tumors to grow in a patient and treat them, as opposed to 
using traditional treatments like chemotherapy that take a 
widespread approach and target all cancer cells, regardless of  
the patient’s specific genetics.

In August, Pharmaceutical Executive reported that new US drug 
approvals with pharmacogenomic labeling increased from 10.3% 
in 2000 to 28.2% in 2020,1 showing an increase in the industry’s 
interest. Due to the complex nature of  these therapies, which 
often require expensive testing and treatment processes, payers 
are struggling to find ways to make them cost-effective under the 
current pricing models.

In a conversation with Pharmaceutical 
Executive, Girisha Fernando, founder and 
CEO of  Lyfegen, explains that CGTs pro-
vide a “radical change” to the pharma 
industry. Instead of  treating a patient for 
10-15 years and spreading the cost of  cov-
erage over that time period, these new 
therapies have the potential to cure serious 
diseases. Of  course, these therapies can 
cost the healthcare system up to millions of  dollars over a very 
short period of  time (sometimes even for just a one-time treat-
ment administration). 

This provides significant benefits not just to patients, but also 
to stakeholders in pharma a biotech organizations.

Jim Lang

Girisha Fernando

Stars Aligned for Pricing Model?
Value-Based Contracts May be Poised for Takeoff   
As new forms of cell and gene therapies continue to be developed, life sciences companies and 
payers need to find alternative ways to pay for these expensive treatments. Value-based contracts, 
though slow to gain traction so far, may provide the solution these groups are looking for.

By Mike Hollan
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“It’s not just if  the industry wants to embrace VBCs in the 
coming years, it has to,” says Fernando. “If  pharma companies 
have to, then payers and healthcare systems have to as well. 
We’re seeing this shift accelerated because of  the introduction 
of  an increasing amount of  cell and gene therapies. It’s just that 
$2-4 million drugs do not fit in the reimbursement system that 
we currently have. We’re seeing more and more that drugs and 
therapies are being carved out from health insurance and cov-
erages, and that is not a sustainable solution moving forward.”

A SLOW RISE
While VBCs are getting a lot of  attention 
now, they’re not a new invention. Indranil 
Bagchi, senior vice president and worldwide 
head of  value and access at Novartis Oncol-
ogy and a Pharmaceutical Executive Editorial 
Board member, explains that these types of  
contracts first appeared more than a decade 
ago. According to Bagchi, VBCs progressed 
much more quickly outside of  the US in countries like Australia, 
Denmark, Italy, and Spain, to name a few.

“The reason for that,” says Bagchi, “is primarily because of  
market access restrictions, in terms of  how products get priced, 
reimbursed, and what type of  assessment they go through to be 
listed on national formularies.”

Outside the US, he notes, the focus on market access restric-
tions occurs significantly earlier and is much more stringent. “In 
the US, physician choice and ability to prescribe is still front and 
center; whereas, in countries like England, Germany, Sweden, 
etc., physicians can’t always write prescriptions at will,” Bagchi 
tells Pharmaceutical Executive. “[The treatments] need to be what 
their national agency approves. These health technology assess-
ment agencies (HTAs) assess treatments and technologies and 
decide if  it can be included in the national formulary, based on 
the value it brings to the healthcare system; if  not, then the treat-
ment would not be reimbursed within the national healthcare 
system. That also happens here in the US, but to a much lesser 
extent than in Europe.”

As a result, countries outside of  the US are less able to rely on 
rebates when determining prices of  medicines and treatments, 
making the need for VBCs much stronger than in the US. Due 
to the rise in CGTs, however, more life sciences companies are 

starting to see the benefits. While VBCs may make it easier to 
bring these treatments to patients, putting these contracts into 
place isn’t always necessarily easy.

DIFFICULT NEGOTIATIONS
VBCs may help bring effective, yet expensive, treatments to 
patients, but they also require a great deal of  negotiations between 
pharma companies, Medicaid home and community-based ser-
vices (HBCs), HTAs, and payers before they are put in place. 
These contracts require a set of  specific outcomes, in order to 
determine when and how payments are processed. Negotiations 
won’t just focus on these outcomes but also how they are specifi-
cally going to be measured. According to Bagchi, this includes 
what endpoints need to be assessed, in what population, what 
time period will the results be collected in, and how this data is 
adjudicated on whether the medicine is working or not.

“All of  that can be in the gray zone,” he explains. “There are 
certain medicines where the endpoint is very clear and the time 
window is very finite, but that’s not how most medicines are. You 
have to decide: what data to collect, in what population, over what 
time; who pays for the data collection; how do we determine the 
data is reliable; and how does that [data] get adjudicated? All of  
these can be points of  conflict between the payer provider and 
the pharmaceutical company.”

Lang believes that insurance reform is a “fundamental chal-
lenge” to VBCs really taking off. According to Lang, the problems 
don’t just stem from the difficulties in negotiating the contracts, 
but also from how most people get access to health insurance. 
Employer-based health insurance is one of  the most common 
ways people get covered, which means that they are likely chang-
ing their healthcare coverage every time they change jobs.

“The problem is the person who pays for my things could change 
by the end of  the year,” says Lang. “It’s very difficult, sometimes, 
to make the cost of  treatment and the payment scheme around the 
cost deal with the eventually that you could change employers and 
be with a different commercial plan, or you could be switching to 
a government plan for whatever reason.”

Bagchi explains that for most companies, it’s easier to get a 
rebate agreement based on price and volume. Those contracts 
are simple and are easily concluded. For example, the payer buys 
a certain amount of  product and then files for a predetermined 
rebate. With VBCs, however, the value must be determined. It 

There are certain medicines where the endpoint            
is very clear and the time window is very finite,            

but that’s not how most medicines are.

Indranil Bagchi
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isn’t until after the therapy is performed and enough time has 
passed that companies can then determine if  payment should be 
issued. This causes issues on the payer’s side due to infrastructure, 
data requirements, and trust factors.

That’s not to say that insurance companies don’t have reasons 
to advocate for VBCs, Fernando notes. He says many insurance 
companies are worried that PBMs may end up taking control of  
CGTs. As he explains, PBMs first appeared approximately 15 
years ago and were initially intended to help cover and negotiate 
drug prices. Since then, however, the system has changed in ways 
that the insurance companies aren’t happy with.

“Now, [PBMs] have become non-transparent and are driving 
prices up because they’re incentivized on the rebates,” contends 
Fernando. “It’s 10-15 years later, you have 2% of  the population 
that’s incurring 51% of  the overall drug cost. That’s ridiculous. 
Payers are skeptical that this could [be] a repeat of  that if  PBMs 
take control of  cell and gene therapies or the negotiations of  
those prices.”

Since VBCs don’t fit the rebate model commonly used by 
PBMs, this could help pharma companies and payers regain 
some control over the process.

Ultimately, to make VBCs work, drug manufacturers and 
payers need to have reliable data collection and analysis  
methods. For a variety of  reasons, there is a surge of  new com-
panies boasting novel AI- or machine learning-based programs 
designed specifically for pharma companies to analyze data. 
Fernando provides the example of  placing many prior authori-
zations of  a drug.

“This makes it much more difficult for doctors to prescribe 
that drug,” he explains. “A formulary more based on value would 
help health insurance [companies] to remove those barriers and 
prescribe the real value-adding drugs. Doctors can benefit from 
more evidence and real-world data demonstrating the value of  
the drug rather than just relying on clinical trials.”

WIDESPREAD ADOPTION OF VBCs
Bagchi believes it makes sense for companies to utilize VBCs 
across the board and not just for CGTs for rare conditions. 
Despite this, he acknowledges the difficulties with trying to use 
these contracts on more traditional drugs and treatments.

Tracking the results of  a treatment used for rare diseases is 
relatively easy for a variety of  reasons. The most obvious one is 
the sample size. Not surprisingly, the eligible population for a 
rare disease treatment is going to be much smaller (and, there-
fore, easier to track) than that for a medicine to treat cholesterol 
or hypertension, for example, which is being prescribed to many 
more people across the planet.

For many CGTs, the treatment either works relatively quickly 
or it doesn’t. Bagchi gives an example of  a cancer cell treatment, 
where the patient responds within a month’s time and as such is 
suitable for setting up a VBC, whereas many traditional medi-
cines have a much longer window of  time within which they may 
show response, and often the results may not be as cut and dry. 
Analyzing results for these treatments in a value-based system 
will take significantly more time and resources.

“Is the cost of  doing this worth the return on the benefit that 
you’re getting? Some might argue for big problems, minute con-
tracts that come with guarantees might not be feasible. They 
might be desirable, but they might not be feasible,” says Bagchi. 
“If  you focus on rare diseases, where the numbers are much 
smaller, mortality is very high; chances are a stronger case can 
be made compared to that for more common diseases.”

INCENTIVIZING VALUE
The current pricing model in the pharmaceutical industry is 
often accused of  not valuing drugs and treatments the right way. 
Due to incentivized rebates and negotiations with PBMs, a treat-
ment’s success may not depend on how effective it is, but if  it’s 
well positioned. The current system also provides several methods 
to restrict the use and administration of  a drug.

CGTs are a new way of  treating patients that require a dif-
ferent approach to determining the product’s cost. VBCs might 
provide some challenges to the industry, but many also believe 
they may be the best way to allow doctors to start prescribing 
these complex, yet potentially curative therapies. 
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Sales-Rep Compensation
Adding Long-Term Incentives to Mix 
As they are forced to do more with less, pharma commercial leaders 
should rethink their incentive programs to ensure their sales teams 
remain strong drivers of growth.

ROHIT GUPTA
Vice President of Analytics  

Strategy and Transformation, 

Beghou Consulting

Several macro trends in the pharmaceutical industry are 
putting pressure on companies to do more with less. Com-
panies are grappling with reduced selling, general, and 
administrative expense budgets; fewer blockbusters; more 

“micro” launches; increased digital promotions; and continued 
restrictions on access to healthcare professionals. In some cases, 
these industry dynamics will force sales leaders to shrink their teams 
while at the same time attracting and retaining top reps who gen-
erate the most sales results. 

But attracting and retaining these top sales reps requires 
pharma companies to rethink their approach to incentive com-
pensation. One approach companies should consider is to add 
long-term incentives to the compensation stack. Pharma compa-
nies have long used long-term incentives (e.g., stock options, long-
term cash awards, etc.) to incentivize and retain manager and 
c-suite-level professionals. However, companies have traditionally 
incentivized sales reps with short-term bonuses (e.g., annual 
bonuses). While short-term incentives for sales reps remain impor-
tant, long-term incentives can play a key role in helping pharma 
companies, both big and small, to retain their top talent. 

Though pharma companies are starting to introduce long-
term incentives, it is not a widespread practice in the industry yet. 
Further, companies must be careful not to adopt long-term incen-
tives in an ad hoc manner. This approach can result in situations 
where the long-term incentive isn’t sizable enough to meaning-
fully motivate reps. It can also result in situations where the long-
term incentive isn’t sufficiently different from the short-term 
incentive. Consider a yearly long-term incentive program. The 
payout for this long-term incentive may happen alongside the 
annual short-term incentive payout. This limits the differentiation 
between the two and limits the motivating power of  the long-term 
incentive as a result. Therefore, it’s important for pharma com-
mercial leaders to adopt a strategic approach as they construct 
their long-term incentive programs. First, let’s look at the differ-
ent types of  long-term incentives companies can implement.

OPTIONS FOR LONG-TERM INCENTIVES
Long-term incentives enable sales reps to earn rewards for the long-
term benefits they generate for the organization alongside the 

rewards they receive for their short-term impact and sales results. 
Long-term incentives typically come with a vesting period, which 
provides built-in motivation for a rep to stay with the company and 
earn the full payout. In some cases, this vesting comes in the form 
of  a“cliff” payout (i.e., the payout comes all at once). In other cases, 
the payout is delivered in installments over a set period of  time.

As companies implement long-term incentives for their sales 
forces, they should look at the entire ecosystem of  long-term 
incentive options. There are pros and cons with each and a hybrid 
approach that includes multiple long-term incentives may be ideal 
for many pharma companies. 

The three categories of  long-term incentives are as follows:
• Cash payouts are the simplest long-term incentives. 

They are easy to understand and administer but can pose 
cashflow challenges for cash-strapped companies.

• Restricted stock units are units of  stock that a com-
pany provides based on predefined criteria and value. 
However, restricted stock units can be an expensive com-
pensation method for a fast-growing company since it is 
typically giving away high-value equity. 

• Stock appreciation rights (stock options) give recip-
ients the option to purchase shares at a fixed price. Stock 
appreciation rights offer a great upside if  the option’s 
strike price is lower than market value at the time of     
exercise. However, options have no salvage value if  the 
market value is less than the strike price for the option. 
Thus, the rep may end up with nothing (unlike the other 
two options described above). 

The optimal mix of  long-term incentives will vary from com-
pany to company. But it’s important to be strategic when          
implementing a long-term incentive program.

CREATING A COHESIVE INCENTIVE 
COMPENSATION STRATEGY
As we noted, a pharma company should avoid an ad hoc approach 
to implementing long-term incentives. Instead, it should strategi-
cally integrate long-term incentives into its      incentive compen-
sation program. By adopting a strategic approach, a company 
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will be able to define the optimal value and mechanics of  its 
long-term incentives and ensure the incentives it puts in place 
help it address its unique retention challenges.

This effort begins with benchmarking and analytics around 
market dynamics and the company’s unique retention challenges. 
Commercial leaders should collect and analyze a mix of  data 
and information (e.g., attrition rates, compensation data, com-
petitive intelligence, etc.) to begin to construct the company’s 
long-term incentive program for sales reps. Alongside this          
collection of  data and information, commercial leaders also must 
think through questions such as:

• What mix of  long-term incentives should we implement?
• What benchmark value should we aim for?
• What vesting period is optimal?

Additionally, a pharma company needs to ensure its long-term 
incentive program aligns with the company’s overarching incen-
tive compensation philosophy and strategy. A company’s incentive 
compensation philosophy must be consistent across short- and 
long-term incentives. For example, if  a company has an aggressive 

short-term incentive program to encourage quarterly sales results, 
it doesn’t make sense to put in place a meager long-term incentive 
program. The “tone” of  these programs must align. If  a rep is in 
line for significant short-term rewards if  they perform, they must 
see the same potential value in the long-term incentive program.

DEPLOYING A COMPREHENSIVE 
INCENTIVE COMPENSATION PORTFOLIO
The need to do more with less puts pressure on pharma com-
mercial leaders to proactively find ways to retain their top sales 
performers. Extending the use of  long-term incentives beyond 
the domain of  management and the c-suite and offering it to 
sales reps will help companies attract and retain top reps.

Pharma commercial leaders should deploy a benchmarking 
and analytics-based approach to develop long-term incentive 
programs that fit strategically within a company’s incentive 
compensation framework. By adding long-term incentives to 
the incentive compensation toolkit, pharma commercial lead-
ers will strengthen their ability to build—and keep—a sales 
dream team. 
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Closing the Digital Gap 
FDA’s Oversight of Social Media 
The parameters governing pharma promotional speech in digital and 
social media have struggled to keep pace with the rapidly evolving 
healthcare communications landscape. How can FDA play catch-up in 
advancing an agenda more reflective of industry and patient needs?

MARK S. SENAK 
Senior Vice President & Partner, 

FleishmanHillard, and author of   

the blog, Eye on FDA

There was a time not very long ago when the average 
patient received the bulk of  information about his or 
her condition while sitting in the doctor’s office. 
There might have been pharmaceutical company 

brochures in the waiting area or charts on the wall. The patient 
may have read about a new treatment recently approved by 
FDA in a newspaper that appeared at the end of  the driveway 
each morning, or they may have seen a medicine advertised 
while watching the evening news on television that would be 
brought up when seen by the doctor. Communication was 
largely one-dimensional. The bulk of  the information exchange 
would occur in the exam room between the doctor and the 
patient. Those days are, of  course, long gone. 

A SLOW RESPONSE TO A FAST-CHANGING 
COMMUNICATION ENVIRONMENT
With the advent of  the internet came the familiar Dr. Google 
followed by social media platforms where news was delivered all 
day and all night from a huge variety of  sources, including health-
care information. People could personalize their sources, share 
it, and even participate in commentary on it. The entire way we 
communicate changed, becoming not only multidimensional but 
highly personalized and curated. People transitioned from being 
passive recipients of  healthcare information to more dynamic 
partners. The old days were left far behind. We changed.         
Unfortunately, FDA has not. 

Early adopters of digital and social platforms were primarily 
the young—using Facebook, Twitter, and blogs to share personal 
information and activities at the time. It did not take long for the 
institutional use of these platforms to take root, especially as 
marketers realized the potential. With promotional speech highly 
regulated by FDA’s Division of Drug Marketing, Advertising, 
and Communications—known today as the Office of Prescrip-
tion Drug Promotion (OPDP)—the industry was among the last 
to embrace social media. Some said they would never even 
attempt it. The participatory nature of social media, the space 

limitations, and a whole host of other issues begged new ques-
tions about the rules that required answers. Without answers, 
there was a perception of high risk associated with wading into 
this new space. Consequently, pharma was among the last of 
institutional users of these platforms.

At social media’s infancy, FDA’s approach to the regulation of 
digital and social media could be summed up in seven words: “It’s 
not the medium, it’s the message.” In other words, the agency, like 
many others, underestimated the potential of these platforms and 
saw no reason to offer new insights into the agency’s regulatory 
approach. Even in the regulatory void, the increasing migration 
by patients to digital left little choice but for the pharmaceutical 
industry to follow. Before long, some companies opened dozens 
of Facebook pages, Twitter feeds, and Instagram accounts, both 
branded and unbranded. Even FDA, itself, came late to the game 
and developed a wide range of social media assets, which was a 
tacit acknowledgment of the fact that health-seeking behaviors 
and communications had undergone a dramatic shift. 

FDA’s enforcement over promotional speech in those days had 
been much more robust than by today’s standard. The agency 
issued a healthy number of warning and untitled letters each year. 
In 1998 alone, FDA issued more than 12 letters each month. By 
contrast, in 2021, the agency sent out only six letters for the entire 
year and was on track for an even smaller number in 2022.1 

To add to the uncertainty of the regulatory environment, in 
April 2009, the agency engaged in an extraordinary enforcement 
action—issuing 14 untitled letters that covered 45 different brands 
for a violation on a digital platform over a single day.2 This seemed 
to be a repudiation of the earlier stated position that, “It was the 
message, not the medium.” The action was directed entirely at a 
specific medium: the banner advertisement. 

Until that action, there had been a widespread understanding 
among the industry that risk information could be adequately 
conveyed by a reference where there was a limitation in space. In 
other words, presenting the name of a drug and its indication with 
a link that took an Internet user to a page that included risk       
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information was within regulatory parameters. It was commonly 
referred to as the “one-click rule.” 

The problem, of course, was that it wasn’t a rule at all. It was 
merely a common practice and, as such, was perceived as an 
accepted practice. In fact, it was (and is) one that FDA regarded 
as violative and acted to underscore the point, dramatically 
demonstrating the impact a lack of regulatory guidance can 
have. A few days later, The New York Times carried a story about 
the action with the headline “FDA Rules on Drug Ads Sow 
Confusion as Applied to the Web.”3

DEVELOPING GUIDANCE FOR INDUSTRY
This spelled the need for clarity. Later in 2009, FDA signaled an 
openness to reconsider the dogma of  the “it’s not the medium, 
it’s the message” perspective, announcing a two-day Part 15 meet-
ing in Washington, D.C. to gain stakeholder input on the agency’s 
approach to regulating speech in digital and social media.4 The 
agency posed five questions as the basis for the discussion. It was 
presumed by many it would offer the framework for eventual 
guidance from the agency. The agenda covered the topics of  (1) 
determining ultimate responsibility for communications within 
social media operations; (2) communications in venues where 
there are space limitations; (3) correcting misinformation posted 
by third parties; (4) the appropriate use of  links; and (5) questions 
specific to adverse event reporting. 

While there had been widespread hope that a single guidance 
document would shortly result, it was almost five years later that 
FDA issued two primary draft guidance documents. The first 
addressed communications in a venue where there are character 
space limitations, specifically on presenting risk and benefit infor-
mation in that context. The second was on correcting third-party 
misinformation, which provided a great deal of  clarity related to 
the issue of  responsibility for communications. 

WHERE ARE WE NOW?
Since that time, digital platforms have come and gone. The 
widespread use of  smartphones has expanded access exponen-
tially. The social media assets of  all the stakeholders have pro-
liferated, both branded and unbranded. At the same time, 
enforcement has plummeted. Health-seeking behaviors, par-
ticularly during the COVID-19 pandemic, highlight not only 
the need for information but the need for accurate information 
to counterbalance a stream of  misinformation. In short, the 
role of  the internet and social media has grown considerably 
while the traditional forms of  communication have correspond-
ingly diminished. By contrast, traditional platforms like com-
mercial television, where direct-to-consumer (DTC) advertise-
ments might have once been a primary source of  information, 
diminish as increasing numbers of  households have cut the cord 
and rely instead on select internet communications. 

At the same time, new platforms continue to emerge.         
TikTok—a short-form video hosting platform—has become 
one of  the latest means by which pharmaceutical companies 
engage with digital audiences. How do branded communica-
tions in that kind of  environment work? What are the rules? 
What are the parameters? 

In short, the dynamism of  change in the communications 
environment demands a similarly balanced dynamism in provid-
ing the regulatory parameters in which the industry is operating. 
Without it, we return to the “one-click rule” days where there 
are norms operating without established guidance.

READING THE TEA LEAVES
In developing social media guidance, the agency avoided dis-
cussion of  specific platforms, sticking instead to enunciating 
agency principles in delivering fair balance—for example, 
where there are operational challenges. Does FDA need to pro-
vide insight into TikTok since it has emerged in prominence? 
Probably not. But it would seem desirable for the agency to 
develop a perspective of  how the dynamics of  that communi-
cations environment (i.e., short-form videos) might be treated 
by FDA. Given the rapid changes in the digital environment—
where platforms have come and gone sometimes with astonish-
ing speed—being platform-agnostic made sense. But it also 
leaves a good deal to interpretation.

Short-form videos aside, another pressing issue is in relation 
to the optimization of  a website for mobile device viewing. For 
large swaths of  people, access to information on the internet is 
not via computer but rather via a mobile device (i.e., a smart-
phone where the view of  a website is a far different viewing expe-
rience than on one’s desktop screen). 

The draft guidance document on operating under space lim-
itation is insufficient on issues relating to the presentation of  risk 
information for both short-form videos and website optimization. 
Rather, the agency appears to be relying on stakeholders in the 
industry to consider its past direction. As such, the industry is left 
to read the tea leaves. 

Where might those be found? There are three primary means 
to discern FDA’s regulatory outlook. The first is obviously through 
the issuance of  guidance documents. As mentioned, to date, there 
have been only two documents that, taken together, address the 
bulk but not the entirety of  the questions posed as the framework 
of  the Part 15 meeting discussion.5 There is still a lot that is lack-
ing, particularly regarding the use of  links. 

The second means of  providing the industry with direction is 
through enforcement patterns. But as noted, enforcement has 
not only slowed to a trickle, out of  the over 350 letters issued by 
the agency since 2004, there has been only scant enforcement 
related to social media.6 There have been a few letters involving 
YouTube, three that were related to Facebook, and two           
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regarding Instagram.6 There have been none involving Twitter. 
That said, within the past few years, there appears a slightly 
increased scrutiny of  digital communications. Of  the 10 letters 
issued in 2021 and 2022, FDA has twice cited banner ads, one 
sponsored link, and one Instagram post. In other words, enforce-
ment has involved digital/social communications platforms 40% 
of  the time.6 The fact that banner ads and sponsored links still 
appear the subject of  regulatory action letters signals that the 
agency is unchanged regarding the incorporation of  risk infor-
mation by reference. That leaves the appropriate use of  links 
question raised in the original Part 15 framework without             
further clarification.7 

The third insight into regulatory intent is looking to subject 
matter that is the focus of  OPDP’s research efforts. But very little 
of  the research has been focused on outstanding social and digi-
tal questions. Rather, there continues to be a focus on DTC adver-
tising. One exception was a 2017 analysis of  how branded pre-
scription drug promotion delivered risk and benefit information 
on mobile platforms.8 The study concluded that, while risk and 
benefit were being presented in the mobile presentation, the infor-
mation was “not equally prominent and accessible.” An earlier 
study in 2016 examined the placement of  risk information in 
DTC websites, without specifying mobile.9 That defines the issue 
but not the solution. What presentation of  risk information in 
this setting is the most effective? How do people interpret what 
they see? How does what they see influence their perceptions? 
The current research underway does not appear designed to pro-
vide answers. In looking at planned research, there is little or 
nothing to indicate further illumination on digital or social com-
munications generally or on the question of  optimization for 
mobile specifically. 

WHAT IS NEEDED FROM FDA
The information gleaned from the April 2009 Part 15 meeting 
is outdated. Since that time there has been an a huge increase 
in digital information-seeking behaviors and a proliferation of  
assets by medical stakeholders. Additionally, there has been a 
tidal wave of  misinformation. The development of  two guid-
ance documents by FDA in the span of  the near decade and a 
half  since the Part 15 meeting is insufficient. The dynamic com-
munications environment demands a much more robust system 
for evaluating the emergent needs and demands not only in the 
best interests of  the pharmaceutical industry but in the best 
interest of  the patients who rely upon them. Regulatory surprise 
packages in the form of  enforcement, such as that in 2009, are 
insufficient. A research agenda that is not laser-focused on how 
and where people are talking about medicine does not advance 
the agenda in a meaningful way. 

FDA needs support from a mechanism that could provide 
speedier input and responses to change, much like the agency 
already manages advisory committees to help provide input into 
the approval of  new drugs, devices, and vaccines. A communica-
tions advisory committee could provide the agency with a nimbler 
means of  addressing change and implementing regulatory policy 
changes in a rapidly evolving communications environment as 
well as inform OPDP’s research agenda.

In addition, FDA should consider holding another Part 15 
meeting to gain a perspective that is more in touch with what is 
happening on the ground on the part of  both the pharmaceutical 
industry and the patients who rely upon them.

Finally, the agency needs to implement a research agenda 
more reflective of  the actual need. It has become clear with the 
growth of  digital and social media, and the heavier reliance on 
these platforms for health-seeking behaviors, that the medium 
does matter. The nuances of  language and practice in more 
traditional communications that reflect the current research 
agenda are important, but it is equally important to understand 
how fundamentally the world has changed. Without that sort 
of  attention, pharmaceutical communicators are forced to 
return to the days of  the “one-click rule” when the regulated 
industry must interpret for itself  without guidance from the 
agency that is doing the regulating. 

References
1.  Senak, Mark. Private database of FDA Warning and Untitled Letters

2004-2022
2.  FDA, 2009 Warning and Untitled Letters to Pharmaceutical Companies. https://web.

archive.org/web/20151108214007/http://www.fda.gov/Drugs/Guidance-
ComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/
WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/
ucm055773.htm

3.  Clifford, S. FDA Rules on Drug Ads So Confusion as Applied to Web. New 
York Times, (April 16, 2009). https://www.nytimes.com/2009/04/17/business/
media/17adco.html

4.  FDA, Public Hearing on Promotion of FDA-Regulated Medical Products Using the 
Internet and Social Media Tools. https://www.fda.gov/about-fda/center-drug-
evaluation-and-research-cder/public-hearing-promotion-fda-regulated-medi-
cal-products-using-internet-and-social-media-tools

5.  Federal Register Volume 74, Number 181, Notice of Public Hearing; Request for 
Comments (September 2009). https://www.govinfo.gov/content/pkg/
FR-2009-09-21/html/E9-22618.htm

6.  Senak, Mark. Private database of FDA Warning and Untitled Letters
2004-2022

7.   Federal Register Volume 74, Number 181, Notice of Public Hearing; Request for 
Comments (September 2009). https://www.govinfo.gov/content/pkg/
FR-2009-09-21/html/E9-22618.htm

8.  Aiken, K.J.; Sullivan, H.W.; Dolina, S; et al. Direct-to-Consumer Promotion 
of Prescription Drugs on Mobile Devices: Content Analysis. Journal of Medical 
Internet Research, 2017, 19 (7). https://www.jmir.org/2017/7/e225/

9.  Sullivan, H.W.; O’Donoghue, A.C.; Rupert. D.J.; et al. Placement and Format 
of Risk Information on Direct-to-Consumer Prescription Drug Websites. J 
Health Commun. 2017, 22 (2), 171-181. https://www.ncbi.nlm.nih.gov/pmc/
articles/PMC7309341/

 

MASTER THE SCIENCE OF SUCCESS 

https://web.archive.org/web/20151108214007
https://www.nytimes.com/2009/04/17/business/media/17adco.html
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/public-hearing-promotion-fda-regulated-medical-products-using-internet-and-social-media-tools
https://www.govinfo.gov/content/pkg/FR-2009-09-21/html/E9-22618.htm
https://www.govinfo.gov/content/pkg/FR-2009-09-21/html/E9-22618.htm
https://www.jmir.org/2017/7/e225/
https://www.ncbi.nlm.nih.gov/pmc/
https://www.pharmexec.com/
https://web.archive.org/web/20151108214007
https://www.govinfo.gov/content/pkg/FR-2009-09-21/html/E9-22618.htm
https://www.govinfo.gov/content/pkg/FR-2009-09-21/html/E9-22618.htm
https://www.ncbi.nlm.nih.gov/pmc/


JANUARY 2023 PHARMACEUTICAL EXECUTIVE Back Page 35

WWW.PHARMEXEC.COM

CHRISTOPHER SAVAGE
SVP, Global Strategy, Global 
Marketing, and NA Sales, 
Ashfield Engage, an Inizio 
Engage company

W e all understand that a successful pharmaceuti-
cal product launch requires considerable skill, 
knowledge, and planning. Yet, knowing doesn’t 
always lead to the desired result. Too often, com-

panies’ overarching strategy does not properly identify where the 
product fits within the healthcare environment. In so doing, we 
waste precious time and resources currying acceptance where there 
is none. Clearly, it is critical to know how your product addresses 
market needs from the outset. 

Is the product a market-shaper? Is it accepted based on its 
science? Or does its position depend on addressing who benefits? 
(Or, perhaps, emphasizing its difference within the market?) 
Understanding the product’s positioning within the overall market 
is critical to achieving a successful commercial launch. It is only 
by correctly addressing its positioning and then achieving internal 
stakeholder agreement and alignment reflecting actual market 
conditions that companies can best identify the resources needed 
for successful commercialization. However, keep in mind that using 
tactics from a prior successful launch will not necessarily predict 
success for the current launch.

A product’s positioning must address these five questions for 
healthcare professionals, which will ultimately impact whether 
they prescribe a product:

1. Do you recognize that the disease can/should be addressed?  
2. Do you understand the product’s mechanism of  action?
3. Do you know of  the company launching the product?
4. Is it the best clinical option for a specific patient?
5. Do you believe once a product is prescribed that the patient 

can get it?

Once all questions have been satisfied, drugmakers need to 
address the best approach to the market. Go-to-market strategies 
and tactics can become unduly burdensome, depending on the 
medicine and/or disease being treated. For many, the best course of  
action is to work with an outsourcing partner who can provide the 
needed infrastructure and experience. Whether partnering or doing 
it internally, any pharmaceutical company launching a product in 
today’s evolving environment faces both challenges and opportunities. 

Five key considerations to achieving successful engagement with 
your targeted audience are:

1. Put the patient front and center. An important step 
toward achieving true patient centricity is identifying moments that 
matter along the patient journey and then developing messaging 
that resonates and engages the patient based on these findings. 
Ideally, organizations should be aligned around a “single source of  
truth,” defined via internal and external inputs. Cross-functional 
groups then work together to address all the stakeholders, building 
the support capabilities that best meet the needs of  patients and 
their providers. 

2. Use analytics to drive actionable insights. Leverage the 
various technology platforms to sift through billions of  records to 
gain the insights needed to deliver the right message to the right 
stakeholder at the right time in the right channel to inspire change. 

3. Work with a cross-functional approach. Every launch 
should be backed by an integrated approach across an organization. 
Commercial operations, market access, medical affairs, patient 
support services, legal, and marketing should all work together to 
impact patient outcomes and ensure a successful, cost-effective launch. 

4. Embrace omnichannel engagement. The sales reps and 
medical science liaisons deployed need to be comfortable in both 
in-person and video engagements. This requires special skill sets, 
and not all field personnel perform well in a digital environment. 
New hiring and training protocols are required to meet this new 
challenge. In addition, companies must be prepared to reach patients 
via the many channels they use to gain information and support.

5. Drive better health outcomes with patient support. 
Patients today are bombarded with information from many 
directions and can easily lose their way along their treatment journey. 
Providing education and support on obtaining their medication 
along with using it properly is becoming increasingly necessary. 
Patient support programs can be critical to improving adherence 
and delivering better health outcomes.

With most products, there is a six-month window to establish 
launch success. It is, therefore, imperative that companies are 
ready to go from day one with strategies and tactics delivered in 
an integrated fashion across channels and customer groups. 

Key Factors Attributing
to a Successful 
Product Launch   
What the c-suite should consider in today’s marketplace. 
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