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A s the year slowly winds toward a close and the weather turns cold 
here in the Northeast, many enter a reflective period—thinking 
of what has been achieved along with where to go next. All too 
soon, New Year’s Resolutions will be upon us. But there is also 

hope for the year ahead.
Our November executive profile features Christi Shaw, CEO of Kite Pharma, 

Gilead’s cell therapy company, which reflects on the journey that led her to where 
she is today. For Shaw, hers was a rural beginning on a farm, working in the 
fields. Years later, high school teachers would inspire the young Shaw to pursue 
biology. Today, she has 13 years of experience in oncology as well as experience 
in 12 other therapeutic areas, both in commercial and clinical development.

Staying on the theme of beginnings, industry experts in a virtual roundtable 
discuss digital therapeutics, which could be a new revenue stream for some 
companies or perhaps an entirely new initiative. Beginning any new program 
or project, and offering patients additional services, provides its own unique 
challenges. But the experts believe it would ultimately be beneficial for patients. 

According to Chris Wasden, chief strategy officer of Twill, “We look at how 
we can impact medication adherence in the forms of compliance and persistence 
and how the digital therapeutic, when used on a regular basis, can educate 
patients, help them deal with side effects, [and] help them remain on therapy.”

Meanwhile, on page 30, David Fryrear, executive VP and head of quality 
assurance, Astellas Pharma, discusses the speed at which innovation is occurring, 
including a drive to create breakthrough achievements far faster than ever before. 
This speed, however, requires a fine balance as well as informed risk-taking. 

Keeping the patients top-of-mind is key as the industry continues to pursue 
treatments—and the technologies surrounding them—in all therapeutic areas. 
As we all reflect on the year’s events and achievements, let us also look to the 
future and the beginnings that hold the potential for continued innovation. 

Mike Hennessy Jr
President and CEO 

of  MJH Life Sciences®

Beginnings  
and Innovations
When humble starts lead to foundational advances
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W hat makes this conference a must is the ex-US 
pharma factor, and the whole reason for phar-
ma’s need for global presence and expertise in 
market access, patient centricity, and health-

care professional (HCP) approaches. 
The actual running of  a pharma company or division has a 

universal approach. Executives presenting at the conference shared 
similar views on the needs for pharma achievement in the near-
term. These include agile planning—the need to move those deci-
sions from the traditional 18 months to 90 days; a simplified but 
more robust engagement model; and the agility to pivot from ways 
and strategies that don’t work anymore, and moving resources to 
those that do.

Highlights from the sessions: digital therapeutics, virtual real-
ity, digital twins; integrating the patient voice has changed 100% 
of  clinical trials and 45% of  protocols at one pharma; a small 
pilot using AI to detect potential lung cancer in any imaging/
chest x-rays performed to treat that cancer earlier and more effi-

ciently; using data to predict a pain crisis common in sickle cell 
patients at higher risk for organ failure; and many insights on 
real-world evidence (RWE).

Again, the chance to learn from initiatives across Europe, 
some that transcend geography, and others that create oppor-
tunities out of  local regulations, is for these attendees a true 
sharing event. 

Another first in-person event that took place in October was 
our own second-annual Pharmaceutical Executive APEX Awards. 
After going virtual our first year, the second event was tastefully 
and beautifully executed in Gotham Hall, NYC by our MJH Life 
Sciences Live Events team. 

We could only share a few photos, along with the list of  win-
ners starting on page 34, but be assured it was a great event. As 
the only healthcare awards show judged entirely by HCPs, the 
awards go to creative agency campaigns submitted for pharma-
ceutical marketing in a variety of  therapeutic categories. We hope 
to see you there in 2023! 

Recaps, Live & In Person 
Held for the first time in person the second week of October, 
Reuters Pharma 2022 in Nice, France brought a lot of energy and 
excitement back to this staple European event, previously produced 
by eyeforpharma and held annually in Barcelona. The event will make 
a return to Barcelona, and back to its traditional spring schedule next 
year (https://events.reutersevents.com/pharma/pharma-europe). 
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JILL WECHSLER
is Pharmaceutical Executive’s
Washington Correspondent.  
She can be reached at
jillwechsler7@gmail.com

A s expected, Congress reauthorized four key user fee 
programs at the last moment, as part of  a must-pass 
measure to fund the federal government for another 
two months. The Continuing Resolution (CR) signed 

on Sept. 30 averted a federal government shutdown by extending 
the Oct. 1 deadline for approving a federal spending plan for fiscal 
year 2023 to Dec. 16—after the mid-term elections in hopes that 
this will enable the legislators to reach a viable budget compromise. 

The CR reauthorizes the Prescription Drug User Fee Act 
(PDUFA) as well as fees for generic drugs, biosimilars, and medi-
cal devices for the next five years, 2023-2027. In confirming FDA’s 
authority to collect fees from manufacturers, the agency avoids 
having to notify thousands of  fee-supported staffers of  looming 
layoffs. That prospect already had eroded agency morale and 
undermined efforts to recruit and hire needed staffers, as FDA 
struggled for months to maintain and expand its professional work-
force during the added hardships imposed by the pandemic and 
in a very competitive labor market.

Medical product user fees generate some $2 billion in agency 
revenues, about 40% of  FDA’s non-tobacco budget. While Con-
gressional leaders on both sides of  the aisle support this program 
to bolster key FDA operations and innovations, the broader politi-
cal debate over escalating government spending generated concerns 
about new fee-supported initiatives that extend FDA’s authority. 

Even so, agency officials, manufacturers, and research advocates 
gave a loud sigh of  relief  following the Congressional action. Com-
missioner Robert Califf praised the user fee reauthorization mea-
sure, while thanking FDA staffers for their diligence in engaging 
in this “prolonged, demanding, and, at times, frustrating process.”

NEW INITIATIVES
Califf added that FDA is committed to working with Congress to 
enact additional policy changes to benefit public health, but for 
now, is moving fast to implement multiple new fee-supported 
policies and programs. Similarly, Patrizia Cavazzoni, director of  
the Center for Drug Evaluation and Research (CDER), praised 
the new fee programs for supporting CDER’s commitment to 
monitoring the safety of  marketed products, protecting patients 

in clinical trials, and facilitating review of  treatments for life-
threatening diseases. 

In an effort to make up for lost time in meeting deadlines for 
implementing new PDUFA-backed initiatives, FDA posted a web-
page outlining criteria for manufacturers to participate in the Split 
Real Time Application Review (STAR) program to accelerate patient 
access to critical therapies. It aims to shorten the review time for 
efficacy supplements to approved drugs and biologics through earlier 
review of  certain submissions before clinical study reports are final.

Enhancements related to generic drugs aim to reduce the num-
ber of  assessment cycles, support the development and approval 
of  complex generics, and help manufacturers resolve quality issues 
more quickly. First off the line are new draft guidances on assign-
ing review goal dates based on a manufacturing facility’s readiness 
for inspection and on early assessment of  active pharmaceutical 
ingredients (APIs) to speed application review. There’s new guid-
ance on expediting development of  “competitive” generic therapies 
and on policies for reviewing complex generic products. And for 
biosimilars, newly amended priorities involve expediting the review 
of  certain supplements and launching a new regulatory science 
program to advance biosimilars and interchangeable products. 

MOVING FORWARD
The “skinny” user fee reauthorization dropped multiple high-
profile proposals for revising how FDA regulates in vitro diagnos-
tics, dietary supplements, and cosmetics, as well as the agency’s 
accelerated drug approval program and the regulation of  artificial 
intelligence medical devices. Advocates for developing critical 
new antibiotics back the PASTEUR Act to establish a new fund-
ing mechanism to support the development and proper utilization 
of  drugs to fight resistant diseases. There is bipartisan support for 
this “subscription” model for new cures, but its estimated cost of   
$11 billion over 10 years makes it a hard sell. 

In past reauthorization campaigns, a deadline to prevent fee 
expiration encouraged legislators to slip numerous pet proposals 
into this  legislation. All parties recognized that this year would be 
much trickier, with a sharply divided Congress heading into mid-
term elections and unwilling to agree on much in the policy arena. 

FDA Keeps Its User 
Fees, But Fails to Gain 
Important Reforms
User fee reauthorization tables multiple high-profile proposals
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Engaging and  
Educating HCPs 
With KOL Videos  
Best practices for tapping into this emerging marketing strategy 

The role of key opinion leader ( KOL)-based video con-
tinues to grow in importance for pharmaceutical and 
other life sciences companies in capturing the atten-
tion of healthcare professionals (HCPs). Physicians 

rely on their peers to provide non-biased, clinically relevant edu-
cation, and by adding a trusted voice with illustrations to those 
communications…you’ve got their attention. 

POST-PANDEMIC DIGITAL LANDSCAPE
 BioPharm has experienced the evolution of  this medium first-
hand. The COVID-19 pandemic shifted us to a more virtual 
landscape, and HCPs had to quickly adapt—and many continue 
to embrace it! They have become comfortable with using digital 
tools to communicate with their patients and for educating them-
selves on new treatment therapies. This transformation to digital 
opened additional opportunity for video.

Agencies like BioPharm quickly pivoted and started producing 
more virtual, KOL-based video content to engage HCPs—finding 
ways to educate through interactive learning modules across many 
therapeutic categories. 

Digital technology continued to evolve with the arrival of  aug-
mented reality. This unique technology uses a QR code to launch 
a KOL video with commentary on your peer-to-peer print content, 
bridging the gap between print and digital channels. Not only does 
this interactive experience lead to deeper engagement with your 
audience, but you can link to other brand videos to continue your 
brand story—all while capturing aggregate data on your print assets. 

DYNAMIC & ENGAGING
Videos support engagement in a way that medical journals or 
research reports cannot. HCPs are busy, so consuming bite-size 
pieces of  educational content within a few minutes offers a time-
saving method to learn. They can view a video almost anywhere 
on their phone or tablet before quickly moving on to their next task. 

According to Foster Business Research Group, the average 
viewer remembers 95% of  a message when it is watched, compared 
to 10% of  text-based messages. About 90% of  the information 
our brains process is visual. That’s a powerful benefit for videos. 
When the impact of  video messaging compares to other channels 

such as emails or banner ads, even though they may include visual/
graphic elements, the video will almost always surpass the impact 
of  other channels. At BioPharm, we have found that using the 
right mix of  multiple dynamic channels has the most impact in 
behavioral change.

TRACKING SUCCESS BETTER THAN EVER
Video is also very trackable. You know who watched the video, where 
they watched it, how long they watched it, and where they dropped 
off. If  knowledge is power, then videos deliver powerful returns for 
brand teams to utilize in their continued efforts. These data are 
valuable to the sales rep who can now identify the interests of  indi-
vidual HCPs. In addition, these metrics can influence the brand’s 
video content strategy based on what is watched and for how long.

WHAT DOES A GOOD KOL VIDEO LOOK LIKE?
The best KOL videos are succinct, clinically relevant, and engaging. 
They must clearly communicate precise information to a specific 
audience with the goal of  providing education that the HCP can 
immediately apply in their clinical practice. Think “conversational” 
as opposed to a KOL just speaking to a slide deck. You want the 
KOL to be energetic and confident in what they’re saying—and the 
data they’re speaking about. What truly makes a KOL video great 
is when the expert can provide nuances to patient care—clinical 
nuggets and clinical pearls—based on their extensive experience that 
the audience can then implement to improve their own patient care.

It’s best to keep the core content of  your videos in the three- to 
five-minute range. Undoubtedly, we live in a YouTube world, where 
people’s lives are busy and attention spans are short. We have found 
that unless there is a specific payoff or benefit—e.g., continuing edu-
cation credit—HCPs will not engage with long videos. Video qual-
ity, high-fidelity sound, and good lighting are critical elements that 
can make or break any video. In today’s high-definition world, poor 
quality of  videos is not tolerated. Even on a budget, prioritize pro-
fessional lighting and microphones/recording devices—they set the 
mood and tone of  the video. 

If  KOL-based campaigns and videos aren’t in your current 
brand marketing strategy, it may be time for you to consider this 
effective, influential source of  marketing content. 

BIOPHARM
COMMUNICATIONS
OMNICHANNEL
STRATEGY TEAM

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

I n normal circumstances, journalists deliver tomorrow’s 
news today. But these are not normal circumstances in 
European drug regulation. Since 2019 the European 
Commission has been preparing changes to a once-in-a-

generation revision of its comprehensive pharmaceutical rules. 
It was due to unveil its proposals for change next month, Decem-
ber, just in time for Christmas, so that the package could be 
slotted neatly into the EU’s legislative machinery for an early 
start on processing. However, things have not gone to plan. 

A senior legislative scrutiny committee within the Commission 
has rejected the draft proposals—virtually on their way to the 
printers—and the process has come to a grinding halt. So instead 
of bringing you tomorrow’s news, this column can only offer infor-
mation on yesterday’s news—a quick look at what the Commis-
sion officials had in mind—and offer some warnings about what 
this could mean for the future of European drug regulations.

The commission officials responsible for drafting the proposals 
have understandably been playing down this reversal. They have 
been insisting that the internal objections raised are merely tech-
nicalities—while being reticent about exactly how their draft has 
offended their superiors. And they have been offering reassurances 
that planning is still on for everything to go ahead “in the coming 
months.” But the coming months is proving to be as long as a piece 
of string. And the necessary rewrite to overcome the supposedly 
technical objections appears to be taking so long that the talk of 
publication has now stretched beyond January, beyond February, 
and into March—in other words, perhaps just in time for Easter.  

The current rules that the revision is supposed to update go 
back as far as 2000, so an optimist could argue that a few more 
months here or there will not matter very much. But the optimists 
may be reckoning without the complex timetable for European 
legislation. Publishing the proposals is only a step in the formal 
legislative process, and a step that leads into a long and challeng-
ing corridor in which the formal proposals come in for lengthy 
evaluation and discussion in the European Parliament and in the 
Council, where member states’ ministers regularly meet. Typi-
cally, it takes one or maybe two years for the legislation to progress 
down this corridor while MEPs and ministers establish their own 

positions on the proposals, and a new law emerges into the light 
only after the two groups agree with one another on a compromise 
that they can both live with. And this legislation is hardly typical. 
It is complex, it is voluminous, and it is politically highly sensitive. 

That is because the envisioned update of the legislation is going 
to be tackling issues as divisive as unmet medical need, afford-
ability of medicines and patient access, and modernizing medicine 
development pathways. One of the most sensitive topics covered 
by the draft is the incentivization of innovation, particularly to 
restock the pipeline of antibacterials, and to promote treatments 
designed specifically for rare diseases and for children. This is a 
real hot potato in Europe, where advocates of research are in a 
continual face-off with critics alleging price-gouging by abusive 
monopolies. Controversially, the draft proposal toys with options 
for cutting back on the current EU incentives or for attaching 
onerous conditions to them, and offers calculations—admittedly 
uncertain—of the impact of each option, economically and in 
terms of product innovation. It is widely believed that questions 
over these calculations contributed to the rejection of the draft. 
The atmosphere is made all the more tense by widespread demands 
for drugmakers to come clean over how far public-funded research 
has benefited their products, and to cut their prices accordingly. 

The discussions on the proposals—when they eventually 
appear—are likely, therefore, to be long and contentious. And a 
clock is ticking ominously. The European Parliament’s current 
five-year term ends in mid-2024, which makes the chances more 
remote of reaching even a preliminary agreement among MEPs 
every time the publication date of the proposals slips back. The 
next European Parliament—and its new intake of MEPs—is 
under no obligation to pick up unfinished business where its pre-
decessor left off, so the proposals could just fade into oblivion, 
and an entirely new legislative procedure would be necessary. 

That will be small comfort to the patients hoping for faster 
authorization of better medicines, or to healthcare payers anxious 
to cut back on excessive rewards for new drugs, or to drug firms—
and investors—looking for greater clarity over the operating con-
text in Europe. They will all be hoping, as 2022 turns into 2023, 
that yesterday is not going to be the pattern for tomorrow. 

Long-Sought Reforms 
To EU Drug Rules Hit 
A Snag—What Now? 
Making sense of surprise rejection of draft proposals

https://www.pharmexec.com/
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What I Believe:       
Inside the Mind of a 
Healthcare Creative    
Lessons and advice for being creative in healthcare communications

People who don’t produce “creative” ideas day in and 
day out often wonder what it’s like, and how it magi-
cally gets done. Creativity has a certain mystique 
about it—an allure of wonder and surprise. Yet the 

truth of the matter is that it’s one part inspiration, two parts 
perspiration, and three parts native talent. Creativity is a skill, 
like a facility with numbers or race-car driving smarts. You sit 
down knowing that you are going to get it done but also aware 
that getting there may be a challenge. One secret of any skilled 
person is that it’s fun to flex a muscle that grows stronger every 
time you use it. Pride is part of the job, and so is the joy of see-
ing others recognize your chops. For those out there seeking 
insights to being creative in healthcare communications, here’s 
what I believe after years of experience. 
I get my best ideas when: 
I think I don’t have anything left. I believe great ideas are earned. 
You dig and you dig and just when you feel like there is nothing 
left, there is always something great deeper on. You just have to 
keep going.

 
All the best ad concepts have this in common: 
They are simple. Great ideas are direct and easy to understand. 
It seems like it should have been so easy, but you know it wasn’t.

 
The smartest piece of  advice I’ve ever received: 
Ironically, Stay Hungry. Except I don’t want to Stay Hungry; I 
want to Stay Starving. I constantly try to self-reflect and find areas 
I want to improve. I am never full.

The one thing I wish clients would do more of  is: 
Take risks. It takes a special kind of  client that pushes us to do 
the unexpected. And it takes an even more special kind of  client 
to actually do it.

The key to being a good creative leader is: 
Caring. It’s important to care about your team and the work. You 
don’t need to sacrifice quality in one area to benefit the other.

My agency brings out the best in me because: 
They trust me. I feel like the whole agency believes that I am 
always trying to do the best I can to help our agency win. I feel 
like I can be open and honest about my thoughts. I am fearless 
when it comes to my work, and it allows me to take more risks 
when I know that I have their support. It also makes me want to 
be the best I can, so I never let them down. 

The one aspect of  my job that I’d like to be better at is: 
Everything. I think I’m smart enough to know that there’s always 
more to learn. It’s about constant growth.

The best thing about working in healthcare advertising is: 
The heart. I never thought that crying at work was a good thing 
until I went into healthcare advertising. When I first started in 
the industry, it was always about doing cool, trendy work, and 
that was basically it. It wasn’t until I worked in healthcare that I 
felt a deeper meaning. You connect with such passionate, amaz-
ing people and clients. You hear their stories, and you can’t help 
but be more emotionally invested in the work. 

My philosophy on being a great creative partner is:
Be the best complement. When it comes to day-to-day work, I 
think being a great partner means supporting each other’s 
strengths—helping your partner when they need help, and letting 
them do their thing when they are at their best. 

If  I went back in time 15 years, the advice I would give 
myself  would be: 
You don’t have to do it alone. I think I was the guy who bit off 
more than he could chew and thought it was a form of  weakness 
to ask for help. I was just extremely working hard to look extremely 
bad. It took me a while before I realized that I have great people 
who could help, and I just needed to get out of  my own way.

If  I knew I could not fail, I would: 
Wait…I can fail? 

HALEN DANG
VP, Creative Director,
The Agency Network at          
MJH Life Sciences

Brand Insights - Thought 
Leadership from 
Marketers | Paid Program
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Digital Biomarkers 
Could Reshape CNS
Diagnosis, Treatment 
AI drives new signal-detection efforts in Alzheimer’s and ALS

T he life sciences industry continues to embrace artificial 
intelligence (AI), algorithms, and machine-based 
learning in its pursuits to collect and analyze impor-
tant pharmaceutical and healthcare data. I recently 

had two conversations with people using these tools to improve 
the ways that Alzheimer’s disease and amyotrophic lateral scle-
rosis (ALS), respectively, are diagnosed and, ultimately, improve 
patients’ chances of  mitigating the symptoms and living longer.

David Bates, PhD, co-founder and CEO of  Linus Health, dis-
cussed work his company is doing to boost the Alzheimer’s detec-
tion process. AI and machine learning (ML) are at the core of  his 
technology, which focuses on identifying and recognizing digital 
biomarkers for the disease.

“We built a digital platform that can deconstruct some human 
behavior into discrete signals,” he says. “We have integrated 
what’s known as the Boston Process Approach, which was devel-
oped several decades ago. The process involves observing the 
subject’s process of  completing the test. That provides as much 
information as the results of  the test itself.”

Unlike traditional diagnosis methods, digital biomarkers don’t 
rely on measuring how the patient feels. Instead, they track phys-
iological and behavioral data points. 

According to Bates, the algorithms require a large number of  
data points before the platform can start recognizing trends that 
signify that something might be wrong.

This is especially important for Alzheimer’s diagnosis. As Bates 
explains, by the time a patient is showing symptoms, the disease 
has likely progressed for about a decade. Patients may notice 
memory loss or disorientation, but by that point, they’ve already 
suffered from a loss of  neurons, which can’t be recovered.

Obviously, using digital biomarkers for early detection of  dis-
ease is helpful for patients. It may enable them to start taking 
medication or adjust their lifestyle to slow down or stave off the 
effects of  the disease. There’s another important benefit for inte-
grating these biomarkers, however. Testing new therapies for 
Alzheimer’s has long been an arduous and expensive process, due 
to the difficulty of  diagnosing the condition and finding proper 
candidates for the testing and control groups in clinical trials. 

Identifying digital biomarkers can make it easier for researchers 
to identify and target patients who may have the disease but 
haven’t started showing noticeable symptoms yet. 

“We take over 100 biomarkers in a test alone, and it’s an assem-
bly of  them that lead you to conclude that this person is likely suf-
fering from Alzheimer’s disease,” says Bates. “It’s been shown that 
you can differentiate between someone who has Alzheimer’s and 
someone who has vascular dementia, or Parkinson’s[, for example]. 
“The relative deviation from norm of  those biomarkers give insight 
into not only if  they are impaired, but also what kind of  impair-
ment they’re suffering from. This is important for clinical trials 
because it helps you reduce the heterogeneity of  the population, 
so you’re not lumping everyone into one bucket.”

Indu Navar also spoke with Pharm Exec about her work toward 
improving the diagnosis process. With a technology background 
and holding master’s degrees in computer science and electrical 
engineering, Navar was on the founding team of  what is today 
known as WebMD. She also founded Everything ALS, a non-
profit that uses AI, remote patient monitoring, and propriety algo-
rithms to identify key markers in diagnosis. Navar’s husband trag-
ically passed away from ALS in 2019. He was 49 when he showed 
the first symptom, foot drop, but it took two-and-a-half  years to 
be formally diagnosed, Navar says. 

“The goal is to bring technology innovations to ALS, and if  
we crack ALS, these methods would be applicable to other neu-
rological diseases,” she says. “We keep thinking that we under-
stand more science and biology, but we all know that if  you don’t 
know how to measure it properly, it’s really hard to prove some-
thing. Again and again, ALS patients are put into trials who are 
in the equivalent stages of  the disease to Stage 4 cancer and hope 
that a miracle will happen.”

According to Navar, one of  the goals in ALS is to move away 
from self-reported data, which can be inaccurate due to patients 
not understanding the scales properly. Digital biomarkers, how-
ever, provide consistent and accurate data points that can be 
measured and compared without relying on patients understand-
ing the difference between a two or a three on a five-point scale 
of  discomfort. 

MIKE HOLLAN 
is Pharm Exec’s Editor.  
He can be reached at  
mhollan@mjhlifesciences.com
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Scout, Sabermetrician, and Superforecaster:  
Deep Learning for Drug Discovery and Development

On-demand webinar 
Aired: Wednesday, June 15, 2022 

Presented by:

Sponsored by:

SPEAKERS:

Jimeng Sun 
Head of AI research at IQVIA’s Analytics  
Center of Excellence, 
Health Innovation Professor, 
IQVIA and University of Illinois  
Urbana-Champaign

Lucas Glass 
Vice President,  
Analytics Center of Excellence, 
IQVIA

MODERATOR:

Elaine Quilici 
Editor-in-Chief,  
Pharmaceutical Executive

The approach to drug discovery and development has 
evolved over the years. It started primarily based on expert 
experience/opinion (Scout). Now, most drug discovery and 
development processes heavily rely on historical data and 
statistics (Sabermetrician), while many people believe the 
future of drug discovery and development is the accurate 
prediction from AI-technology (Superforecaster). 

In this talk, the head of AI research at IQVIA’s Analytics Center 
of Excellence, Jimeng Sun, will present the key ingredients for 
achieving superforecasting in pharmaceutical applications, 
and provide some examples of the company’s works in deep 
learning algorithms for drug-target interaction, molecule 
optimization, and trial outcome prediction.

3 Key Take-Aways

• The success of deep learning in drug discovery and 
development depends on high-quality labeled data, 
effective algorithms, and comprehensive evaluation 
benchmarks. 

• A flexible encoding-decoding learning framework can 
support diverse drug discovery tasks such as drug-target 
interaction, drug property prediction, and drug-drug 
interaction. 

• Multi-modality data, such as molecules, diseases, and 
eligibility criteria, can help predict clinical trial success.

Register now for free! 
www.pharmexec.com/pe_p/
ldiscovery
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Is ESG a ‘Protection 
Racket’ or Long-Term 
Value Contributor?
The validity of ESG-driven investment and reporting in healthcare 

A backlash against ESG investing fills the headlines of  
The Wall Street Journal and certain other business pub-
lications. The harshest critics characterize ESG-
informed investing and corporate ESG programs as 

great destroyers of  shareholder value, undertaken for political rea-
sons, and without resulting in any benefit to society. The ESG 
movement has been condemned by some state attorneys general 
as being rife with “destructive, illegal business practices” that polit-
icize financial decisions. One recent editorial characterized ESG 
stakeholder engagement as a “protection racket.” Given the hyper-
bole, a serious look at the at these charges is warranted. 

Certainly, the ESG movement has suffered growing pains.  
Those include persistent challenges, such as the difficulty and 
expense of  measuring progress on ESG goals, and the incoherent 
multiplicity of  disclosure frameworks, raters, and rankers in the 
space. Some of  the backlash is also a reaction to bad behavior: 
greenwashing, ESG marketing ploys, and activist pressure on nar-
row issues unrelated to a company’s business.  

But a protection racket involves pressure on businesses to pay 
for something they are already entitled to receive. Pressure to dis-
close ESG data is different. No company is entitled to quiet inves-
tors single-mindedly focused on the next quarter’s financial results. 
No company is entitled to consumer confidence or stakeholder 
trust. Spending corporate resources to build the trust of  those 
stakeholders is hardly an anti-capitalistic strategy. Fundamentally, 
I believe in the efficiencies of  the marketplace, including the mar-
ketplace of  ideas. And ESG is winning in the market.

LET THE MARKET SPEAK              
ESG investment has gone mainstream. One recent study from 
Bloomberg Intelligence projects more than one-third of  all glob-
ally managed assets could carry explicit ESG labels by 2025. Given 
the scale of  the movement of  assets into ESG-screened funds, the 
suggestions that ESG is all about politics seems far-fetched. Inves-
tor perceptions of  risk and potential return and the preferences of  
their own clients deserve respect. A preference for investments in 
firms deemed socially responsible companies is no less valid or 
inherently political than a preference around a firm’s R&D strategy. 
Is it really credible that many of  the largest and most sophisticated 

investment managers in the world have been pressured into pursu-
ing strategies at odds with their clients’ interests? 

Investors have also spoken with their votes. During the 2022 
proxy season, companies were presented with no shortage of  “anti-
ESG” shareholder proposals. The average level of  shareholder 
support was just 3%. That kind of  consensus is a powerful signal. 

But if  many investors truly value sustainability, and if  companies 
have an economic incentive to demonstrate social responsibility, then 
why does ESG arouse such passion? One answer is information—or 
more precisely, the lack of  good data. Transparency is the founda-
tion of  any serious ESG strategy, but much ESG data is expensive 
to discover and provide. ESG is also complicated. Jumbling E, S and 
G performance scores into one consolidated rating of  a company’s 
social responsibility is nearly meaningless—which may explain why 
different raters so rarely agree on the top companies. In addition, 
there is simply no political consensus around strategies to address 
environmental sustainability, gender and racial equity, and other 
issues. And most politicians are notoriously short-term oriented. 
Especially in areas where hard trade-offs must be made, is it any 
wonder that they would be frustrated by long-term investing strate-
gies that drive changes unaligned to their own priorities? The furor 
over ESG reflects the divisions that already exist in our society.

The controversy surrounding ESG does not mean that it is time 
for the government to step in. Regulators properly insist that company 
disclosures are truthful, but there is little reason for them to dictate 
what investors and customers want to know. ESG factors are too 
numerous, complex, and variable across industries for a one-size-fits-
all disclosure scheme. Voluntary disclosure can be better tailored to 
companies’ circumstances and the interests of  their shareholders.

THE FUTURE: MORE NOISE, AND THAT’S OK
The growing noise around ESG is evidence of  its increasing maturity 
and entry into the mainstream. Especially in a highly regulated and 
publicly sensitive sector like healthcare, leaders should welcome the 
scrutiny of  ESG critics, but they should also resist any urge to take 
comfort in it or step back from well-considered ESG initiatives. On 
the contrary, we should instead redouble efforts to ensure that ESG 
factors are incorporated into corporate decision-making in a way 
that is truly aligned with the long-term sustainability of  the firm. 

GERALYN RITTER                 
Head of external affairs and ESG at 
Organon and author of Bone by Bone.  
She focuses on guiding and shaping 
how the company interacts with key 
stakeholders and the environment.
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The New Reality for  
Industry Dealmaking 
May be Setting In
Focus is on cash: who’s got it, who doesn’t, and what will it mean?

A near-record number of emerging biotech compa-
nies are trading at negative enterprise values and 
by year end, if nothing changes, nearly 40% will 
have less than 12 months of cash.

This is despite the fact that in 2021, emerging biotechs raised 
more than $80 billion in follow-on financing, venture funding, 
and initial public offerings (IPOs), second only to the record 
amount of $90 billion raised in 2020. 

During that time, biotechs didn’t need their cash-rich upper-
classmen to validate or fund programs, money flowed in with 
force and urgency to advance innovation renaissance.

This bull market for biotechs made it tough for large-cap bio-
pharmas to do deals without paying massive premiums, which 
drove the trend toward collaborations and strategic partnerships.

But rotation into value with the economic recovery ushered 
in the longest and deepest decline in the XBI biotech index since 
its inception in 2016. This was punctuated over the greatest surge 
in interest rates in a seven-month period in history. Biotech val-
uations plunged and access to capital dried up. The market for 
follow-on offerings is highly selective to companies generating 
positive data, and often painfully dilutive. The IPO market has 
been effectively shut, and is likely to remain so throughout 
next year.

Restructurings, consolidation, reverse mergers, and liquida-
tions are all being pursued across the sector to extend cash runways. 

Emerging biotechs now find themselves with few options for 
access to capital and in many cases, large-cap biopharma part-
ners may be among the most attractive among them.

This comes at a time when the M&A firepower among the 
biopharma industry’s largest players has reached a nearly $1.2 
trillion for the first time since 2014, according to EY. 

So, the tables have turned. Marry that with several known facts: 
•  M&A and business development has always been a key pillar 

of  growth strategies for the industry’s leading companies.
•  Bleeding edge and new modalities, such as cell and gene 

therapies, antibody drug conjugates, and RNA- and DNA-

based medicines are widely expected to represent the major-
ity of  industry revenues in the next decade, and while leading 
biopharmas have made a push to bring such capabilities in-
house, research suggests that they are only a small minority 
of  current pipelines, and their efforts are far behind the more 
nimble small innovative biotechs. To quote EY, “To stay com-
petitive, bigger biopharma companies need to aggressively 
pursue external innovation. Simply put, they need to transact 
if  they want to transform their businesses.”

•  Further, if  we examine the history of  the large biopharma 
industry pipeline, the data reveals that the 70% of  break-
through innovations were generated outside of  large bio-
pharma—a share that is likely to be sustained given what’s 
required in investments in the biotech sector. Half  of  the top 
20 blockbusters launched by large biopharma between 2011–
2021 were sourced externally, and they correspond to 60% 
of  the cumulative industry peak-year sales. 

•  Beginning in 2025, the larger biopharma companies will face 
losses of  exclusivity for products with revenues exceeding 
$225 billion, a substantial growth gap to overcome. This also 
underpins the need for decisive M&A and business develop-
ment efforts in the short term.

To quote Rob Davis, CEO of Merck, on the company’s just- 
reported third-quarter 2022 earnings call, “Our focus, our 
urgency on business development has not changed. We do see a 
list of potential places to play. Our priorities have not changed. 
In fact, maybe we’re even a little bit more bullish and eager to 
do something.”

That said, “The volatility actually doesn’t help for a conducive 
M&A environment right now because you have sellers, potential 
sellers holding on to 52-week highs or all-time highs, which, quite 
frankly, aren’t too distant in the rearview mirror,” added Davis.

We share the view that some biotech CEOs and board mem-
bers may have their eyes stuck in the rearview mirror, but the 
new reality is setting in, or will have to very soon. We expect the 
deal calendar to heat up, large and small. Wait for it. 
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Fast Track Your Real World Data Search
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Do you need a faster way to identify global real world data? Are 
you struggling to efficiently determine if a data asset is fit for 
purpose before purchasing? Are you confident you selected the 
most relevant data sources to achieve your project design?

Join this webinar to learn how IQVIA Health Data Catalog 
solves these challenges by providing a global go-to source to 
rapidly identify the most relevant data sources from the largest 
agnostic real world data catalog (covering 2000+ dynamically 
updated asset profiles).

Discover how you can more efficiently qualify data assets at 
metadata level with powerful search and filtering capabilities 
including key metrics, modes of access, usage restrictions, and 
relevant citied publications.

3 Key Take-Aways
See firsthand how you can fast track your RWD search by 
viewing multiple-use case demos illustrating how to:

• Customize and combine search criteria from 200+ variables 
describing patient data, including geographics, disease, 
database format/type, healthcare settings, and more 

• Be confident you’re always viewing the most up-to-date 
information by learning about IQVIA’s unique process to 
maintain, govern, and centrally orchestrate collaboration 
with asset owners

• Efficiently compare data assets and produce a harmonized 
table with key metadata of interest to share with 
stakeholders in multiple export formats that easily fit into 
your existing workflow (.xlsx, .csv, .json, etc.)

Register now for free! 
www.pharmexec.com/pe_p/
fast_track
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A Mission  
of the Heart
Christi Shaw, CEO of Kite, 
is working hard to bring cell                                            
therapy to the masses, fueled         
by her family’s personal   
experiences with cancer

By Elaine Quilici
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Christi Shaw is no stranger to hard work. The 
Midwest native who grew up on a working 
farm in rural Iowa now rolls up her sleeves 
every day at Kite, a Gilead Company, to 

develop and commercialize CAR-T cell therapies for 
oncology patients. As Kite’s CEO, she is thrilled to offer 
patients hope in a potential cure—something from which 
she wishes her family could have benefitted. Her unique 
view on the patient journey and her dedication to help-
ing others continue to drive her efforts to improve these 
therapies and make them more accessible. 

SET UP FOR SUCCESS
Waking up at the crack of  dawn to tend to cattle 
might not be how you picture a young biopharma 
CEO. But Shaw spent her early years fixing fences, 
baling hay, and pulling rocks out of  the field. “What-
ever it took to run the farm and the house is what we 
did,” she says.

As Shaw’s hard-working parents operated the farm 
as a side business, she looked up to them as role mod-
els. Off the farm, her father worked in corporate 
America. Her stay-at-home mother, who grew up on 
a farm like her, was always busy giving to family, 
neighbors, the church, and schools and later started 
a business of  her own.

But it was two high-school teachers who nurtured 
Shaw’s interest in biology and chemistry. Combining 
her love of  science with the examples of  running a 
business and giving back to others from her parents, 
she felt like pharma could be a natural fit. While in 
high school and as the first person in her family to go 
to college, she worked as a pharmacy technician in 
order to gain practical experience. Upon graduation, 
Shaw was recruited by Eli Lilly and landed a job on 
the commercial side as a product detail representa-
tive based out of  Oshkosh, Wisc. Lilly also helped 
her obtain her MBA from the University of  Wisconsin.

After working as a detail rep, Shaw moved on to 
more senior positions at Lilly, Johnson & Johnson 
(J&J), and Novartis before she joined Kite. Though 
she’s been in oncology for almost 13 years, she has 
crossed at least 12 different therapeutic areas in a 
variety of  functions. This diverse experience has 
given her unique perspectives as a leader.

“Back when I was in the field, we were called 
product detail reps and you were the only person in 
that territory,” she says. “You answered medical 
questions, commercial questions, reimbursement 
questions. There weren’t all these pieces to the phar-

maceutical industry. It was really a one-stop point 
person for physicians, the community, and pharma-
cists. So my entree was [more] broad-based and 
cross-functional in nature than how we have a sales 
rep role today.”

In addition to commercial and clinical develop-
ment, Shaw was able to dip her toes into legal, com-
pliance, human resources, finance, and even medical 
devices over the years. “When people go up through 
the function and [then want to] be the CEO, it tends 
to be very difficult if  you haven’t seen how the other 
eight functions work beyond your own,” she says. 
“[Seeking multidiscipline experience] is one of  the 
things I highly recommend.”

As part of  her cross-functional journey, Shaw 
sometimes had to make lateral moves to break into 
new areas, but she always kept the big picture in 
mind. For example, during a consolidation at J&J, she 
volunteered to take a lateral staff assignment focusing 
on commercial analytics, research, and business 
development—areas she hadn’t worked in before—
rather than remain vice president of  the newly com-
bined commercial business. “That got me a lot more 
breadth of  experience,” she says.

While she had always been demanding of  these 
functions, Shaw now was able to experience the 
demands placed on her. Knowing people’s individual 
functions also helped her to understand and appreci-
ate their diverse perspectives. Though she may have 
once questioned some of  their decisions, once she 
crossed over, she was able to gain empathy for their 
insights. “I could take a step back, and when I asked 
questions, seek to understand a lot more,” she says.

LIFE LESSONS IN PATIENT TREATMENT
Shaw’s first foray into cell therapy was at Novartis, 
where she led the North America Oncology business.

Her real education, however, came in a much more 
personal way. Shaw’s older sister was diagnosed with 
multiple myeloma in 2013. In May 2016, her sister 
had exhausted all the therapies that were approved 
commercially. At the time, Shaw was US country 
head and president at Novartis, based in New Jersey. 
She was able to direct her sister to the people who 
had access to clinical trials. Her sister eventually 
found a Phase 1 trial for CAR-T therapy at the Uni-
versity of  Pennsylvania in Philadelphia and enrolled.

Despite being at the top of  her professional game, 
Shaw made the bold move to step back from her 
position at Novartis to care for her sister. “Having 
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FAST FOCUS
 » Christi Shaw joined Kite in 2019 as CEO. She sits 

on the Gilead Leadership Team and is responsible 
for all cell therapy operations around the world.

 » Before joining Kite, she held senior executive 
positions at Eli Lilly and Novartis. Her leadership 
has spanned a broad range of therapeutic areas, 
including oncology.

 » Shaw holds a bachelor’s degree in business 
administration from Iowa State University and an 
MBA from the University of Wisconsin.

 » In 2016, she founded the More Moments More 
Memories Foundation with her younger sister, 
inspired by their sister’s battle with multiple 
myeloma. The foundation assists people 
living with cancer and their families, including 
assistance to enroll in clinical trials.  

 » Shaw currently serves on the board of directors of 
the Biotechnology Innovation Organization (BIO), 
Avantor, and the Healthcare Businesswomen’s 
Association (HBA).

After going through 
that, it just never leaves 
you to think, what 
undue burdens are  
we placing on patients 
and their caregivers 
and families?

lost my mom to breast cancer, I wanted to do everything I could 
to try to make sure my sister lived as long a quality of  life as 
possible,” she says. “I had so many regrets [about my mother]: 
Why didn’t I do something? Why didn’t I get her somewhere 
else besides rural Iowa? It seemed like I was so courageous 
[stepping down to care for my sister], but in fact, I had learned 
from my mistakes.”

For two months, Shaw stayed with her sister at the American 
Cancer Society’s Hope Lodge in Philadelphia. She was able to 

see firsthand what patients and their care providers go through. 
She herself  was drained from the flurry of  questions that needed 
to be answered and paperwork that needed to be completed. 
She witnessed the difficult task of  managing medicines, when 
her sister received a pill one day that came in a different color, 
causing confusion. The experience took Shaw’s dedication to 
patients to a new level.

“It’s just so hard for patients to navigate when they’re so sick 
already,” she says. “After going through that, it just never leaves 
you to think, what undue burdens are we placing on patients 
and their caregivers and families? And how does not just our 
therapy but what we do connect to the whole system? How are 
we helping or hurting patients on their journey?”

Eventually, Shaw’s sister’s disease progressed, and she decided 
to seek a donor transplant. While Shaw wasn’t a match, her 
younger sister was. It was time to step back yet again and let 
her other sister take over.

OPPORTUNITY KNOCKS
With the word circulating through professional networks that 
Shaw was available to return to pharma, she received a phone 
call from Lilly. She welcomed the opportunity to rejoin her for-
mer company in Indianapolis, which was close to both her sis-
ters in Chicago and St. Louis. As senior vice president and 
president of  Lilly Bio-Medicines, Shaw oversaw nine different 
disease states, thousands of  employees, and one of  the largest 
business units at the company. The position also offered a span 
of  Phase II through commercialization responsibilities instead 
of  just individual functions. 

“It is hard to go back to an individual function when you’re 
used to having the breadth of  teamwork, so that intrigued me,” 
she says. “I had a dual motivation of  going back to running a big 
business in a team environment and being near my sisters.”

Shaw felt she would stay at Lilly until she retired, but then she 
received a call from Gilead, Kite’s parent company, to come 
aboard as CEO in 2019 after her sister passed away the previous 
year. She welcomed the opportunity to find a way to get the com-
pany’s promising CAR-T therapy treatments to patients. “When 
you know what your passion is and what you want to do, the fact 
that I could potentially help bring cell therapy and cures for can-
cer to the world was really compelling to me,” she says.

Kite’s currently approved therapies, Yescarta (axicabtagene 
ciloleucel) and Tecartus (brexucabtagene autoleucel), have shown 
potential for a cure for some lymphoma patients, with five years 
of  durability data. In April, FDA approved Yescarta as the first 
CAR-T therapy for initial treatment of  relapsed or refractory 
large B-cell lymphoma (LBCL)—the first improvement on stan-
dard of  care in nearly 30 years. (Last month, Yescarta was 
approved in Europe for use in second-line diffuse large B-cell 
lymphoma and high-grade B-cell lymphoma.) 
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Christi Shaw with her husband and son. “I wouldn’t say my job defines me; 
it’s a piece of who I am,” she says.

Tecartus was approved in July 2020 as the first and only 
approved CAR-T therapy for relapsed or refractory mantle 
cell lymphoma (MCL), and in October 2021 for relapsed or 
refractory B-cell precursor acute lymphoblastic leukemia 
(ALL). The one-time treatments involve extracting a patient’s 
cells, re-engineering them, and infusing them back into the 
patient. About half  the time, the body cures itself.

“We literally have two-thirds of  our 3,500 employees in our 
manufacturing labs taking people’s lives in their own hands,” 
says Shaw. “Most people—even within our own company—
thought there’s no way to bring this to the world. It’s too labor 
intensive. Patients are located too far and wide. Yet here we 
are three years later.”

Today, Kite operates in the US, Europe, Australia, China, 
Japan, Canada, Brazil, Singapore, and Saudi Arabia. The com-
pany has treated 15 times more patients than it did before Shaw’s 
arrival. There are now over 10,000 people who have been treated. 
“There are just so many people that have been affected positively 
by the therapy,” says Shaw. “Before I came here, everybody 
thought this was science fiction. But it is reality now.”

Looking toward the future of  cell therapy, Shaw highlights 
the need for improvement in three key areas: communication, 
science, and global access. Even where people are eligible, 
only two out of  10 currently receive it. To grow this number, 
Kite is educating community physicians and patients directly 
that this therapy could be a potential cure. By continuing to 
advance the science behind CAR-T, Shaw hopes to improve 
the efficacy rate and understand why certain people experi-
ence side effects. Future research efforts to increase patient 
accessibility and speed include looking at “off-the-shelf ” 
CAR-T using donor cells. 

Recent journal articles touting the success of  cell therapy 
in disease states beyond cancer is also hopeful. “Being able to 
harness someone’s own immune system to treat their own dis-
eases, across multiple diseases, is the way that we’re going to 
help cure some of  the diseases we have,” says Shaw.

A RENEWED OUTLOOK
One of  the key learnings Shaw and her sisters experienced dur-
ing their journey was that not everybody has the ability to con-
nect to clinical trials like they were able to. The cost of  travel to 
the care center, lodging, meals, and transportation to and from 
the treatment site can be expensive. To ameliorate this issue, Shaw 
and her younger sister started More Moments More Memories. 
The foundation provides a travel, lodging, and meals program 
to help patients who don’t have the financial means to access 
clinical trials.

“We always talk about how many more moments we can give 
patients for lasting memories,” says Shaw. “I thought we’d give 
them one more special event or maybe a few more months of  life. 

To my surprise and happiness, it’s been five years and two-thirds 
of  the patients are still alive. That’s been extremely rewarding.”

In addition to managing the foundation, she and her younger 
sister travel back to Iowa periodically to check in on the family 
farm that is now partly rented to local farmers and partly in con-
servation. Overseeing the operations keeps her grounded. “We 
go back a couple times a year,” she says. “Sometimes we have to 
tear down a shed, sometimes we have to do things to upkeep the 
farm, like cutting brush, and sometimes we just take time to enjoy 
the area. We’re always brought back to our humble roots.”

Whether in Iowa or her current home of  Southern California, 
Shaw makes sure to leave time for family. When she has the 
chance, she enjoys golfing with her husband and 14-year-old son, 
who is currently trying to join the junior PGA.

“Going through these experiences [with my family] has made 
me think about where I can best spend my time each day,” she 
says. “I wouldn’t say my job defines me; it’s a piece of  who I am. 
I just happen to be very lucky that my job is part of  my true north 
and part of  my life.”

Each day, Shaw prioritizes her most important responsibili-
ties, which could be her son’s sporting event over her job. 
“COVID has taught us that your job isn’t 8 a.m. to 5 p.m. any-
more,” she says. “I may need to pick up my son at 3 p.m. and go 
to his sporting event. But I’ll be back online in a few hours. It’s 
never balanced, but it’s being at the right place at the right time 
where you feel like you’re most needed, wanted, and you would 
have no regrets.” 

— Elaine Quilici is a freelance content specialist based in New Jersey. She 
was formerly Editor-in-Chief  of  Pharmaceutical Executive. 
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O n Sept. 15, a panel of  experts convened for a virtual 
roundtable to discuss the growing field of  digital ther-
apeutics in the pharmaceutical industry. Profession-
als leading digital therapeutic companies, digital 

health C-suite pharma executives, and leaders of  digi-
tal health and digital therapeutics organizations, met to 
share views on new trends in this segment.

The group discussed how life sciences companies are 
approaching digital therapeutics from a financial stand-
point, along with how these tools and devices are part 
of  a growing trend of  moving toward “whole-person” 
healthcare, as opposed to single-point solutions. Other 
topics included why digital therapeutics still require tra-
ditional partnerships, and how these new product-enhancing tech-
nologies are changing the ways that payers approach medicine. 
The following is a recap of  the conversation, edited for length 
and clarity.

Andy Molnar, CEO, Digital Therapeutics Alliance: Our first bullet point is what’s 

top of mind when considering digital therapeutics’ impact on pharma.

Within our membership at the Digital Therapeutics Alliance (DTA) and 

how pharma is specifically interacting with digital therapeutics and pre-

scription digital therapeutics is in a couple different ways. There 

are a few pharma companies that really see it as a new line 

of revenue, almost separate from the pharmaceutical inter-

ventions that they’re driving; and then there is a large group 

of pharma companies who are no longer thinking about point 

solutions, meaning “here’s a pill that treats something.” They’re 

looking at the future of healthcare, which is more whole-per-

son care and looking at the patient journey from start to finish.

I see pharma companies caring more about that full journey; 

it almost feels like a rare disease company with a patient-population [focus] 

of more than 15 people, but with a patient population of potentially millions 

of people. How do you take the small cohorts that we see in specialty phar-

macy and apply that into the way that large pharma companies treat patients?

Andy Molnar

Whole-Person Care: Are We Ready?
The Intersection of Pharma and Digital Therapeutics
Senior leaders focused on the advancement of digital medicine and health meet to discuss       
the importance of these tools for life sciences companies, payers, and others in harnessing          
a healthcare future that will be increasingly dominated by holistic treatment and delivery 

By Mike Hollan
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MARTIN PETERS, WORLDWIDE HEAD, DIGITAL 

HEALTH SOLUTIONS, ONCOLOGY, NOVARTIS: I agree 
with the assessment that digital health is not 
going to be a direct line of  business for the 
pharma industry. I think the answer is, nev-
ertheless, more nuanced and depends on 
two factors.

First, what healthcare market are we 
talking about, the US geography or ex-US? This has huge impli-
cations and there are key differences in the go-to-market [strat-
egy]. Second, what is the therapeutic area that we’re talking 
about, as we may see a difference in neuroscience and mental 
health vs. oncology? Ultimately, it is the end-to-end customer 
journey, and the pain points and moments that matter that will 
be addressed to make a difference in the patient life. It could be 
remote monitoring in oncology. It could be using a digital device 
to perform an ECG, for example, before [issuing] a prescription, 
if  that’s part of  the safety label.

JULIA STRANDBERG, CHIEF COMMERCIAL OFFICER, 

PEAR THERAPEUTICS: My first thought about dig-
ital therapeutics and their impact is all the 
macro trends we talk about: chronic disease on 
the rise, healthcare shortage, long wait times, 
people are living longer, technology just being 
super pervasive, and, frankly, having a phone 
in your pocket is one of  the most important 

things to a person today. It’s not even your wallet; it’s your phone.
What that allows us to do from a care perspective is deliver 

care where the patients are, not to have to drive the patients to 
have care be delivered.

Another thought, which is super popular, is what are we think-
ing about in the context of  contributors to health? Martin, you 
spoke to geographical differences, the longitudinal view of  the 
patient and the person, but it’s [also] about the contributors of  
social determinants of  health. And that’s where I believe that 
digital health plays a very significant role.

In 2017, the National Academy cited the World Health Organi-
zation (WHO) saying that only 10% to 20% of  health outcomes 
were modifiable by medicine. The remaining 80% to 90% were 
social determinants of  health. So, on reflection, 50% of  that remain-
der were health-related behaviors and clinical care—and that’s about 
access and quality to clinical care. The sweet spot where digital health 
and digital therapeutics play a very meaningful role is in the strate-
gic thinking and forethought of  pharma, med device, and tech.

MOLNAR: As we think about that, Alex and Chris, what would those 

pharma, medical device, and technology partnerships actually look like 

to be successful?

CHRIS WASDEN, CHIEF STRATEGY OFFICER, TWILL: We have been work-
ing with pharma companies now for four years, and we’ve seen 

a dramatic change in the views of  what pharma companies 
expect and want from digital therapeutics. Four years ago, it was 
common for a pharmaceutical company to believe that digital 
therapeutics could be a new type of  therapy that could be reim-
bursed, that they could make money on, and could be a new 
revenue source and a new line of  business for them.

We don’t see a lot of  that interest anymore. Most pharma 
companies that we work with are looking at one of  three differ-
ent models. We call them complement, companion, and combi-
nation—where they’re looking at different ways of  delivering a 
more holistic solution using digital as a complement, a compan-
ion, or a combination to the drug. The commercial part of  the 
organization is driving this because they see it as a way of  increas-
ing revenues and scripts and finding new patients.

When we look at our value proposition to pharma companies, 
it’s about, how many new patients can we deliver to them? How 
many switches from one drug to another? We look at how we 
can impact medication adherence in the forms of  compliance 
and persistence and how the digital therapeutic, when used on 
a regular basis, can educate patients, help them deal with side 
effects, help them remain on therapy, and provide additional 
information for them to understand how they’re progressing 
along the patient journey and with their disease and the manage-
ment of  their condition.

ALEX CONDOLEON, HEAD OF DIGITAL HEALTHCARE, US GENERAL MEDICINES, 

SANOFI: The first thing that matters for all parties is that there’s 
genuine strategic alignment. Whether you’re on the digital side, 
device, or life science and pharma side, you have to be willing to 
walk away if  there’s any hint that the strategic alignment isn’t 
there. You can look across our industry and see all the models 
are being tested. Many of  us have had experience with many of  
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them, from joint ventures, equity plays, or trying to get more 
operational with commercial agreements.

All of  them have a place, but I’m hopeful that we’re going to see 
pharma taking more of  an operational role because pharma has to 
get in the game, understand the market, and learn from the market.

The strategic alignment and the deal structure are going to 
either set you up for success or cause problems down the path. 
The incentives in the agreement have to be aligned because 
tough times are going to come. There’s no question there will 
be dispute about boundaries, but you’ll survive it if  the incen-
tives are driving you to the same goal. The cultural alignment 
is the glue.

Therefore, you need to figure out what the KPIs (key perfor-
mance indicators) look like, who’s going to be rewarded, and how 
does that reward only increase over time so that the glue stays. 
That’s probably an example of  how mindset can make the deal 
structure something that holds us together in the good and the 
bad times. My alliance management partners will always say to 
me that in the good times, they almost don’t need to be involved.

Pharma is going to keep looking outside to complement its 
capabilities. That makes this idea of  partnering key, and there 
are going to be things that succeed and fail. 

It’ll be a game where we all learn together and find a path 
where we can unlock value for patients, our payer customers, and 
our investors as well.

STRANDBERG: McKinsey created a Maslow-like hierarchy chart 
in early 2021 about inner-connected attributes. I want to highlight 
the bottom and the top that you spoke of. No. 1 is about culture, 
talent, and agility. That is when the operating model breaks down. 
That is what needs to be focused on for your “glue.”

How do you build out that agile but culturally aligned struc-
ture that will never exist? Unfortunately, I have a partnership 
that no longer exists. At the top of  the model, how do you cre-
ate scale? How do you create this viable, sustainable business 
model to capture value? How do you make sure everything flows 
from people to value creation and keep that top of  mind?

WASDEN: One of  the biggest problems we 
have with pharma clients is that it’s a revolv-
ing door for their people. They change com-
panies or jobs within the company every 18 
months. We are the source of  continuity, but 
they aren’t because we’re always having to 
find the new person that we have to work 
with. We’ve been doing this now with 

pharma companies for four years, and in all of  our oldest rela-
tionships we’re dealing with a whole new group of  people and 
bringing them up to speed and trying to maintain the continuity. 
It’s not easy.

PETERS: I agree that it’s pretty much the standard duration, and 
internally we suffer from that. For me it’s also a reflection that 
sometimes these partnerships were often not set up for success 
and we’re unable to measure impact and assess their value.

People internally ask, “What’s the impact of  this?” The answer 
is, “I don’t know.” We track activity and leading indicators, but 
most digital health companies do not provide lagging or 
impact metrics.

The ultimate litmus test for a pharma organization is, “What 
is the impact?” The ones that have demonstrated it, even in this 
revolving door mentioned earlier, have stuck around and have 
actually scaled and lived through transition phases. I see the revolv-
ing door as a pressure test around [the question of], just how robust 
is that partnership that we’ve established? That’s not to say that’s 
always the case, and sometimes, also, good things get killed.

ED COX, EXECUTIVE VICE PRESIDENT OF STRATEGIC 

ALLIANCES AND GLOBAL HEAD OF DIGITAL MEDICINES, 

EVERSANA: We are in a mature/immature mar-
ket at the same time. We have the divergence 
that happens when a market matures, but we 
are not having the broad-based adoption that 
normally comes when a market matures.

Julia’s and Chris’s companies are very dif-
ferent companies. They commercialize in dif-
ferent ways, drive value differently, and both of  them are 100% 
exactly what this industry is. We try to put all digital medicine or 
digital therapeutics into a monolithic way of  thinking when, in fact, 
we are going to have maturing business models and maturing impact.

What is interesting are the evolutionary thoughts that are hap-
pening inside of  large pharma; but I think, to Martin’s point, the 
roots are still early and shallow, and a lot of  times they’re tied to a 
couple of  core individuals. We definitely see a lot of  leadership 
changeover, as Martin referenced, and the question is will those 
partnerships survive those leadership changeovers?

But that’s not an indictment on digital medicine. We shouldn’t 
feel bad that digital medicine is somehow less valid because a 
there’s a change in leadership, and, therefore, the partnership that 
was a priority no longer is.

Major, multibillion-dollar acquisitions of  pharmaceutical prod-
ucts get deprioritized after their leadership changes. Whole stuff 

Ed Cox

The cultural alignment is the glue. You need to figure out what  
the KPIs look like, who’s going to be rewarded, and how does that 

reward only increase over time so that the glue stays.

Chris Wasden

https://www.pharmexec.com/


Executive Roundtable 23NOVEMBER 2022 PHARMACEUTICAL EXECUTIVE

WWW.PHARMEXEC.COM

gets acquired, spun out, or never launched. There are huge shifts, 
and those are within the core business. So it’s critical for us to be 
aware that those dynamics are true, and we shouldn’t feel self-
conscious that just simply because the champion left or the part-
nership didn’t go forward that it’s somehow a byproduct of  digital 
medicine not yet having arrived.

MOLNAR: DTA held our payer accelerator board recently with repre-

sentatives from 12 different payers. One said, “I don’t need a digital 

therapeutic solution for just one indication. I don’t want to do one 

pilot for one product. I need to know how to implement all of them.”  

What do you think about how we build consistency when you 

see products that are completely different for disease states that 

are completely different to handle?

WASDEN: The largest payers in this country are also the larg-
est providers in this country, not provider networks at a third 
party. They have their own clinicians. UnitedHealthcare is one 
of  the largest healthcare providers in the United States. CVS, 

the same thing, and it also has retail pharmacy as part of  
its business.

When you then deconstruct each one of  those businesses, what 
you find is that everyone has a different revenue model with a 
different necessary value proposition based upon that.

What do they want? What are their goals and objectives? Our 
first payer customer was Cigna, and they just wanted a wellness 
product. Then they wanted something more clinical, and then 
they wanted something for their specialty pharmacy so they could 

I think it’s actually the payers’ 
position to lose. They have 
the most to gain and the  
most to lose to not create an  
inner-connected system.
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differentiate and have a center of  excellence around certain med-
ical conditions that are very high cost.

As you go across a payer organization, there are at least half  
a dozen different businesses that have different buying-decision 
processes and different value propositions where digital can 
play a role.

I think it’s naïve for us to think that there’s this thing called a 
payer, they all have the same needs, and we just need to solve them 
once and we’re done. No, it’s a lot more complicated than that.

CONDOLEON: The other thought that comes 
to mind is that technology is at a point of  
maturity where it is reasonable to believe it 
can have a favorable impact on the health 
and outcomes of  people. But getting adop-
tion, especially where there already is a highly 
fragmented environment that you’re trying 
to operate in, is difficult.

What does that mean? For me, this keeps 
coming back to the idea that the emergent sector is going to find 
either a protocol, like a backbone technology, or a leading com-
pany, that enables workflow to be smooth. Workflow is one of  the 
great barriers that still has to be addressed if  we’re going to see 
wide adoption of  these solutions.

COX: I agree with you. I think by 2030 probably one in seven 
or eight people around the world will be on some form of  digital 
medicine. That means that it’s going to be a major market. We 
are going to have a couple of  backbone players and winners. I 
think that we’re going to see not consolidation but creation of  
monolithic solutions, which is really exciting.

If  pharma doesn’t act on it, they will lose. They are in the best 
position to win this and be the stewards of  the future of  digital 
therapeutics and digital medicine. There’s going to be a couple 
of  breakout stars. But which industry wins? Is it big tech? Is it big 
pharma? Is it med device? Or is it an entirely new vector?

STRANDBERG: I don’t know if  it’s big pharma’s position to lose. 
I think it’s actually the payers’ position to lose. They have the 
most to gain and the most to lose to not create an inner-connected 
system. Even with the different business lines or service lines, they 
could lose if  they do not put a holistic longitudinal, digital solu-
tion in place that complements their care coordination or case 
management or key outcomes. Payers are about managing risk 
and the actuarial science associated with that monetary value of  
that risk.

COX: That’s provocative because it says if  payers are the even-
tual owners and winners of  this, then pharma had first-move 
advantage. They were trying to do this five, six, seven years ago. 
But if  all of  a sudden this ecosystem is owned by the payers, then 
this power balance is going to shift.

WASDEN: I agree with Julia, but let me present a different way 
of  looking at this. About 10 to 12 years ago, I developed a busi-

ness model called “owning the disease,” which was saying that a 
pharma company should take one therapeutic area and provide 
an entire array of  products and services around that therapeutic 
area, so they actually own the disease. For example, in MS (mul-
tiple sclerosis), you provide digital therapeutics, a digital front 
door, access to clinical services, your drug, and so on. 

I completely failed convincing pharma companies and med 
device companies to do this. And the reason was that pharma’s 
interest in any TA (therapeutic area) is transient because either 
the drug goes off patent, and they don’t have more in the pipe-
line for that TA, so they move on, or patients stay on their prod-
uct for short periods of  time. The pharma company really 
doesn’t have the incentive to own a specific disease.

The payer is looking at the entire patient journey. So for the 
patient, if  drug A doesn’t work, they go to drug B. And if  drug B 
doesn’t, they go to drug C. If  Drug C doesn’t work and there’s a 
device, light therapy for psoriasis, for example, they’ll go to light 
therapy as a medical device as opposed to the drug.

The payer should have all the risk. However, the payer is tran-
sient as well because the employers change contracts every three 
to five years; the payer only cares about that patient while they 
have that contract period.

So who is going to provide an ongoing, long-term relationship 
with a patient that is across their entire disease journey, regardless 
of  time and severity and needs different types of  products? Part 
of  the problem is that you don’t have the incentives in the pharma 
industry for payers to be a long-term, comprehensive player in a 
disease category.

PETERS: For some final thoughts, I think at this time, we are still 
hungry for more success stories, and the more we have, the more 
that will fuel the system. If  something disruptive [related to digital 
health] is successful, I guarantee you that pharma will be queuing 
to be in on it and wanting to do it right. Seeing is believing, and 
that holds true for pharma more than ever. There are lots of  phe-
nomenal examples, including the companies here today. We just 
need more, and when we show that direct impact and what it does, 
they will be listening.

COX: Everyone coming from different companies and debating 
all the different ways it might work is great. However, there’s no 
one that doesn’t want this to work, and that’s what’s so amazing. 
Patients want this, pharma partners want this, digital medicine 
companies want this, and even to some degree, the payers want 
it. There’s never been a time that health and specifically digital 
health and pharma have been more at the front of  people’s minds.

We just beat back a pandemic because of  a confluence of  
events around the pharmaceutical industry’s innovation, with dig-
ital health being able to deliver things. We’re at this moment of  
great excitement because you do not have an adversary.

STRANDBERG: And I wish for a world where we don’t call it a 
digital therapy, we just call it therapy. 

Alex Condoleon
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In the healthcare space, clinical thought leaders help educate 
their peers, generate new product awareness, establish cred-
ibility, and provide potential prescribers with rationale for 
treatment. In addition, selected thought leaders generate the 

clinical evidence that supports regulatory submission and defines 
clinical use of  a new treatment. They’re a powerful asset for pharma 
medical affairs and commercial teams—but quite difficult to iden-
tify beyond the top prominent individuals who publish papers, 
speak at conferences, or serve as investigators for pivotal clinical 
trials. In addition, the most prominent thought leaders are often 
not the ones driving treatment behavior and product adoption at 
the regional and local levels of  the general healthcare professional 
(HCP) population.

The industry has long sought to reveal the peer-to-peer rela-
tionship connections between healthcare providers and discover 
these “hidden” clinical thought leaders who provide guidance to 
their peers. But, unfortunately, until now, these connections have 
been invisible due to limited available data and analytics capabilities.

We know relationships between HCPs are critically important. 
Providers look to many resources for continual learning to better 
care for their patients: journals, pharma companies, industry sales 
representatives, speakers, and especially their peers. Even though 
influential peers are difficult to identify, pharma has recognized 
the significance of  their role for decades. 

When these respected providers believe in a specific treatment, 
and communicate that preference to their professional networks, 
it informs other healthcare professionals’ treatment decisions, driv-
ing diffusion of  innovation and adoption of  new therapies during 
their critical first months in the market. In fact, IQVIA research 
has demonstrated that when a thought leader adopts a product, 
that leader’s connected HCP network adopts at a rate 25% higher 
than the networks of  thought leaders who did not adopt.

And when doctors in a network adopt new therapies, a change 
in clinical thinking gets disseminated throughout the medical com-
munity, causing paradigm shifts in disease treatment and improve-
ment in patient care and outcomes. That’s the power of  thought 
leaders. And now, it’s more possible than ever to identify and 

engage the healthcare educators at all levels who play a role in 
this cascade of  innovation.

Historically, the pharma industry has been able to identify national 
thought leaders, but it has been nearly impossible to identify regional 
and local leaders who have smaller but still significant clinical spheres 
of  influence. These physicians likely cannot be identified using tra-
ditional secondary research techniques as they may not publish nor 
partake in clinical trials. Their identification has been limited to 
opinions of  field personnel or other equally subjective measures.

The size and potential of  a thought leader’s network can’t be 
ignored. The industry has also long used volume data to value 
physicians as commercial targets, but arguably as important as a 
physician’s number of  patients or prescriptions is their impact on 
the behavior of  many  other physicians (see Figure 1 on facing page). 

In Figure 1, Physician A would traditionally be identified as a 
“target” based on volume, but not Physician B. However, reveal-
ing the size and disposition of  their learning networks would 
certainly change their perceived importance by the industry.

Studying how humans relate to one another has been around 
for a long time, but social science hasn’t made its way into pharma 
commercialization or development until now because relation-
ships and the networks they form are generally invisible. But pre-
dictive analytics is now making the invisible visible. 

Predictive analytics as we understand it today was introduced 
in the 1940s when the US government first began using com-
puters. Pharma companies have leveraged predictive analytics 
in drug R&D, drug safety, clinical trials, supply chain, market-

Making the Invisible 
Visible: Revealing Thought 
Leader Networks with 
Predictive Analytics DARIN DECARLO

Practice Lead for Thought Leader 
Center of Excellence, IQVIA

IQVIA research shows that  
a thought leader’s connected 
provider network adopts new 
products at a rate 25% higher 
than the networks of thought 
leaders who did not adopt.
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ing, sales, and distribution to great success. Now, this technology 
is being applied to social science and the study of  HCP networks.

When predictive analytics and artificial intelligence are layered 
on top of  primary research data, the result is a capability IQVIA 
has named Peer Learning Insights. Using Peer Learning Insights, 
pharma companies can go beyond secondary research to under-
stand not only national, but regional and local thought leaders 
and their connections to each other and their communities. This 
allows pharma manufacturers to take a more complex and accu-
rate view of  thought leaders’ networks and spheres of  influence. 

PEER LEARNING INSIGHTS REVEALS HIDDEN 
THOUGHT LEADERS
When thought leaders believe in a product, they are often more 
likely to communicate that preference to their networks, which, 
in turn, impacts many treatment decisions. But how do you find 
out who’s talking to whom and how often?

Peer Learning Insights (PLI) refers to the science of  under-
standing how physicians behaviorally impact and learn from one 
another to form informal networks that are incredibly important, 
but historically hidden. Providers naturally form networks 
or learning communities within a given disease category.  Smaller, 
more local communities of  closely connected physicians are 

formed within the greater network. Studying communities helps 
to reveal the regional or local “hidden” leaders. 

IQVIA discovers these communities by conducting primary 
research to learn who doctors look to for advice and discussion about 
patients within a disease category. The survey questions used in 
the primary research stage are developed by social scientists, and 
IQVIA withholds some survey responses from the modeling pro-
cess to validate the results. 

This research reveals preexisting learning ties between HCPs 
within an indication. Ties are created when HCPs turn to each 
other for advice or discussion about the disease or its treatment. 

Figure 1. The influence of physician learning networks

Physician A Physician B

Prescription 
Volume

Prescription 
Volume

Procedure 
Volume

Procedure 
Volume

PHYSICIAN A’s LEARNING NETWORK PHYSICIAN B’s LEARNING NETWORK

Patient
Volume

Patient
Volume

HIGH VOLUME = TARGET LOW VOLUME = DO NOT TARGET

LOW VOLUME LOW VOLUME

LOW VOLUME

HIGH VOLUME

HIGH VOLUME

HIGH VOLUME

HIGH VOLUME

HIGH VOLUME

HIGH VOLUME

LOW VOLUME

When many doctors in a 
network adopt new therapies, 
new science gets disseminated 
throughout the medical 
community, causing a paradigm 
shift in the kinds of treatments 
patients receive.
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Advice and discussion connections can happen in many places 
and for many reasons, including medical groups and hospital affil-
iations , medical schools, residencies, and fellowships, etc., local 
societies, personal connections and friendships , shared patients , 
hospital departments, and more.

Product teams within pharma companies have tried to reveal 
and understand these elusive ties for many years, but primary 
research alone only exposes a relative handful of  physicians 
(approximately 10% to 15% of  the market) due to its limitations, 
including cost and survey response rate . 

So, the question has always been: How do you take these incred-
ibly valuable insights and expand them from relatively few physi-
cians to the entire market?  Peer Learning Insights is the answer. It 
combines primary research with artificial intelligence and machine 
learning to predict and project network ties between physicians— 
giving the pharma industry a power it has never had before: to see 
and analyze the full learning network for any given disease.

The resulting data from Peer Learning Insights describes pro-
viders’ network status within their communities of  practice and 
the overall network, including its size, importance, connected 
potential, rank, and overall value. 

PEER LEARNING INSIGHTS MAKES SENSE  
OF COMPLEX HCP NETWORKS
Pharma companies are continually looking for more effective 
ways to engage with providers and patients, and to get important 
medical innovation to them faster. Artificial intelligence is already 
being leveraged in many ways, both medically and commercially, 
including in finding undiagnosed patients and understanding 
underdiagnosed diseases. And now, pharma can use similar mod-
eling in exposing physician networks.

To date, pharma has tried to assess these networks using refer-
rals and shared patients from medical claims. This technique is 
useful in some regards but also comes with significant limitations. 
Physicians refer patients to their peers for many reasons. The act 
of  referring is not always representative of  a learning or influence 
type relationship. Furthermore, medical claims typically cover 
only a fraction of  the true market, which limits its utility in under-
standing networks. Learning relationships are more complex than 
referrals. Some relationships between physicians are stronger than 
others, and they all impact the learning process in different ways 
and at differing levels of  effectiveness depending on the lifecycle 
stage of  the product commercialization process.

In addition, different diseases are associated with networks of  
different composition, some more diffuse (less centralized) than 
others. The more diffuse a network, the more important it is to 
understand the makeup of  the network and thought leaders 
within it. The diffusion of  information and innovation is more 
complex in some diseases versus others. And referrals alone gen-
erally only expose one type of  connection, not the deeper multi-
level complexities of  a true learning network.

Figure 2. PLI impact: Peer Learning Insights optimizes speaker programs via “Right Speaker” and “Right Attendee” selection

Influential thought Leaders
Leverage TLN data to identify peer  
nominated TLs by indication, by zip code

Right Speaker
Select influential, local TL as speaker 
using TLN data based on event location

Respected, local Tls attract attendees 
in the area

Right Attendee
Select attendees based on selected 
speaker

Attendees influenced by speaker are 
more likely to follow advice and less 
likely to cancel

How do you take incredibly 
valuable insights from a small 
group of physicians and expand 
them to the entire market?

Factors that impact the assessment  
of HCP networks
•   Who HCP goes to for 

advice or discussion
•   Strength of the 

relationship
•  Type of disease category
•  Treatment patterns

•   Referrals and 
shared patients

•   Affiliations with hospitals 
and other organizations

•  Geography
•  And more
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The need to understand these learning networks and their 
complexities come into play whether you have a brand on the 
market already or are preparing to launch.

HOW PEER LEARNING INSIGHTS WORKS
IQVIA collects peer nomination relationships through our panels 
of  physicians and combines these peer relationships with several 
other data assets in an integrated way to build predictive algo-
rithms that quantify the impact of  the relationship on dissemina-
tion of  medical information and product adoption. 

This approach uses a proprietary peer nomination primary 
research technique to capture prime learning relationships from 
a sample of  HCPs known to treat the targeted disease. Those 
who respond to the survey nominate trusted colleagues whom 
they routinely talk to, or seek advice from, about managing a 
patient with a given disease. 

Using this sample of  known strong learning relationships, 
IQVIA then enhances this dataset by integrating other sources of  
data (including reference data, referrals, shared patients, affiliation, 
medical school, location, and prescribing). With this expanded and 
integrated data, IQVIA then applies machine learning algorithms 
to predict links between targeted HCPs and their most likely clin-
ical thought leaders, resulting in a complete picture of  network ties 
among an entire disease-specific target market. From these rela-
tionship links, a detailed Community of  Practice map is created 
that provides extensive insight into practice behaviors, product uti-
lization, and how thought leader preferences and opinions drive 
HCP network learning and behavior (product adoption). (Read 
more here: https://bit.ly/3DCi8Kk). 

THREE PRIMARY USE CASES FOR PEER  
LEARNING INSIGHTS
There are many commercial and medical applications of  learning 
network data . Three primary use cases are thought leader iden-
tification, field-based targeting, and speaker program optimization. 

Thought leader identification
The problem:  Peer nomination is critical to thought leader iden-
tification, especially at the regional and local levels, and to under-
standing the formation of  Communities of  Practice. But peer 
nomination requires some form of  primary research, which is 
limited to your ability to receive responses from  survey recipients .

PLI impact: Peer Learning Insights allows you to expand 
insights from a limited number of  survey recipients to the entire 
network of  physicians  treating a disease .

Field-based targeting
The problem:  Traditionally, field-based targeting exercises are 
volume-based, valuing prescribers based only on their per-
sonal number of  prescriptions, patients, procedures, etc.  Volume-

based targeting ignores the varying levels of  influence and impact 
that one physician  has on others.

PLI impact: Peer Learning Insights allows commercial teams 
to incorporate relationships of  learning and influence when assess-
ing the value of  physicians .

Speaker program optimization
The problem:  Speaker selection and attendee recruitment is often 
subjective and does not take preexisting peer learning preferences 
and relationships into consideration . Speaker program results are 
suboptimal because naturally occurring peer links and relation-
ships aren’t leveraged.

All of  this leads to more efficient and effective medical, mar-
keting, and sales strategies, particularly within the critical first 
six months of  launch. Peer Learning Insights can help your 
company identify the highest-value thought leaders, craft more 
targeted communications, and make informed go-to-market 
decisions, increasing the overall rate of  acceptance of  new 
healthcare innovations (see Figure 2). 

- Contact IQVIA at iqvia.com/contactus

Unlock the power of provider networks  
with Peer Learning Insights
With Peer Learning Insights, you can:
1.  Reveal the peer-to-peer relationship connections between 

target healthcare professionals (HCPs) within disease-specific 
markets.

2.  Discover the hidden clinical thought leaders who provide peer-
to-peer guidance to other targeted HCPs.

3.  Leverage artificial intelligence and machine learning (AI/ML) 
techniques to develop predictive models that expand your 
understanding of the relationship ties between targeted HCPs 
and thought leaders.

4.  Apply these new insights to enhance your field targeting, 
speaker programming, and thought leader engagement.

The IQVIA model has been shown to deliver greater than 80% 
precision in identifying the relationship ties that link clinical lead-
ers to HCP prescribers across the disease specific network. In 
one study, analysts were able to expand the number of link pre-
dictions for the peer network from 364 HCPs who had been iden-
tified through a survey to 12,769 via the IQVIA model.[Source: 
https://www.iqvia.com/locations/united-states/blogs/2021/10/iden-
tifying-healthcare-hidden-peer-to-peer-learning-communities]

12,769 link predictions
from 364 HCPs surveyed

80% precision 
identifying relationship ties

https://bit.ly/3DCi8Kk
https://www.iqvia.com/locations/united-states/blogs/2021/10/identifying-healthcare-hidden-peer-to-peer-learning-communities
https://www.pharmexec.com/
https://www.iqvia.com/contact


PHARMACEUTICAL EXECUTIVE NOVEMBER 2022

WWW.PHARMEXEC.COM

30 Quality Management

A Culture of Quality
The Catalyst to Accelerate Innovation 
Why enabling a shared culture of quality across an organization is key 
to maintaining pharma’s recent pace of innovation wins—while inspiring 
new levels of confidence

DAVID FRYREAR
Executive Vice President and   

Head of Quality Assurance, 

Astellas Pharma Inc.

The events of  recent years have accelerated the pharma-
ceutical’s industry’s dedication to speed—more than 
ever, we’re striving for “innovation at pace.” With the 
rapid adoption of  new technologies, adapted ways of  

working, and increased expectations for better, more personalized 
care, as an industry we are focused on delivering breakthrough 
treatments much faster for patients who are waiting. 

“Innovation at pace” could transform the lives of  millions of  
patients facing life-limiting disease but, along with the inherent 
challenges of  drug discovery, development, and delivery, inevita-
bly there will be unexpected hurdles. 

Quality is pivotal to addressing these challenges. Not just “qual-
ity as a discipline” but as a collective culture of  quality across an 
organization, helping to create the right environment for acceler-
ated innovation. Building confidence and trust, protecting people 
and data integrity, and overcoming barriers early are fundamentals. 

QUALITY SUPPORTS BRAVE DECISIONS 
AND INTELLIGENT RISK-TAKING
At Astellas, we are evolving operational frameworks that can help 
to accelerate innovation to deliver at speed without compromis-
ing on quality. 

We encourage curiosity and diversity of  thought because we 
know that brave ideas will lead to the best health outcomes. But 
brave ideas require an element of  intelligent risk-taking, which must 
be underpinned by ethical decision-making and solid risk-manage-
ment principles to truly realize life-changing potential for patients. 

A robust quality framework with defined principles gives confi-
dence and empowers rapid decision-making. It’s a model that allows 
teams to not only identify the biggest risks, but to implement con-
trol strategies, such as monitoring systems, and ensure the necessary 
cross-functional collaboration and communication to recognize 
and address challenges early. Through our experience, we know 
issues can and do arise, but our framework allows us to be agile in 
our response, helping to find problems fast and fix them faster. In 
our partnership with regulatory agencies, too, our model can inspire 
confidence and trust in our risk and quality management systems 

to limit the time-consuming cycles of  submission, review, and 
approval, and ensure rapid access to innovative medicines.  

The industry’s response to COVID-19 is a great example of  what 
can be achieved at pace within a quality framework. With unparal-
leled intent, game-changing COVID vaccines were developed 
quickly to address the large-scale pandemic challenges. This was only 
possible through brave decision-making and intelligent risk-taking. 
If  we had relied on our traditional, more conservative approaches, 
we no doubt would have seen even more devastating illness and loss 
of  life, or we might still be waiting for a path out of  lockdowns.  

Although it was a unique scenario, we can take valuable les-
sons from the pandemic—in terms of  exceptional risk manage-
ment, communication, and collaboration, especially between 
industry and regulatory agencies, establishing how decisions could 
be made rapidly. The unprecedented speed of  development was 
made possible due to an acute focus on a collective threat, with 
all eyes and hopes pinned on a solution, but without compromis-
ing the expectation of  safety and data integrity. Quality standards 
didn’t change, just the process and speed at which the industry 
was able to reach our goal.

THE ‘QUALITY-BY-DESIGN’ REVOLUTION 
Quality as a function is quickly adapting to this new reality and 
expectations for accelerated innovation. Historically, quality was 
considered “complying with the rules”—an end-stage tick-box 
exercise. Now, with a much broader scope of  responsibility, we 
are increasingly living the “quality by design” concept, which 
considers how we control risk in a much more sophisticated way, 
underpinned by a culture of  quality “owned by all.”

At Astellas, we’ve adopted a quality maturity model to assess 
and improve our quality practices and identify better ways of  
achieving quality. For example, shifting the emphasis from 
compliance with memorized rules and procedures, to, instead, 
leveraging competencies. We’re also looking at the best way to 
utilize technologies and digitizing transactional work to move our 
organization to a more mature quality level. This includes 
investment in an electronic quality management system (eQMS) 
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platform to leverage advanced digital technologies and unlock 
capabilities in artificial intelligence, including automation and 
natural language processing, allowing the system to not only process 
basic work, but also to identify trends. This enables our team to shift 
away from some of  the more routine tasks, freeing up capacity for 
critical thinking on resolving issues and driving continuous 
improvement activities.

As with many organizations, the quality maturity model is well 
established at Astellas—particularly in good manufacturing prac-
tice (GMP)—but we are also now implementing it with success 
across other functions, such as drug development and pharmaco-
vigilance. Although created with manufacturing in mind, by adjust-
ing the language but not the foundational concepts of  the quality 
maturity model, we have been able to identify where meaningful 
action can be taken by other areas of  our organization, to help 
them advance along the quality maturity continuum. The process 
has sparked interesting conversation within our functions, helping 
business partners to consider more deeply what constitutes quality 
and inspire new ideas to further embed a culture of  quality across 
our organization.

BUILDING QUALITY COMPETENCIES 
TO DRIVE INNOVATION
To deliver the complex innovations of  the future and allow qual-
ity management systems to realize their true potential, we must 
always ensure we do the basics brilliantly. We need robust qual-
ity systems focusing on the fundamentals of  risk management 
and strong knowledge management and documentation. That 
is key to understanding or reconstructing events, enhancing 
insight, and preventing issues from recurring in the future. At 
Astellas, we strategically look at our development programs and 
map the quality pathway to approval, anticipating risks and tai-
loring our approaches to address scenarios should they arise. The 
learning is then shared across our programs and built into the 
new quality strategic plans. Success comes from open dialogue 

and our collaborative approach ensuring individual programs 
don’t operate in silos. Instead, teams have visibility of  what drives 
quality success throughout our organization.

Building on our commitment to expand “quality competen-
cies,” however, we’re transitioning away from a typical compliance 
model, where individuals are trained to follow processes and pro-
cedures or focus on fixing what has already occurred. Our Astel-
las quality competencies emphasize analysis and the ability to influ-
ence and interpret data and draw conclusions to help accelerate 
the new ideas and innovation that will have the greatest impact 
for patients. Training and procedures remain crucial but as high-
lighted, new digital tools are increasingly supporting this aspect 
of  our work, allowing our quality experts to focus their energy and 
skills on critical thinking.

We’re also working to build new quality capabilities through 
cross-training within our organization, helping to expand team 
expertise in new modalities or different areas of  compliance, and 
by giving individuals broader opportunities, roles, and visibility in 
the workplace. 

QUALITY AS AN ENABLER OF THE FUTURE
We should all be viewing quality differently, shifting perceptions 
of  the quality function away from the “rule enforcers” and “the 
people who say no.” Quality is no longer on the sidelines, inde-
pendent and auditing, pointing out problems and then removing 
itself  from the solution. 

Quality is key to the solution and should be considered a core 
enabler of  accelerated innovation—achieved through greater col-
laboration and partnership across functions; earlier involvement 
in planning; the sharing of  risk-management expertise; and inde-
pendent perspectives to inspire trust in the work we’re doing.

Instilling confidence, with all stakeholders assured of  patient 
safety and data integrity, really is the pinnacle, and that’s what 
we’re moving toward. With this, quality will be integral to deliver-
ing the life-changing therapies of  the future. 

Quality is no longer   
on the sidelines, 
independent and 
auditing, pointing out 
problems and then 
removing itself from 
the solution.
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Compliance: Transforming a Necessity Into  
the Ultimate Partnership
Leveraging modern technology, services, and expertise to optimize HCP engagement

SPEAKERS:
Bill Buzzeo 
Vice President, US Compliance and Quality COE, 
IQVIA

Justin Will 
Sr. Principal, Commercial Compliance Consulting & 
Managed Services Global Compliance Consulting, 
IQVIA

Thomas Hayes 
Global Head of Offering Management for  
HCP Engagement Services, 
IQVIA

Burja Atakan 
Manager, Strategy Global Compliance Consulting, 
IQVIA

MODERATOR:
Elaine Quilici 
Editor-in-Chief,  
Pharmaceutical Executive

HCP engagements remain the single-most valuable way 
to provide information needed by HCPs to effectively 
prescribe the best treatments for their patients. 
However, increased regulatory pressures, general 
behavioral changes driven by the pandemic, technology 
advancements, HCP preferences, and greater exclusivity 
have all placed additional challenges on an already 
complicated, burdensome, and inefficient space.

In this webinar, you will hear from IQVIA’s leading experts 
who will share their insights into the current state of the 
industry and the keys to navigating this increasingly 
complex space while enabling optimized, worry-free 
engagements with exceptional HCP experiences.

3 Key Take-Aways
• Learn key industry trends and insights

• Discover real-world best practices

• Learn how to maximize end-to-end efficiencies that 
drive HCP satisfaction while addressing pain points of 
managing commercial compliance controls

On-demand webinar 
Aired: Tuesday, June 21, 2022

Presented by:

Sponsored by:

Register now for free! 
www.pharmexec.com/pe_p/
compliance
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Congratulations to Our Winners

Pharmaceutical Executive, an MJH Life Sciences media brand, hosted the 2nd Annual 

Pharmaceutical Executive APEX Awards on October 18. The only healthcare awards show 

judged entirely by healthcare professionals was held in person for the first time since its 

inception at Gotham Hall in New York City. 

On hand were healthcare creative agency finalists, along with their pharmaceutical 

clients, whose submitted campaigns were showcased in last month’s issue of 

Pharmaceutical Executive. 

When Pharmaceutical Executive and the specialty healthcare brands of MJH Life 

Sciences committed to creating a healthcare awards event, they took an entirely new 

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

but actual healthcare professionals?” The more they discussed, the more it made sense. 

After all, for decades agencies have been inviting everyone from general practitioners 

to seasoned specialists to sit through endless hours of research to determine if creative 

agency work is strategically relevant and markedly effective. 

It turns out, they were right and the Pharmaceutical Executive APEX Awards is proud to 

announce the second-annual winners on the following pages. The award program leads 

would like to thank the healthcare professional judges, the sponsors of the event, and the 

agencies who submitted their quality work and turned out to enjoy a remarkable event. 

Please follow the Pharmaceutical Executive APEX Awards page for updates on the 2023 

APEX Awards submissions opening, attendance at the 3rd Annual event, and more. 

THANK YOU TO OUR SPONSORS
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 Aesthetics/Dermatology

Show More Skin
• Company Name: Sanofi and Regeneron

• Agency Name: Arnold NY

• Description: This campaign inspires patients to reveal their skin and true selves now that their eczema 
symptoms are under control.

 Cardiovascular- Disease Awareness/Education – Unregulated

Healthful Living Cardiovascular Issue
• Company Name: Amarin

• Agency Name: PAC Media Group/Pangaea Creative House

• Description: Each issue of Healthful Living offers patients high-end, condition-specific content in an ap-
proachable and entertaining way with a modern flair.

 Cardiovascular- FDA Regulated

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

• Agency Name: McCann Health New York, An IPG Health Company

• Description: The popular song, The Beat Goes On, is the heart of this campaign, which shows heart 
failure patients leading interesting and fulfilling lives.

 Central Nervous System and  Devices- FDA Regulated

Be Direct
• Company Name: Impel NeuroPharma

• Agency Name: JUICE Pharma

• Description: With a combination of straight talk, unexpected metaphors, and anticipated shocked reac-
tions, this campaign embraces the odd with the right amount of attitude.
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 Central Nervous System- Disease Awareness/Education – Unregulated

Healthful Living Multiple Sclerosis
• Company Name: Sanofi

• Agency Name: PAC Media Group/Pangaea Creative House 

• Description: Each issue of Healthful Living offers patients high-end, condition-specific content in an ap-
proachable and entertaining way with a modern flair.

 Direct-to-Consumer- FDA Regulated

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

• Agency Name: CultHealth 

• Description: Type 2 diabetes robs patients of their confidence. This campaign gave them something 
to rally behind: a life unbound with limitless possibilities.

  Direct-to-Consumer and  Respiratory 

Disease Awareness/Education – Unregulated

Healthful Living Asthma
• Company Name: Sanofi 

• Agency Name: PAC Media Group/Pangaea Creative House 

• Description: Each issue of Healthful Living offers patients high-end, condition-specific content in an ap-
proachable and entertaining way with a modern flair.

Hematology and  Direct-to-Patient- FDA Regulated 

Home Suite Home Patient Engagement Campaign
• Company Name: Apellis 

• Agency Name: Centron 

• Description: Collaborating with HGTV personality, Genevieve Gorder, Home Suite Home helps patients 
approach home self-infusion the same way they would any healthy lifestyle change.
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 Hematology- Disease Awareness/Education – Unregulated

Tipping Point: The Game
• Company Name: CTI BioPharma 

• Agency Name: GSW 

• Description: Utilizing leap motion hand-tracking technology, Tipping Point helps HCPs get a virtual 
hands-on understanding of finding the right balance when treating myelofibrosis.

 Immunology- FDA Regulated

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

• Agency Name: Tim Peters and Company, Inc. 

• Description: Bio Products Laboratory is a small, scrappy player among giants in the immunoglobulin market. 
BETTER than Big, a third-party survey, helped them get closer to their goal of being the best, not the biggest.

 Rare Disease- FDA Regulated

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

• Agency Name: Medthink

• Description: After launching Hereditary Factor X Deficiency Awareness Day in 2020, Bio Products 
Laboratory amplified the day in 2021—introducing a potential audience of over 139 million people to 
the ultra-rate genetic disorder.

  Rare Disease and  Direct-to-Patient  
Disease Awareness/Education – Unregulated

Narcolepsy Disrupts
• Company Name: Avadel Pharmaceuticals 

• Agency Name: Fingerpaint 

• Description: This campaign raises awareness among patients and HCPs of both the daily and nightly 
impact of narcolepsy symptoms and treatment.
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 Men’s Health- FDA Regulated

Simple Is Right at Hand
• Company Name: Accord BioPharma 

• Agency Name: The Agency Network 

• Description: The first and only no-mix, prefilled, sub-Q therapy for advanced prostate cancer, CAM-
CEVI simplifies syringe prep—featuring campaign imagery that reflects its ease and simplicity.

 Immunology- Disease Awareness/Education – Unregulated

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

• Agency Name: Synapse 

• Description: A campaign two years in the making and created in partnership with a committee of 
practicing rheumatologists helps deliver a new approach to rheumatology medical education.

 Oncology- FDA Regulated

Guided By Illumination
• Company Name: Telix Pharmaceuticals

• Agency Name: JUICE Pharma 

• Description: With its expansive starry sky and stylized disease progression graphic, this campaign 
showcases the vast potential of this new imaging modality.

 Oncology- Disease Awareness/Education – Unregulated

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

• Agency Name: Biolumina 

• Description: Artfully combining a simple headline with striking imagery, the campaign succeeds in 
communicating a clear and motivating narrative—from incidence to impact to the treatment approach.
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 Pediatrics- FDA Regulated 

Reach New Heights
• Company Name: Eton Pharmaceuticals

• Agency Name: CrowdPharm

• Description: This campaign pairs the ideal growth stages of infants and children with age-appropri-
ate hydrocortisone doses to elevate the importance of accurate dosing.

 Ophthalmology- FDA Regulated

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

• Agency Name: Heller, Inc. 

• Description: Marie, the face of the campaign, is someone that everyone can relate to—a family mem-
ber, friend, and coworker—and presents information in an approachable, story-like fashion.

 Pediatrics- Disease Awareness/Education – Unregulated

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

• Description: A two-day virtual symposium brought together by thought leaders and innovators in 
pediatric drug development to advance pediatric drug development into a new era.

 Surgery- FDA Regulated

Heal Without Harvesting
• Company Name: Mallinckrodt Pharmaceuticals

• Agency Name: Fingerpaint, 1798

• Description: By removing the razor from the dermatome and replacing it with a powerful headline, 
Heal Without Harvesting flipped the script on the traditional treatment.
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 Women’s Health- FDA Regulated

Hemoglobin Rising
• Company Name: Shield Therapeutics

• Agency Name: Elevate Healthcare

• Description: Release the mythical beasts! This campaign, with its iron mermaid rising from the                                          
depths, is legendary in the way it reminds the reader that tolerable oral iron is not a myth.

 Women’s Health- Disease Awareness/Education – Unregulated

Neuron Forest
• Company Name: Astellas Pharma Inc.

• Agency Name: Havas Health & You

• Description: An integrated HCP disease state awareness campaign about the newly understood sci-
ence behind vasomotor symptoms of menopause and the burden it places on women.
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MARKUS GERSHATER
Chief Scientific Officer and 
Co-founder, Synthace

I f  you’re ever in a meeting and want to elicit as wide a range 
of  reactions and emotions as possible—think eye-rolling, 
raised eyebrows, deep sighs, inquisitive looks, furrowed 
brows, and everything else in between—look no further 

than the phrase “lab digitalization.” When I speak at conferences, 
these two words seem to have a magic effect on people, including 
on their heart rate and blood pressure. 

I think this is no surprise. Why, in 2022, is this still a topic for 
discussion? I’m not aware of  any other industry that is still trying to 
“digitalize” anything. So what exactly is causing the hold-up in  
pharma? The short answer is that there’s a missing link. The longer 
answer is that I believe I know what it is, why it went missing in the 
first place, and what happens to our industry in the coming decade 
if  we’re able to fix it. To begin, let’s look at how things stand right now.

WE HAVE ALL THE PARTS, BUT NO SUM
To date, digital tools in the lab environment have been biased 
toward individual and discrete tasks, especially for things like 
record-keeping or standalone operational execution. There are 
the design tools we use before entering the lab, the automation 
tools we use when we are in the lab, and even more—the epony-
mous electronic lab notebooks—that we use after the fact to 
manually record what took place. On top of all of this, we have 
an entire world of lab hardware, each with its own interfaces and 
modes of operation.

All of  these different systems and tools cover the entirety of  the 
experimental process: the loop we cycle through in designing exper-
iments, running them, analyzing experimental data, and starting all 
over again. But here’s the problem: there’s no throughline, no thread 
that links all of  these disparate tools together into a unified whole.

POWERFUL CAPABILITIES JUST OUT OF REACH
At the same time, there are three ideas whose convergence and 
reliable, lab-based implementation has been stalled because of 
this fractured landscape:

• Design of  experiments (DOE)
• Next-generation lab automation, or “Lab Automation 2.0”
• Artificial intelligence (AI)/machine learning (ML)

Multifactorial experiments are vital in the study of  biology 
because they help us understand the interactions that are funda-
mental features of  all living systems. While DOE will not transform 
the industry on its own, it allows us to reach far deeper into the 
complexities of  biology than we could otherwise.

Similarly, we’ve had the capacity for high throughput automa-
tion for some time now and, while higher throughput is always 
welcome, there’s only so much value it can drive. The next gen-
eration of  lab automation has complete traceability, reproducibil-
ity, usability, and is capable of  handling enormous complexity 
without code, and with much higher levels of  walk-away time.

Finally, the buzz around AI/ML is remarkably strong but we 
have yet to see the full realization of  its potential. The work of  
biology is difficult to represent in code and the data/metadata that 
labwork produces is difficult to digitize. If  we can’t do it, AI/ML 
gets stuck as a pipe dream that remains the preserve of  “big tech.”

We have already seen the results of  a combination of  both 
DOE and next-generation lab automation in some of  the public 
statements made by one of  our company’s customers, AstraZen-
eca, who described how they had begun running “experiments 
that were previously impossible.”

THE MISSING LINK? THE WAY WE THINK
I believe the missing link is the mental model we use. Much is made 
of “the lab of the future” as our industry’s solution for success. 
When we think about the lab of the future, we ask questions like: 
“will this piece of software make my lab better, or will this new 
piece of kit?” These don’t feel like they’re good enough.

We create a subtle but profound shift if  we instead switch to think-
ing about the experiment of  the future. This makes us ask different ques-
tions. What do I need to change to improve the quality of  our exper-
iments? How do I increase the value of  our scientific output? What’s 
missing from that picture? When we think of  the experiment itself, 
we stop thinking about the processes, equipment, data, and meth-
odologies as separate problems to be solved in isolation. We begin a 
journey instead toward a holistic approach that considers the entire 
picture in a new light. For those like AstraZeneca who have already 
started that journey, the future looks incredibly bright. 

Labs and Computing 
Power: The Missing Link 
for a Revolution by 2030
A shift in mindset to the experiment itself could lead the way

https://www.pharmexec.com/


THE CURE   
FOR BOREDOM IS 

  CURIOSITY
~Dorothy Parker

LOOKING TO SPARK YOUR CAREER?

At Biolumina, everyone embraces the power of curiosity. We focus on oncology   
and continually strive to better understand current cancer perspectives—and to seek   
out new ones. It is essential to the success of our agency, our clients, and ourselves.

Find out what curiosity can do for you.

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

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