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From the Editor

Awards Season in Bloom
Nothing says a New Year than the Awards season honoring 
the previous year’s entertainment achievements in the form of 
Oscars, Golden Globes, Emmys, Grammys, Tonys, and more. 
Just a mere year ago, TIME magazine offered a comprehensive 
list of the events on tap (https://bit.ly/2NPkCOb). From January 
through March 2020, the usual celebration timeframe was largely 
unaffected. But like all industries, this year is proving to be the 
exception and a moving target. The timeframes have changed, 
but not the fact they will apparently be in person. The Golden 
Globes will be held Feb. 21; the Grammys moved from Jan. 31 to 
March 14; and the Oscars April 25. The Tonys, unfortunately, is still 
under discussion, with Broadway shuttered since March 12, 2020, 
and not expected to reopen until Fall 2021. 

W hile we wait for our chance to watch the glam-
orous dresses and root for our favorites, there 
are other awards to look forward to. Not to be 
outdone by the showbiz industry, Pharmaceutical 

Executive has launched two recognition programs, one a fan favor-
ite and the other in a new entrant category. 

First up, the Pharmaceutical Executive Emerging Pharma Lead-
ers program. Now in its 11th year, up-and-coming leaders—vital 
to the future of the biopharma industry—are nominated by their 
peers and chosen by a panel of our Editorial Advisory Board 
members. The criteria may be considered broad in an industry 
of talented, smart, and successful individuals; however, we look 
for those who resumes show a consistent growth trajectory or 
experience that will take them to C-suite levels. Does one of your 
colleagues show they can make the tough decisions that will con-
tinue to face manufacturers in the coming years? Does your direct 
report show the ability or promise to navigate the commercial, 
financial, scientific, R&D, marketing, sales, and/or market access 
with leadership and inspiration? If you know someone that fits 
this description, please register to nominate them here: https://
emergingpharmaleaders.awardsplatform.com/. Voting closes 
Feb. 26.

Next, in a completely new and different twist on healthcare 
agency and marketing awards, is the Pharmaceutical Executive APEX 
Awards. If you’re like most marketing professionals in the health-
care industry, you’ve already had your work recognized by many 
creative peers. But in this debut event, your work will be judged 
exclusively by the one audience who views and appreciates it daily: 
healthcare professionals—across 19 specialized categories. 

Joining with Pharmaceutical Executive’s parent company, MJH 
Life Sciences and its legacy healthcare brands that span thera-
peutic expertise, the award will showcase product/promotional 
work that is FDA-regulated, as well as disease awareness/general 
education/wellness work not regulated by FDA. The awards are 
open now, and feature an early bird deadline of March 15, an 
entry deadline of April 15, and a late entry deadline of April 30. 
Finalists will be announced June 15 and Gold winners announced 
on Sept. 9, during a live event (depending on current pandemic 
requirements at that time). Please click here to submit your work: 
https://apex.pharmexec.com/pages/apex-home.

Another important yearly event, the HBA Woman of the Year, 
will turn to a virtual format in early May. The event has been 
honoring women across healthcare and life sciences in various 
roles since 1990, as well as in its 20th year for recognizing a man 
who demonstrates a long-term commitment to advancing women 
in the workforce, is dedicated to developing, mentoring and pro-
moting women in the industry, and is supportive of the HBA’s 
mission. Another change to the programming this year is those 
executives chosen in 2020 become the honorees for the combined 
2020-2021 award. Last April, we featured Sandra Horning, MD, 
as the HBA Woman of the Year (https://bit.ly/3t8bRPb) and we 
plan an update on Dr. Horning’s activities since last year. This 
April, we will feature the winner of the Honorable Mentor of the 
Year, Rod MacKenzie, PhD, chief development officer and exec-
utive vice president, Pfizer. 

Whether virtual or in person, the recognition of those in our 
industry who continue to exemplify leadership, values, and a spirit 
of lifting others is always in vogue. Congratulations!  

https://www.pharmexec.com/
https://twitter.com/trialsonline?lang=en
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The early to mid-1980s saw the explosion of the digital 
age. This may be best expressed by TIME magazine 
naming The Computer as its 1982 Man (or in this 
case, Machine) of the Year. Also that year, a computer 

scientist from Carnegie Mellon University wrote the first ASCII 
emoticons, :-) and :-(, as a way to express emo-
tions digitally.

In 1983, Microsoft Word was launched. 
Though far from the smartphones they are 
today, the first mobile phones were sold by 
the Motorola Company. It was also the year 
when ARPANET adopted the standard 
TCP/IP protocol, which eventually became 
known as the Internet.

Thanks to market saturation and a growing interest in personal 
computers by 1983, a video game recession kicked off in the US, 
with revenues falling almost 97%. The release of Super Mario Bros. 
in 1985 for the new Nintendo Entertainment System helped turn 
around the industry and there hasn’t been much looking back.

Though personal computers were already around, Apple’s 
introduction of the Macintosh in 1984 was as captivating as the 
Super Bowl ad for its release. To compete with the user-friendly 
Mac, the first version of Windows was delivered by Microsoft in 
1985. That year also saw the registration of the first dot-com 
domain name, symbolics.com. This shift toward a digital age 
began to have an impact on the economy. When the recession 
began in 1981, the Dow Jones Industrial Average had a year-end 
close of 1,046. By the end of 1985, it was 1,546.

In 1983, Sally Ride became the first American woman in space 
and Guion Bluford the first Black person to make the trip. Ronald 
Reagan was reelected US president in a landslide victory over Wal-
ter Mondale in 1984. Around the world, a spate of terror acts 

marred 1985, including the hijackings of TWA 
Flight 847 and the Italian cruise liner “Achille 
Lauro.” Also concerning was the discovery of 
a hole in the earth’s ozone layer that year.

For entertainment, people danced to 
Michael Jackson’s “Thriller” (1982). After 

1985, they were able to listen to this and other 
albums on compact disc. Moviegoers raved 

about E.T. (1982) and Ghostbusters (1984). On the 
small screen, they watched the 1984 Summer Olympics in Los 
Angeles and welcomed Alex Trebek as the host of the newly syndi-

cated program Jeopardy! The epic 16-hour Live Aid concert captured 
viewers’ interest across 110 countries in July 1985. Sports fans saw 
the rise of legendary Chicago Bull Michael Jordan, who won NBA 
Rookie of the Year in 1985. While ladies donned legwarmers and 
men walked around in suspenders, children were fighting over Cab-
bage Patch Kids and showing off their Swatch watches to friends.

THE PHARMA LANDSCAPE
In the realm of  science and healthcare, 1982 marked the first com-
mercial use of  genetic engineering when human insulin produced 
by bacteria was marketed. Barney Clark became the first person 
to receive an artificial heart in the US but died 
after 112 days. McNeil Consumer Products, a 
subsidiary of  J&J, faced the devastating news 
that seven people died because its Tylenol 
capsules had been laced with potassium cya-
nide. The company responded by immedi-
ately recalling bottles off shelves and later insti-
tuting tamper-proof  packaging, which has 
become standard for over-the-counter medications.

Genetic fingerprinting or DNA profiling was developed in 
1984. The technology revolutionized police work and is now rou-
tinely used by forensic scientists in obtaining crime-scene evidence.

One of the greatest stories of the early to mid-80s was the AIDS 
epidemic. The source of the virus, HIV, was identified in 1984, 
but officials were slow to recognize and respond to it, as it was 

viewed as a disease affecting mostly gay men. In 
fact, when Congress held its first hearing on the 
subject in 1982, only one reporter attended. 
By the time Reagan first publicly mentioned 
AIDS in 1985, the virus had already ravaged 
the US. The administration asked Congress 

to dedicate $120 million to AIDS research; 15 
days later, it allocated almost $190 million.
In 1985, FDA approved a blood test for AIDS and 

international governments started screening blood donations. Life 
insurance companies also began screening, causing outcry by civil 
liberties groups. The first drugs wouldn’t arrive for a couple more 
years, but researchers feverishly looked for potential treatments, 
hoping something would work. As we try to curb COVID in 2021, 
a review of the response to the AIDS crisis could provide some 
insights. Let’s hope the takeaways are even more successful.   

— Elaine Quilici

Pharm Exec at 40 
Looking Back at 1982-1985

Anniversary
1981-2021

https://www.pharmexec.com/


77

WWW.PHARMEXEC.COM

FEBRUARY 2021 PHARMACEUTICAL EXECUTIVE Brand Insights - Pharma Marketing

BARRY WINN
Vice President, Omnichannel 
Strategy, BioPharm 
Communications, LLC

Brand Insights - Thought Leadership 
from Marketers I Paid Program

2021 Will Be Another 
Transformative Year 
for Digital Marketing
While COVID-driven challenges remain many, so do the carryover 
opportunities to redefine HCP engagement and communication 

Healthcare marketers experienced a year like no other 
in 2020. In March 2020, everything changed within 
a couple of weeks. COVID-19 changed the way phy-
sicians were able to practice medicine. Quarantine 

laws quickly shuttered practices and locked down hospitals, while 
the unprecedented stress placed on the healthcare system 
demanded the focus of our healthcare professional (HCP) custom-
ers. Necessity quickly became the impetus of much of the digital 
transformation that we saw across our industry last year.

Our team at BioPharm worked with brands across a variety of 
initiatives as the COVID-19 crisis developed in 2020, and there-
fore had a firsthand look at the range of experiences that market-
ing and sales teams were facing. While some brands were scaling 
back operations, others were launching new products into the 
marketplace. HCP experiences were also vastly different depend-
ing on factors such as geography, specialty, and addressable patient 
population as outbreaks were experienced across the country.

While we worked to solve many different problems driven by 
the crisis, we also faced some very common hurdles:

1. The abrupt (and continued) loss of physical access and face-
to-face selling was a game changer. Physician practices and hos-
pitals have been inaccessible to many sales reps for nearly a year 
now. According to IQVIA’s 2020 Year in Review, this caused a 
decline of more than 55% in live rep details,1 forcing brands to 
rethink how they utilize their most effective communication asset.

2. An entire industry shifting focus from personal selling to 
virtual promotion at the same time created more digital clutter 
across channels. The ongoing trend of shifting away from print 
toward digital was therefore exacerbated.

3. Our HCP customers were very much focused on learning 
and adjusting to their new normal through the first half of 2020. 
Quarantine restrictions reduced the number of patient diagnosis 
visits by more than 900 million,1 drastically eroding the number 
of new prescriptions being written.

2021 will be an important year for defining the future of how 
we drive share with HCPs. The trends and behavior changes that 

started in 2020 will become more of the norm this year. As brands 
look at the year ahead, here are three areas to think about:

1. Brands will be making better use of the customer relation-
ship management tools that they adopted or increased use of in 
2020. HCPs have illustrated that they’re willing to engage with 
non-personal promotion, but it must be contextual to their current 
reality. More dynamic, personalized journeys will be required to 
provide the next best message and/or action for each customer’s 
user experience. Use of triggered communications should also be 
considered to provide data-driven, timely, and relevant informa-
tion to our customers.

2. Leveraging key opinion leaders (KOLs) in the era of COVID-
19 will continue to be a challenge. Dinner meetings, congresses, 
and many more KOL-led events were cancelled in 2020, taking 
away one of a brand’s most crucial share-building assets. While 
meetings and conferences went virtual, the impact of KOL thought 
leadership was diminished in many cases. Brands need to think 
about how they can innovate their approach to thought leaders 
and messaging in 2021.

3. In most cases, the role of the sales rep channel will not go 
back to pre-COVID-19 norms. The last nine months have cre-
ated a fundamental shift in the way HCPs are going to interact 
with brands and their sales reps in the future. A recent Accenture 
survey showed that 39% of HCPs want all rep meetings to be vir-
tual even after the pandemic ends, while only 10% of HCPs want 
to go back to pre-COVID-19 norms for in-person meetings.2 

Brand support will continue to be important to these customers. 
It’s how we provide that support that will determine success.

2021 will be an important year for digital transformation. While 
the challenges are many, we have an opportunity to redefine the 
way we communicate and build relationships with our HCP cus-
tomers, not only during the pandemic, but well into the future. 
1. IQVIA, “Monitoring the Impact of COVID-19 on the Pharmaceutical  
Market,” Published Dec. 18, 2020.
2. Accenture, “Pharma Companies Have Improved How They Engage with 
Healthcare Providers During COVID-19, Finds New Research from Accenture,” 
Press Release, Aug. 10, 2020.

https://www.pharmexec.com/
https://biopharmcommunications.com/
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Last March, FDA halted most field inspections of bio-
pharmaceutical facilities and clinical research sites due 
to travel and contact restrictions imposed by the 
COVID-19 pandemic. Agency officials said they would 

rely more on the past compliance history of a production site, qual-
ity control documents requested from the manufacturer and 
inspection reports, and other information from other trusted reg-
ulatory authorities to determine whether an inspection was needed 
to approve a new or changed product from that facility. The agency 
also has weighed the viability of conducting virtual inspections, 
with limited success.  

The inspection hiatus did not delay most new product approv-
als for much of the past year, as many drugs came from facilities 
that had been inspected recently or had a sufficiently strong com-
pliance record to support a regulatory decision. But now inspec-
tion issues are delaying more new product approvals. In Decem-
ber 2020, FDA postponed approval of an important new cholesterol 
therapy inclisiran from Novartis due to concerns about the Euro-
pean contract manufacturer producing the new product. FDA 
sent Novartis a Complete Response Letter (CRL) Dec. 18, explain-
ing that it could not approve the drug by its user fee action date 
due to “unresolved facility inspection-related conditions” that 
could not be overcome due to foreign travel restrictions. 

FDA also delayed approval in November of a CAR-T liso-cel 
therapy to treat adults with large B-cell lymphoma from Bristol 
Myers Squibb when travel restrictions prevented an inspection of 
the Lonza production facility in Texas. Also in November, Revance 
Therapeutics acknowledged it would not be able to market a new 
injectable anti-wrinkle skin treatment because FDA was unable 
to inspect the company’s California manufacturing facility on time. 
FDA similarly delayed the review of Spectrum’s neutropenia drug 
Rolontis, which the company licensed from a South Korean firm 
that FDA was unable to inspect. And Alkermes said it received a 
CRL for its new treatment for schizophrenia and bipolar disorder 
when a remote records review done in place of a preapproval 
inspection found issues related to a tablet coating process at its 
Ohio facility. Alkermes resubmitted its application in late Decem-
ber and now expects an approval decision by mid-year. 

Although agency officials indicated in July they might start 
conducting some critical domestic site visits, few occurred as infec-
tion rates accelerated again. FDA issued guidance in August 
addressing a range of questions related to the inspection situation 
to help manufacturers cope. The agency further acknowledged 
the growing difficulties created by the inspection hiatus in guid-
ance posted Dec. 21 to clarify how quickly (or slowly) it would act 
following a manufacturer’s response to a CRL when a facility 
assessment remains necessary before FDA can approve an origi-
nal drug application or important supplement . The advisory states 
that reviews of resubmitted applications for products that require 
an inspection may take four or  six months or more.

LITTLE SUPPORT FOR REMOTE TACTICS 
The December guidance notes the difficulties in conducting nec-
essary facility assessments and acknowledges that it often is not 
feasible to rely on alternative tools, such as records requests or 
review of  inspection reports from trusted foreign regulators, and 
that such strategies “can be as resource intensive as inspections.”  
Analysts note, moreover, that some FDA requests for GMP-related 
documents have been extensive, involving line listings, lab reports, 
adverse event notices, requiring multiple data submissions that 
raise concerns about data security. 

The agency’s distrust of alternative oversight methods applies 
particularly to production sites with past compliance problems, 
observed Don Ashley, director of Office of Compliance at the 
Center for Drug Evaluation and Research (CDER). He reported 
that the agency is doing more product sampling this past year, 
relative to site inspections, in weighing the need to issue warning 
letters or import alerts, at a December FDA enforcement confer-
ence sponsored by the Food & Drug Law Institute (FDLI). 

Ashley further expressed skepticism about using alternative 
oversight strategies for follow-up inspections of companies look-
ing to remedy issues raised in earlier Official Action Indicated 
(OAI) citations. He noted that most follow-up inspections of such 
sites in prior years revealed that earlier problems had not been 
corrected, giving him “reason for pause” in relying closely on 
company reports on resolving serious issues. 

FDA Inspection 
Shutdown Increasingly 
Delays Approvals
Applications put on hold as agency limits alternative oversight 
methods
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The Fight for Orphan 
Drug Research 
Reform in Europe
Can private sector serve public interests in battling rare diseases?

For anyone who thought the battle over reforming the 
European Union rules on stimulating drug research was 
nearing a conclusion, think again. Last summer, this 
column highlighted the official position on the legal 

frameworks for incentivizing the development of medicines for chil-
dren and rare diseases: after some years of public discussion and 
internal reflection, EU officials had concluded that the system had 
some merits but needed fine-tuning. Now the EU’s most recent step 
toward that fine-tuning exercise has, it appears, reignited the entire 
debate with renewed intensity among some of the protagonists.

On the one side remains the drug industry, urging retention 
of the scheme with improvements. On the other side are a range 
of critics who broadly distrust the drug industry, are skeptical of 
the value of intellectual property protection, and want to see the 
scheme drastically limited and reduced in scope.

Over recent weeks, more than 100 opinions have been submit-
ted to the EU by pharmaceutical companies, industry associations, 
national authorities, patient organizations, and citizen groups, coun-
selling the EU as to how it should now move ahead. In reply to a 
public consultation on a possible EU regulation, the European Alli-
ance for Responsible R&D and Affordable Medicines, for instance, 
warns bluntly that “enforcing intellectual property rights to control 
knowledge and access can be a key barrier to the progress of 
research itself, large-scale production of affordable health tech-
nologies, and equitable access.” At the same time, the major Euro-
pean drug industry association, EFPIA, insists the discussion “fails 
to understand the science behind biopharmaceutical research.” 

An inf luential citizen group, Health Action International, 
demands that the reform becomes a “fight against the misuse and 
abuse of incentives, which is allowing some pharmaceutical com-
panies to exact exorbitant prices while benefitting from the exclu-
sivities” allowed by the current legislation. The leading public 
health lobby in Brussels, the European Public Health Alliance, 
alleges that patients are “held hostage of companies’ business and 
marketing strategies while companies benefit from the incentives 
generously granted by EU legislators.” And reimbursement agency, 
the Swedish TLV, weighed in with its view that “current systems 
for orphan drugs have been to at least some extent misused.” 

Many critics of the industry continue to lament the lack of access 
to innovation, which they see as a consequence of the current 
scheme. “The regulation should tackle threats to affordability and 
access, such as incentives leading to overcompensation, indication 
stacking, and high drug prices even when the R&D investment of 
a company was very low,” says the Association of European Can-
cer Leagues. It adds that the problem is all the greater because of 
uneven healthcare opportunities across Europe’s patchwork quilt 
of national systems: “Children and patients with rare diseases must 
have equitable access to affordable treatment. It should not matter 
where you live.” 

Industry associations and individual companies have lined up 
to defend the principle of  incentives to remedy the market failure 
that leaves rare diseases still without adequate treatment, and to 
issue their own warning of  the consequences of  imprudent “cur-
tailing the established systems of  available incentives,” as the Ger-
man BPI association puts it. That will not solve the issues of  access 
and availability, it says, and runs the risk of  hampering innovation: 
“Without incentives, companies are unlikely to take the necessary 
steps to develop and file for marketing authorizations.”

Pfizer finds “striking incongruity” in the EU’s recognition of 
the merits of the incentives and the policy options now being enter-
tained, which would “remove many of the incentives and rewards 
for the important and difficult task of developing medicines for 
very small patient populations and conditions.” Sanofi says it is 
“deeply concerned about potential changes.” Pharmig, an Aus-
trian drug industry association, perceives risks in “focusing to 
reduce important incentives, which will have a negative impact 
for many patients.” Merck KGaA is “strongly concerned that most 
of the options being explored would disincentivize innovation in 
areas of unmet needs where significant R&D efforts are still 
needed.” The US PhRMA has also entered the fray, anxious that 
some of the options under discussion “would limit the very incen-
tives that have proven to be effective to date,” and “jeopardize 
the critical R&D that will enable tomorrow’s discoveries.”

The way the EU plays this debate out over the coming months 
will say a lot about how it will settle even more fundamental ques-
tions in the future about drug prices, research, and patents. 
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Some people might refer to the building blocks of emo-
tional intelligence (EI) as “soft skills,” but there’s nothing 
soft about identifying emotions and using them to 
become a more effective leader. “When we talk about 

mathematical intelligence, we acquire mathematical data and use 
it to solve math problems,” says Josh Freedman, CEO of Six Sec-
onds, a network of EI practitioners. “When we talk about emo-
tional intelligence, we acquire emotional data needed to solve 
emotional challenges.”

The concept of EI strips away an authoritative approach to 
leadership in favor of fostering relationships and empowering 
employees to become partners in problem-solving. In 1995, Dan-
iel Goleman, a psychologist and co-director of the Consortium 
for Research on Emotional Intelligence in Organizations at Rut-
gers University, wrote about how non-cognitive skills can influence 
success in the workplace beyond basic intelligence. He highlighted 
five key components of EI:
•  Self-awareness—recognizing one’s emotions and how they      
   affect others.
•  Self-regulation—managing one’s own emotions.
•  Motivation—understanding one’s inner drive beyond money
   or status.
•  Empathy—comprehending others’ emotions and express-
    ing concern.
•  Social skills—managing relationships and building networks.

According to the Harvard Business Review, EI accounts for nearly 
90% of what moves people up the ladder when IQ and technical 
skills are roughly similar. When Sanofi decided to focus on the EI 
skills of its salesforce, it reportedly boosted annual performance 
by 12%. In 2018, McKinsey & Company projected that between 
2016 and 2030, demand for social and emotional skills would grow 
across all industries by 26% in the US and 22% in Europe. 
COVID-19 almost certainly has elevated that number, as man-
agers deal with various employee issues—from Zoom burnout to 
stressed-out parents. A post-COVID world that includes increased 
workplace flexibility will likely further heighten the need for these 
skills. 

To engage in EI more intentionally, leaders can start by nor-
malizing conversations about emotion and generating more sub-

stantive exchanges. Instead of mindlessly asking “how are you?” 
Freedman suggests inquiring “how are you dealing with all the 
pressures you’re facing?” Leaders also could set an emotion-shar-
ing example by opening with “I have a lot of different feelings, 
and one is that I’m worried about x. Another is I’m hopeful about 
y. How about you?” This can set the stage for employees to open 
up. When faced with an issue, pausing for a few seconds to reflect 
on one’s own current emotions also can produce a more inten-
tional decision.

“I used to be afraid to ask people how they were feeling,” says 
Freedman. “Because what would happen if they were really upset 
about something? I wouldn’t know what to do. In doing this work, 
I’ve become more comfortable that emotions are not such a big 
deal. Our own feelings, our employees’ feelings, our customers’ 
feelings, our investors’ feelings are all data, and we need to make 
sure that data is part of our dashboard, as leaders.”

The biggest mistake to building EI is planning a one-off training. 
EI requires culture-shaping and analyzing the systemic integration 
of practices in technical areas, such as hiring and promotion, and 
humanistic matters, such as how leaders act as role models.

The good news is that many EI skills are learnable. Six Sec-
onds has found that for senior leaders, coaching is powerful, and 
learning to be a coach is even more powerful. One of the organi-
zation’s case studies revealed that when managers learned EI skills, 
their direct reports also started using them.

“In organizations where senior leaders have the vision to say 
they’re trying to build a people-centric culture—because they 
have a purpose and it’s not just about money—we’ve seen the 
opportunity to have this kind of culture change. Organizational 
leaders have a lot of data about production rates and sales cycles. 
But few have meaningful data about their own people.”

Leaders need to recognize that emotions carry though a pipe-
line that flows from conversations between senior management 
to middle management to reps to physicians to patients, which 
can make or break a healthcare decision. This is evident in today’s 
environment when it comes to COVID therapies and trust. “We 
need to be smart about that emotional part of our value chain, 
recognizing that emotion has currency for our brand, our busi-
ness, our goal in the world,” says Freedman. 

Emotional Intelligence 
Can Help Lead Pharma 
Through Tough Times
Creating stronger relationships can set off a chain of success
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A ‘Golden Year’ 
for UK Life 
Sciences Sector?
With the UK maintaining a world-leading position in key areas of 
technology, 2021 could be a banner year for its life sciences

W hile the UK’s final signing of a Trade and Coop-
eration Agreement (TCA) with the European 
Union at the end of last year brought some relief 
to the country’s life sciences sector—which, like 

many other sectors, was eyeing the prospect of a “no-deal” sce-
nario with increasing anxiety—the EU will also be pleased to have 
eliminated some of the barriers to trade and cooperation with the 
UK, especially in those areas where the country is blazing a tech-
nological trail. 

At the top of  this list is genomics. Speaking to Pharm Exec, 
Laura Barrell, senior associate in VWV’s pharmaceuticals and 
life sciences team, commented, “There’s no doubt that the UK 
is leading in terms of  genomics, particularly in relation to the use 
of  genomic interpretation and analysis for patient benefit in the 
healthcare pathway as part of  mainstream care.” She points to 
the UK’s launch of  the Genomic Medicine Service and the suc-
cessful sequencing of  100,000 genomes by Genomics England, 
which has committed to expanding its research and data services 
to oncology as well as rare diseases. In the recent Genome UK 
report, the government also underlined its commitment to the 
continuation of  the UK as a world leader in genomics. 

Barrell notes that the UK is also forging ahead in the use of  
AI, clinical research platforms, and automation “to help stream-
line workflows and reduce timeframes, both in relation to clinical 
development and commercialization.” This is echoed by Colin 
Roberts, venture development director at BioCity, the UK’s larg-
est science incubator, who says, “I think the UK is very well placed 
in terms of  the whole confluence between biopharma data and 
medical data and the computational science that will allow that 
kind of  ever-increasing crossover to continue.”

Not unexpectedly, the UK’s agreement with the EU does not 
eradicate all the feared Brexit sticking points. As Fieldfisher’s 
Cliodhna McDonough noted in an online Pharm Exec article fol-
lowing the TCA signing, “While some of  the new requirements 
are straightforward, some are complex and may be difficult to 
interpret for a specific set of  circumstances.” Barrell explains that 

the new points-based immigration system and “increased admin-
istrative burden” will make it more difficult for UK companies to 
bring in talent from EU member states than under the previous, 
free-movement-of-people approach. But she adds, “There is also 
a great sense of  confidence in the homegrown talent we have in 
the UK.” In addition, “The move from a Euro-centric approach 
to an international one…could see the UK involved in more inter-
national programs which may have been previously denied to 
the country.”

Roberts says that BioCity has actually seen an increase in inqui-
ries from investors in Europe looking to maintain access into the 
UK market. “We thought that 2018 was going to be the marquee 
year in terms of  the private investment in the UK life sciences 
businesses, but 2020 has blown that out of  the water and that’s a 
surprise to me.” He adds, “A certain amount of  this is COVID 
related, but not very much.”

COVID, of  course, has played a well-acknowledged role in the 
UK’s technology journey over the last year, as it has in many 
western countries. For Barrell, it has shown “two very important 
things related to the NHS: 1, how vital the system is…and 2, how 
the adaptation of  technology has a crucial role in the future of  
healthcare.” The “shining example” of  the Oxford-AstraZeneca 
vaccine did not come from technology developed from scratch;  
rather, that technology was the result of  years of  R&D. She 
explains, “The fundamental aspect is that this technology was so 
adaptable, particularly for COVID, that it could be manipulated 
and its focus changed to COVID-19 specifically at record speed.”

While Barrell states that VWV would like to see greater fund-
ing for life sciences, preferential immigration status for those seek-
ing to work in the sector, and government support to ensure tech-
nology can be commercialized and adapted to benefit patients 
quickly, she concludes that “we feel there is a bright future for life 
sciences in the UK.” Roberts shares concerns about uncertainties 
stemming from Brexit, but he observes that there is “a real struc-
tural strength to the industry in the UK at the moment.” He adds, 
“To be frank, I think it’s in a golden year.” 
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Looking back on 2020, I can’t help but think about the 
words of Charles Dickens in 1859 and how apt they 
are today.

It was the best of times, it was the worst of times, it was the 
age of wisdom, it was the age of foolishness, it was the epoch of belief, it was 
the epoch of incredulity, it was the season of Light, it was the season of Dark-
ness, it was the spring of hope, it was the winter of despair…

It is hard to believe that one year ago, only those on the bleed-
ing edge were aware of  or too concerned about the imminent 
global COVID-19 pandemic. I admit I was completely unaware 
at the time and certainly could never have imagined the ensuing 
devastation that would unfold or how it would change every aspect 
of  our lives. Quarantining, masking, and social distancing were 
our only weapons initially. Workplaces shut down and unemploy-
ment skyrocketed.

The economy was instantly shocked into an unprecedented reces-
sion in the first quarter of  last year, which was followed by an equally 
unprecedented V-shaped recovery beginning in May borne from 
an aggressive economic stimulus package. The best and the worst.

Suddenly, all paths to a recovery in the economy—and life as 
we knew it—were dependent on the biopharma industry for ther-
apeutics and vaccines. So, biopharma stepped up did what it does 
best, it focused on innovation and got busy rapidly pivoting pipe-
lines to advance drugs and vaccines to fight this global pandemic. 
All eyes were on our industry, and while the healthcare system was 
challenged to the core, innovations continued and were rewarded.
• A record 53 new drugs were approved by FDA last year.
• A sign of  the maturing of  the biotech industry, half  of  these
  represent first-time approvals for the companies who received 
   them, which means over 25 will launch their first drug this year.
• A record $100 billion in new capital went into biopharma in 2020. 
• It was a record year for IPOs.
• The biotech sector, particularly the IPOs, massively outper-
   formed the markets.

Over the last 25 years, there have been seven novel vaccines 
developed, four of  these came from Merck. The fastest pace from 
start to finish was four years, also a feat accomplished by Merck 
with the approval of  a mumps vaccine. 

This is hard stuff!! Yet, here is where we are: five vaccines have 
moved into Phase III clinical trials already and two are authorized, 
two are completing Phase III, and one may be approved immi-
nently. One other is in Phase IIb and over 100 are in development. 
This is absolutely incredible. 

Again, the best and the worst.
But it should not come as a surprise that there are failures as 

well, the largest of  which is the lack of  adequate supply and the 
disjointed and fractured distribution system, which lacks any uni-
formity state to state or country to country. 

Further, we lack the resources to get vaccines into arms, once, 
let alone twice to meet the labeled dosing for the current vaccines. 
There is quite simply not enough idle manufacturing capacity to 
supply the demand.

COVID is costing the US economy $23 billion a day, when 
investing $500 million a year in pandemic preparedness efforts 
would have been paltry in comparison. Sadly, politics appear to 
make it impossible for our national government make the tough 
choices and take the long view.

Operation Warp Speed was a visionary plan that brought 
together science, government, the military, and the private sector— 
and it accomplished its goal of  developing vaccines, getting them 
manufactured and distributed with near-perfect precision. Of  
course, this is, unfortunately, being politicized. A runaway success 
from the perspective of  getting started developing vaccines and 
getting them authorized, Warp Speed has been thrown to the curb 
and will be renamed. Of  course, the goal of  developing vaccines 
is to get people immunized, and at the moment that is failing. UK 
vaccine ministers are warning of  the “dead end of  vaccine nation-
alism” following a shortfall in supply from AstraZeneca. The best 
and the worst.

The downside of  the speed with which the vaccines were devel-
oped is we have no idea what the persistency of  the immunity of  
a vaccine is, since we don’t have the time-tested experience. Sadly, 
even after getting vaccines into arms, the persistency of  protection 
is unknown and there are mutations popping up all around the 
world. Looks like our first weapons of  defense—quarantining, 
masks, and social distancing—will be around for a while. 

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

The Best and the
Worst on Display
in Vaccine Effort 
Dueling paths leave market fortunes uncertain 
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Real world data (RWD) now plays a pivotal role in informing 

decisions about access, reimbursement, and comparative 

effectiveness. Medical and prescription claims data represent 

traditional sources of secondary data used to conduct real world 

research, yet those sources sometimes lack key outcomes of 

interest, especially those focused on disease morbidity or severity.  

In this webinar, we discussed two commonly used sources of 

clinical data in depth, which when linked with claims data, help 

to measure clinically rich outcomes. We also reviewed analytic 

approaches to define morbidity and mortality using claims data. 

Case examples were reviewed in the clinical areas of oncology, as 

well as multiple sclerosis.

3 Key Takeaways

• Evaluate clinically rich data sources including electronic 

medical records (EMR) and laboratory data that allow the 

assessment of disease severity and progression.

• Review a hospital-based data source and appreciate the 

outcomes it captures that are generally unavailable in claims-

based sources.

• Understand methods to model morbidity and mortality when 

it is unmeasured in the data. These represent important 

outcomes of interest to payers.
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A Vision 
of a Fairer 
World 
Melissa Thompson, Alcon’s 
head of global corporate social 
responsibility and president of 
the Alcon Foundation and Alcon 
Cares, discusses her career 
commitment to CSR and how 
COVID-19 has impacted the 
organization’s efforts not just 
to improve access to eye care 
but also to enrich communities 
around the globe

By Julian Upton
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Melissa Thompson leads Alcon’s global 
philanthropic efforts to increase access 
to quality eye care. She oversees annual 
product and equipment donations val-

ued at $63 million and an annual grant budget of  $4 
million. Joining Alcon in 2015, she was appointed pres-
ident of  Alcon Cares and the Alcon Foundation in 
2016. Over the last five years, she has identified and 
developed corporate giving programs that seek to trans-
form access to eye care in underserved communities 
around the world, from large US cities to remote vil-
lages in low- and middle-income countries. Addition-
ally, she sits on the Board of  Trustees of  Helen Keller 
International, supporting efforts to save and improve 
the sight and lives of  vulner-
able people by combating the 
causes and consequences of  
blindness, poor health and 
malnutrition.

These current responsi-
bilities seem quite a long way 
from the focus of  Thomp-
son’s first roles in corporate 
communications in the hos-
pitality sector, beginning as a 
communications manager for 
the American Hotel and 
Lodging Association in 1989. 
But, as she points out, corpo-
rate social responsibility 
(CSR) has been an increas-
ingly important part of  her career for over 20 years 
now. As vice president, corporate communications for 
Interstate Hotels & Resorts, for example, Thompson 
created and implemented the company’s first structured 
corporate philanthropy program, funding housing, edu-
cation, and health programs, and introducing oppor-
tunities for employee volunteerism. In her subsequent 
communications role for the O’Charley’s restaurant 
chain, she was responsible for maximizing the impact 
of  the company’s philanthropic contributions by creat-
ing a customer-focused promotion to support the Sec-
ond Harvest Food Bank.

By 2010, Thompson had two tempting offers on the 
table. Both roles were in external communications; both 
had opportunities for crisis management and, impor-
tantly, community work. One offer was from a global 
hotel company; the other was from the contract 
research organization, Covance. “The hotel job really 
was appealing because I had been in hospitality my 

entire career and I loved that industry,” says Thomp-
son. “I loved the energy of  it, I loved the people, and 
it was what I knew.” But she thought back to what she 
had learned in school and during her career so far: if  
you have curiosity, it can be applied to any industry. “I 
decided to put that theory to the test and see how well 
I could adapt my experience, my learnings, and my 
professional background to an entirely new industry.” 
She took the Covance job.

Another thing that pulled Thompson toward 
Covance was the opportunity to start work straight 
away on establishing a new philanthropic program. 
Covance was at that time winding up a CARE project 
combating malnutrition in children in Rwanda, which 

had been very successful in 
impacting the lives of  thou-
sands of  kids. As that pro-
gram was reaching its end, 
Thompson was tasked with 
selecting the next initiative 
and introducing it to the 
organization. Her first month 
in the role, she says, was “a 
little dizzying,” but she was 
inquisitive, a fast learner, and 
quickly began to enjoy it. 

The CARE program she 
helped to select for Covance 
would address maternal and 
infant health in Nepal, help-
ing mothers understand that 

prenatal care was essential, that delivering in a birthing 
center would improve the odds of  a healthy delivery, 
and that the fathers needed to have more of  a role in 
parenting. It also provided the right nutrition for mother 
and baby. During the three-year program, Thompson 
went to Nepal every year to see how the project was 
progressing against its objectives. She saw that it “was 
really delivering.” It was having a great impact on the 
families in Nepal, and the effect was rippling out 
through the local women trained as community health-
care workers, who felt a great deal of  pride and empow-
erment from their roles.

The success of  the maternal and infant health pro-
gram inspired Covance employees to find other ways 
to help. Through an online auction of  traditional hand-
icrafts Thompson brought back from a site visit to 
Nepal, Covance employees donated funds to build bath-
rooms in a local school, as girls in Nepal often drop out 
of  school once they start menstruation because of  the 

I decided to put that 
theory to the test and see 
how well I could adapt my 
experience, my learnings, 

and my professional 
background to an entirely 

new industry
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stigma associated with it. Since then, CARE reported the gradu-
ation rate for girls at the school has improved, as has the general 
health and hygiene of  the community, says Thompson.

Thompson ended up working at Covance for five years, 
becoming interim head of  corporate communications in 2014. 
Throughout her tenure, she says, she “kept ratcheting up the 

amount of  time I was spending on CSR.” Eventually, she began 
looking for a position that was entirely focused on CSR, and soon 
landed at Alcon.

SHORING UP CSR AT ALCON
One of  Thompson’s tasks at Alcon has been to shore up the com-
pany’s CSR efforts. “There was a great legacy of  institutional 
knowledge here,” she says, “but a lot of  it was in individuals’ 
heads; it was not documented and shared.” Thompson’s team 
creates a rubric to objectively and consistently assess all of  the 
grant requests that Alcon receives—a lot more each year than it 
can actually budget for. Another thing was to expand the com-
pany’s “Medical Missions” program. Each year, Alcon contributes 
products to hundreds of  philanthropic medical missions in doz-
ens of  countries, meeting a critical need in low- and middle-
income countries, where patients are waiting for cataract surgery 
or are cataract-blind, an easily preventable condition. The pro-
gram used to involve doctors from the US traveling to other 
countries to support the missions. Thompson helped to put a 
process in place to support medical missions that originate out-
side of  the US, with doctors from Germany, Australia, Brazil, 
and other countries traveling to other locations to provide services 
and training. (This has had to be curtailed, of  course, during the 
COVID-19 pandemic.)

Within a year of  joining Alcon, Thompson was appointed 
president of  Alcon Cares and the Alcon Foundation. Alcon Cares 
donates consumables and equipment, while the Foundation 
donates monetary grants. The Foundation looks to provide sup-
port in three areas. One is focused on increasing access to eye 
care for the millions of  people around the world, many of  them 

Alcon’s philanthropic program targets eye-care needs in low- and middle-income countries, where patients are often waiting for cataract surgery. 

FAST FOCUS
» Melissa Thompson is Alcon’s corporate philanthropy and 
global communications leader and is president of Alcon 
Cares and the Alcon Foundation.

» She cultivates relationships with charitable organizations, 
schools, hospitals, and health ministries through strategic 
communications, project management, and program visits 
to sites in developing countries and in the US.

» Thompson also sits on the Board of Directors of Helen 
Keller International, which prioritizes the prevention and 
treatment of vision loss and blindness as well as global 
health problems that threaten sight and well-being, and 
Fort Worth Sister Cities International, which aims to enrich 
the community of Fort Worth, TX through international 
education, exchange, and commerce.

» According to figures cited by Alcon partner Orbis, at 
least 2.2 billion people globally have a vision impairment 
or blindness, and in almost half of those cases, it could 
be prevented or addressed. Experts predict that global 
blindness and vision impairment will triple by 2050, but the 
number of people in need of eye care is already outpacing 
the number of trained ophthalmologists. This is particularly 
true in low- and middle-income countries, where the preva-
lence of vision impairment is estimated to be four times 
higher than in high-income regions.

Ekaterina_stock.adobe.com
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in the US, who don’t have it. The second area is training doctors, 
expanding and improving their skills in ophthalmology. Alcon has 
partnerships with organizations such as Orbis and the Interna-
tional Eye Foundation that help to train doctors in optometry and 
ophthalmology, including phaco (phacoemulsification, a cataract 
surgery method involving the emulsification of  the eye’s internal 
lens), and also help with the management and operation of  hos-
pitals. The third bucket is concerned with strengthening commu-
nities where Alcon associates live and work. “We want our neigh-
bors to have as good a quality of  life as possible,” Thompson 
explains. “There are so many social determinants for health. We 
support programs in everything from housing to literacy to hunger 
relief, addressing disparities that marginalized populations might 
be facing. In Fort Worth, Texas, for example (where the company 
was founded more than 70 years ago), we’ve been a partner to 
Habitat for Humanity for decades. For about nine months out of  
the year—as Texas is extremely hot—we might have associates 
working on building safe and affordable housing in the area.”

Hunger is another big issue. Alcon has supported the Tarrant 
Area Food Bank in Fort Worth for many years, as well as other 
hunger relief  organizations around the country and globally. 
“We’ve also supported a program that feeds kids who get free or 
reduced-cost meals during the school week,” says Thompson. 
“What happens to those children on the weekends? Many of  them 
end up coming to school on Monday hungry, so the program 
provides backpacks full of  food for them for the weekend. The 
need is enormous. There are estimates that there will be more 
people who will die from hunger or star-
vation because of  COVID-19 than people 
who will actually die from COVID.”

CSR AND COVID-19
Running or overseeing community pro-
grams such as these in the middle of  the 
pandemic has, of  course, been a challenge. 
“It’s certainly slowed down the pace,” says 
Thompson, “because so much of  what we 
do is in person.” Alcon has been unable, 
for example, to maintain in-person visits 
for its vision-care program for children from low-income families 
in Title 1 schools in Fort Worth. (At the time Thompson spoke to 
Pharm Exec, Texas was leading the country in COVID cases.) But 
the company is working with the school district and nonprofit 
partners to ensure eye exams and free glasses are provided for 
children who need them, and, she explains, “we are making sure 
we’re ready to go back into the schools as soon as it is safe.”

 Further, Thompson wants to make Alcon’s children’s vision 
program “more robust, and roll it out in other cities where we 
have locations.” Elsewhere, she is proud of  the work that the 
company’s partners have been doing during the pandemic, for 

example, in moving doctor training from in-person to virtual. In 
June 2020, Alcon partner Orbis launched its virtual “Flying Eye 
Hospital” training programs. The Flying Eye Hospital is an oph-
thalmic teaching hospital on board an MD-10 aircraft, which 

travels around the world to deliver training 
to eye care professionals in areas with the 
greatest need. 

COVID-19 saw the MD-10 grounded, 
so Orbis tailored a remote curriculum for 
more than 100 ophthalmologists, nurses, 
and biomedical engineers in Zambia, with 
a view to extending the training program 
to other countries. 

Thompson, like many people, has expe-
rienced her own struggles over the last 
year. With no immediate family in Texas, 

she hasn’t seen her loved ones in many months. She lost her 
104-year-old grandmother in April and was unable to be with 
her mother at that time. But as the fight against COVID goes on, 
she continues to look ahead to how Alcon can further improve 
the lot of  patients and doctors in less fortunate countries, where, 
for example, there may be just one or two ophthalmologists per 
million in population. “It’s frustrating when you hear about peo-
ple who are cataract-blind, when you know that a 10-minute 
surgery could resolve the situation and get them back to work,” 
she says. “We want to see quality eye care readily available to as 
many people as possible.” 

We want our 
neighbors to have as 
good a quality of life 

as possible
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O n Dec. 3, 2020, six biopharma executives joined 
Pharmaceutical Executive to discuss diversity and inclu-
sion (D&I) in the industry. Michael J. Hennessy Jr., 
president and CEO of  MJH Life Sci-

ences, parent company of  Pharmaceutical Executive, wel-
comed the panel to the closed virtual roundtable. He 
commented on the racial unrest of  2020 that brought 
this topic centerstage throughout society and extended 
the conversation to include the struggles of  all minority 
populations. Throughout the exchange of  ideas led by 
moderator Stephen Frost, CEO of  Frost Included, a 
UK-based firm providing a range of  diversity and inclu-
sion services, the themes of  building a strong internal culture, 
implementing effective means of  measuring progress, creating 
greater patient diversity, and identifying pharma’s corporate social 
responsibility stood out.

HOW COMPANIES APPROACH D&I
To frame the discussion, Frost described three approaches to D&I: 
Diversity 101, which involves doing the fundamental work that is 

required by a compliance or regulatory imperative; 
Diversity 2.0, which approaches the issue from a market-
ing, reputational, or stakeholder perspective as something 
the company wants to do; and Inclusion 3.0, or design 
thinking, which delves into how D&I is manifest in the 
decisions for which industry leaders are responsible. To 
move from D&I being just a compliance or marketing 
initiative to becoming a methodology of  how companies 
operate on a daily basis, Frost suggested five practices:

1. Think about strategy. What is pharma trying to do 
overall? How does D&I fit into improving the lives of  
patients? This should be infused in clinical trials, product 
development, and the whole life cycle.

Diversity & Inclusion in Pharma
Industry Leaders Bring Conversation to Forefront 
Panelists in a recent roundtable share ideas on transforming company culture, fostering greater 
patient diversity, and acting on pharma’s fast-evolving social mandate

By Elaine Quilici

Stephen Frost
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2. Use data effectively. Understanding how to measure 
diversity is imperative, both in what companies have to 
measure, such as race and gender, but also in what they 
want to, such as cognitive or socioeconomic diversity. 
Beyond diversity measurement, measuring inclusion is 
critical to determine the long-term sustainability of  diver-
sity efforts.

3. Consider governance. Who is accountable—the board, 
stakeholders, employee resource groups?

4. Lead with purpose. How can executives get people to 
see that D&I is a core part of  their leadership?

5. Evaluate systems. How can companies check recruit-
ment, management, marketing, development, and clinical 
trials to debias any bias that might exist and ensure D&I?

STRONG INTERNAL CULTURE
Servier Pharmaceuticals, which was founded in 2018 as the US 
subsidiary of  Servier Group, had the benefit of  being able to 

develop a D&I program from scratch. The 
company knew it was important to set the 
right culture from the very beginning.

“We agreed upon four values: grow by 
sharing, caring for other employees, dare to 
innovate, and commitment to success,” said 
David K. Lee, CEO of  Servier Phar-
maceuticals.

To reach its goals, the company uses a combination of  bottom-
up and top-down tactics to approach D&I. An ethics and compli-
ance committee, borne out of  its executive committee, addresses 
traditional D&I issues such as compensation audits and recruit-
ment. To achieve a culture that reflects what employees are pas-
sionate about, Servier Pharmaceuticals also developed a sustain-
ability task force self-selected by people interested not only in D&I 
but environmental, social, and corporate governance issues.

Using this approach has proved effective in implementing Ser-
vier’s culture. For example, members of  the sustainability com-
mittee affected by the murder of  George Floyd proposed that 
the company take off Juneteenth as an official holiday. That grass-
roots initiative was then approved by the executive committee 
and is now an official holiday at Servier.

“Culture has a very significant impact on top line and bottom 
line for us,” said Lee. “A lot of  this drives business performance. 
I talk a lot about the three Ps—pipeline, products, people. People 
are the key to everything—recruiting the right people, getting 
the right people on the bus, and retaining them. You want people 
that have diversity of  thought, and that’s really enabled us as a 
fairly new company to build a robust company.”

Chip Clark, president and CEO of  Genocea Biosciences, also 
spoke from a smaller company perspective. “We are entirely 
driven by people,” he said. “We have to be a culture where the 

best ideas win. We believe that we can only be that where we 
have attracted, retained, motivated, and empowered the best 
people. Diversity of  thought is critical to ensuring that. I abso-
lutely believe that it is not just correlative but causative.”

Anne E. White, president of  Lilly 
Oncology and senior vice president at Eli 
Lilly and Company, cited a Deloitte study 
that indicated 95% of  employees believe 
culture matters more than compensation.

White, who has led a number of  drug 
development transformations for Lilly over 
the past few years, recognized another 
aspect of  a strong, healthy culture that can help create effective 
change: understanding what motivates people in the organiza-
tion. As an example, she recalls leading a clinical development 
acceleration initiative for the patient-centric company, which had 
multiple goals including efficiency and speed. Getting drugs to 
market fast is important to patients, and the group focused on 
what patients would gain from their efforts to motivate and inspire 
them to make change happen, because they were in tune with 
the culture.

“If  you have a strong, high-integrity culture where people feel 
compelled to speak up and share their thoughts, then you don’t 
have to be as much of  a rules-based organization,” said White. 
“You can trust that people know what the North Star is, that you 
want them to act with integrity, that you want them to act with 
excellence and respect for people. Our employees have a hun-
dred decisions to make every day, and we can’t be involved in 
every decision. We need to know that they know what we believe 
is the right thing to do, so they can use that as their guide to 
make decisions.”

Roundtable Participants

(From image on facing page; top row, left to right)
Elaine Quilici, Senior Editor, Pharmaceutical Executive
David K. Lee, CEO, Servier Pharmaceuticals
Anne E. White, President, Lilly Oncology, Senior Vice 
President, Eli Lilly and Company

(Middle row)
Michael J. Hennessy Jr., President and CEO, MJH Life 
Sciences
Percival Barretto-Ko, President, Astellas Pharma
Stephen Frost, CEO, Frost Included

(Bottom row)
Orlaith Ryan, MSc, Co-Founder and Chief Technical 
Officer, Shorla Pharma
Paul K. Wotton, PhD, MD, CEO, Obsidian Therapeutics
Chip Clark, President and CEO, Genocea Biosciences
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Orlaith Ryan, MSc, co-founder and chief  technical officer of  
Shorla Pharma, added her belief  that culture really shows its 
value during challenging times—2020 being a good example of  
that for every company.

“If  you work on the culture and getting buy-in from your team 
when things are going good, they’ll repay that to you when things 
aren’t always so good,” she said. “That’s why it’s so important to 
engrain it within the company and communicate the mission of  
the company to ensure that everyone has bought into that and 
[knows] how to achieve the end goal.”

One of  the first things Paul K. Wotton, PhD, CEO of  Obsid-
ian Therapeutics, was involved in when he started at the company 
nearly two years ago was implementing a strategic plan. It took 
about a year to finalize and it was communicated to the company 
just prior to the pandemic. 
Because the company took the 
time to explain the plan and instill 
the culture, it had empowered the 
staff to be on the same page and 
work together to make things 
happen, especially during a dif-
ficult time.

“A strategic plan is just a piece 
of  paper,” he said. “It’s worth 
nothing unless you have a culture 
that can implement it. In fact, I 
think culture is probably the ultimate strategic weapon. To rein-
force that is really important for companies, particularly small 
ones like ours.”

Astellas Pharma President Percival Bar-
retto-Ko called culture the “soul of  an orga-
nization.” He said it encapsulates the com-
pany’s mission, vision, personality, purpose, 
and intentions. “When you have a culture 
that is truly authentic, that represents its mis-
sion—whether it’s being patient-centric or 
a performance culture or what have you—
then it becomes a powerful differentiator of  

what sets you apart in the industry.”
When Frost asked how much time the executives dedicated to 

D&I, all participants agreed it was something that is constantly 
considered.

“Every decision we make has an association with culture and 
has an impact on culture as well,” said Barretto-Ko. “The last 
eight months, everything has been associated with how your deci-
sions translate into employees and building and shaping 
your culture.”

White explained how culture-building is the foundation of  
everything Lilly does. In addition to D&I being an everyday focus, 
each executive leader is responsible for an employee resource 

group, to immerse themselves in and become more appreciative 
and understanding of  that group’s journey.

“I have the very good fortune to be the sponsor of  our LGBTQ 
community,” said White. “We’re doing a lot this year to make 
sure we advance our agenda and our platform to be more inclu-
sive to that community. So that’s dedicated time that each of  us 
as a senior leader has to put into that community. It’s a very 
rewarding experience and one that I prioritize.”

MEASURING PROGRESS
It’s one thing to have goals, but those goals need to be measur-
able in order to ensure positive growth. Without keeping score, 
companies start off on the wrong foot, sending a message that 
these issues don’t really matter, said Clark.

There are many tools and 
methods used to track progress, 
but each company should decide 
what works best for its individual 
organization. Larger companies 
usually have better resources for 
in-depth scoring than smaller 
companies, but that doesn’t 
excuse smaller companies from 
setting goals and measuring.

While assessing areas such as 
the composition of  a company’s 

workforce is important, softer elements are also critical to quan-
tify, such as a sense of  culture within the company. Asking simple 
questions such as do employees feel that diversity, equity, and 
inclusion are important, and do they feel that the company is 
transparent in communicating the importance of  those things 
can be very revealing. Clark has asked those questions at Genocea 
and has been able to track development of  those areas over time 
to ensure that the company is, in fact, operating the way it wants to.

“We also need to tie the importance of  
this to compensation,” said Clark. “It’s crit-
ical in our minds that we score people both 
on the what—have they achieved their 
goals?—but also on how they achieve it. 
Stating that upfront, being clear about the 
importance of  this, and making sure it is 
part of  not just the end-of-the-year perfor-
mance evaluations but the ongoing dialogue about a person’s 
performance is critical. Then having culture-related corporate 
goals also sends a powerful signal across the organization that it 
really matters for everyone.”

After assessing D&I progress at Lilly, White said it became evi-
dent that the company didn’t have enough representation, par-
ticularly at the senior leadership level, of  minorities and women. 
To address this, the organization set out to understand why it was 

A strategic plan is just a piece 
of paper. It’s worth nothing 
unless you have a culture  

that can implement it

Percival  
Barretto-Ko

Chip Clark
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happening and uncover the choices made along people’s career 
journeys that could result in this, because there seemed to be a 
good representation of  these groups at lower levels of  the company.

“It was incredibly helpful,” said White. “We’ve done this now 
for women, African Americans, Asians, Latinos, and now the 
LGBTQ community, to understand what we call those moments 
of  truth when people either self-select or feel that they’re not 
selected for those more senior levels of  leadership. What makes 
people not feel included, not put themselves forward, not get the 
right mentoring, not get the right leadership experiences such 
that they get promoted? It’s been incredibly eye-opening around 
things such as imposter syndrome, which hits many of  these com-
munities as far as feeling that they’re not ready for the next level 
of  an opportunity, or stifled authenticity, where people feel that 
they have to become someone else to be in leadership, and more 
and more that’s not something they are willing to do.”

Like many organizations, Astellas employs midterm and long-
range portfolio and business planning. Barretto-Ko suggested 
companies take that one step fur-
ther and invest in similar mid-
term and long-term people strat-
egies. That’s what Astellas 
did—it launched a three-year to 
five-year people strategy with 
clear goals to provide a roadmap.

“The very detailed plan keeps 
us honest and accountable at the 
end of  the day,” said Barretto-
Ko. “There are three pillars to this: attract, develop, and retain. 
So how do we attract and build a more diverse workforce? How 
do we retain the talent that we have, and then how do we con-
tinue to develop?”

Ryan agreed that measuring is important 
but accountability is key. “Once you have 
that data, show employees what you’re 
going to do with it,” she said. “Ask for their 
input. Following through once you have that 
information is important to show that their 
opinions matter.”

While there is a natural tendency for 
people to hire candidates with similar backgrounds, leaders 
should be held accountable for being consciously inclusive. And 
when they do hire people different from themselves, they should 
monitor how they mentor them, to ensure there is no bias.

Lee, who has worked for big pharma at Novartis, Baxter, and 
most recently Shire, has seen the challenges of  data measure-
ment, especially when an established system needs to be over-
hauled. His strategy when moving to Servier was to start data 
tracking upon hiring as the company built up new teams. In 
addition to categorizing people by traditional demographics, the 

company also asked questions to understand employees on an 
individual basis, to see what has shaped their lives. This brings 
an added layer of  diversity of  thought to the organization.

“When you can start anew, I think it’s a lot easier,” he said. 
“At Servier Pharmaceuticals, we have 60% women, 54% of  our 
leadership are women, and less than 50% of  our workforce is 
white. When you are conscientious about building it, and know-
ing the data as it comes in, you can make tweaks to designing an 
organization.”

At Obsidian, Wotton called for a bench-
marking in August to see how people felt, 
particularly after the George Floyd incident. 
“We have a very diverse company with peo-
ple from all countries, all walks of  life, but 
to our collective shame, we didn’t have an 
African American in our organization at the 
time. We made a complete change to our 
hiring practices in order to encourage people from very diverse 

backgrounds to join Obsidian.”
The company extended its 

employment searches beyond its 
local Cambridge and Boston 
area. It looked at universities as 
far away as Rice in Houston, 
which offer a better representa-
tion of  minorities.

“I’m pleased to say that we’ve 
been able to get some really good 

candidates as a result, but more importantly we’ve been able to 
now find better candidates for our positions because of  it. At the 
end of  the day, I think that happened mainly because I was quite 
clear in what my position was regarding both diversity and inclu-
sion right from the start.”

GREATER PATIENT DIVERSITY
Just as Obsidian cast a wider net for candidates, Wotton believes 
the same could be done for greater diversity in clinical trials. “The 
vaccine work that’s going on at the moment has highlighted the 
need to recruit people from all backgrounds in many different 
countries in order to get us to where we are now. And it turns out 
it’s a great success story, so I think that’s a living example of  why 
being able to do this is really important.”

He and Barretto-Ko agree that being proactive about D&I 
and having purpose drive initiatives rather than trends is para-
mount. CEOs need to show that they care about making a dif-
ference, and then live it, not just talk about it.

“We felt very strongly that for us to call ourselves truly a 
patient-centric organization in a patient-centric industry we 
needed to reflect and mirror the communities and patients we 
serve,” said Barretto-Ko. “No doubt 2020 has jumpstarted many 

Once you have that data, show 
employees what you’re going to 

do with it. Ask for their input 

Paul K. Wotton

Orlaith Ryan
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to take action; and I certainly applaud that. I think it’s important 
that for this to be truly a sustained impact for the future, you need 
to go back to the basics of  asking yourselves why you are doing 
this and if  you are willing to put in the investment, time, money, 
and necessary changes that are needed to make a difference. For 
this to truly be a sustained change, there needs to be that sense 
of  purpose from the get-go.”

Servier, which also has a patient expert council, strongly 
believes in the patient voice, both on the R&D and commercial 
side. Through talking with patients, caregivers, and patient advo-
cates, it has discovered the demographics are becoming more and 
more diverse.

“In the US, what really struck me in the stats was that about 
40% of  younger generations don’t even consider themselves het-
erosexual,” said Lee. “When I had dinner with some of  our 
patients, their concerns and questions—about sexual health, 
future financial security—are way beyond what some of  our older 
patients are concerned about. We need to reflect on that and 
internally be able to consider those insights as we do drug devel-
opment and start marketing these drugs. The demographics are 
changing faster than we think.”

White appreciates the positive impact COVID has contributed 
to clinical trial diversity. The pandemic caused Lilly to accelerate 
its use of  virtual engagements when possible to make treatment 
safer and more convenient. It made the company examine where 
trials are run and the inclusion/exclusion criteria used, in order 
to decide if  their rules were too rigid. Streamlining trial design 
could help open registration to more people.

“I think COVID accelerated a lot of  that and forced us to solve 
some of  those things that we’ve been talking about for years,” 
said White. “So that was definitely a silver lining that I hope will 
drive diversity in trials, which is really important to all of  us.”

PHARMA’S SOCIAL RESPONSIBILITY
After hearing about the importance of  building D&I into a com-
pany’s internal culture and clinical trials, Frost asked how much 
responsibility the industry has in supporting D&I initiatives 
throughout society at large. The panel all believed it was an essen-
tial extension of  the conversation.

To begin, companies need to look at with whom they partner 
in business affairs. They should hold others to the same standards 
they hold themselves. “I think it’s important to look at the law 
firms you use, the accountant you use, the CROs you use—all of  
these external vendors—and let them know that one of  the met-
rics you use for evaluating the right partner is exactly the same 
thing that we insist upon from each other—a commitment to 
openness and inclusiveness,” said Clark. “If  they hear that from 
all of  us, I think it will force the whole constellation of  companies 
that works around us to work in the same way that we hopefully 
are working as well.”

Wotton believed the onus is on companies to take that stand, 
otherwise pressure will ultimately come from the outside. He used 
the recent example of  NASDAQ changing its listing requirements 
to present full disclosure on a company’s representation at the 
board level, in an effort to advance diversity. 

“I’m actually delighted about that,” he said. “If  we don’t make 
the changes ourselves, somebody else is going to do it for us. And 
I think we owe it to our industry to be able to lead that rather 
than be told what to do.”

Acknowledging employees’ lives as a part of  the greater soci-
ety is also essential. White recalled being in a reverse mentoring 
relationship with a member from the Black community who 
shared that every day at 3 p.m., she was distracted by the worry 
for her young Black teenage son driving home from school.

“Our employees are part of  the community, and they need to 
feel safe and not threatened when they go home from work. I 
think it’s incredibly important to allow our employees to feel they 
can focus at work because they’re not worrying about what’s going 
on at home.”

To show its support after George Floyd’s murder last year, Lilly 
released a strong statement denouncing the act and invested mil-
lions into social justice and racial equality programs, particularly 
in the state of  Indiana.

The search for talent is also affected by societal influences. 
Though the competition for talent can be rough, the fight among 
underrepresented groups in pharma is even fiercer. In order to 
begin changing that pipeline, Servier started to direct more of  its 
corporate social responsibility activities to high school children, 
especially in the inner cities, encouraging STEM education 
among girls and other groups that could benefit. 

“The importance of  reaching out and engaging with the com-
munity is hugely important,” said Lee. He believes that without 
these initiatives, we will never get the diversity we need within 
the industry.

Ryan likewise supported getting the STEM message out to 
women. “If  they can’t see, they can’t be,” she said. “I know that’s 
phrased all the time, but it’s so important to advocate and to 
engage in these discussions and lean in and be present because 
that ultimately encourages someone to take that step to progress 
or apply for that role.”

The road to realizing true D&I within a company and society 
at large is no easy mission, but with a dedicated, clear plan that 
has measurable, actionable goals, companies can begin to make 
a difference.

“There are no shortcuts at the end of  the day,” said Barretto-
Ko. “It’s a long journey. It takes strong tones from the top, but 
not just that, a sustained engagement among all employees, an 
investment of  time and money, and realizing that there’s no fin-
ish line per se. It will just keep on going on and on and on. [Revis-
iting] the purpose and the intent is really important.” 
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For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com

“Algorithmic Forecasting” — the use of automated algorithms 

and big data to predict commercial performance   — is 

becoming more and more common in the life sciences 

industry. And it’s no surprise. There is a strong potential 

value proposition for companies seeking to use it: anchoring 

forecasting discussions on the future rather than the past, 

ensuring the forecast is data-driven, and reducing human bias. 

However, some forecasting teams are skeptical. How do you 

know if the algorithms will continue to be accurate as new data 

is added? How can algorithms account for cases when the 

future may not look like the past — like a new MOA, competitor 

entry or LOE? What is the role of the forecasters vs. the role of 

software programs? We’ll cover these questions and more in 

this webinar on Algorithmic Forecasting for pharma.

3 Key Takeaways

• Tradeoffs between algorithmic and traditional forecasting 

methods

• Navigating common challenges of implementing 

algorithmic forecasting

• Use cases and examples of algorithmic forecasting 

approaches
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New digital technologies have long built upon and mod-
ified the path for medical development and improved 
patient care with an eye toward further advancements 
in the years ahead.

Such high-tech drivers as automation, artificial intelligence, 
track-and-trace systems, and personal communication devices 
that became common in industrial applications in recent years 
increasingly made significant inroads into the medical and phar-
maceutical universe.

Then came COVID-19, a pandemic that turned the entire 
world upside down, immediately reshaping every aspect of life, 
from how we interact with each other, our families, and doctors, to 
how we oversee daily business operations.

Now a year into the pandemic and surrounded by continuing 
questions over the lasting impact of COVID-19 on the general 
population and the medical community, all sides seem to have 
accepted—and in some cases welcomed—at least some of the 
changes brought on by the so-called “new normal” in healthcare.

The real question then becomes, which of the societal changes 
are here to stay and which others will influence routines to a mod-
ified degree, but not alter future procedures. 

It also becomes, how has the doctor-patient relationship digested 
its biggest changes and challenges in so short a period of time, 
including the almost universal adoption of virtual care; impact on 
surgical procedures and specialty practices; social distancing and 
safety requirements; restrictions on family members accompanying 
patients; telehealth insurance implications; and the impact on drug 
sampling, diagnostics, and prescriptions.

EMERGENCE OF TELEHEALTH 
Perhaps the biggest change in the doctor-patient relationship over 
the past year involved the sudden widespread use of  virtual care 
through telehealth technology.

“We look at weekly medical claims divided by office, institu-
tional and telehealth versus a baseline, and what we see is that 
telehealth barely existed at the beginning of  the year, but it was 
one of  the only options in March and April into May,” says Doug 
Long, vice president, industry relations at IQVIA. “In fact, in the 
week of  April 24, a full 17.1% of  all the medical claims were 

through telehealth, as office and institutional visits really dropped 
through the floor.”

Although telehealth visits declined substantially since the April 
pandemic lockdowns, they made significant inroads into health-
care through the end of  the year as new waves of  COVID-19 
infections again swept through the country heading into the fall 
months.

By the end of  2020, telehealth still represented about  
11% of  medical claims, but experts are keeping a close eye on 
whether elective surgeries and similar non-urgent procedures once 
again become delayed, which could give telehealth another per-
centage jump.

As for use of  virtual technology for types of  patient visits, the 
IQVIA research showed wide variations.

“For conditions such as rheumatoid arthritis and lupus, there 
have been big increases in telehealth visits, but for ADHD there’s 
been little use of  telehealth, so a lot depends on what the patient 
is coming in with,” notes Long. “I’m sure that everybody’s look-
ing at what’s the best use of  telehealth options.”

While no one seems to be suggesting that telehealth will replace 
face-to-face consultations or otherwise negatively impact tradi-
tional doctor-patient relationships, medical professionals may now 
see specific ways that increased use of  telehealth can actually 
enhance their patient experiences and relationships going for-
ward, albeit in different ways depending upon the needs of  indi-
vidual medical practices and specialties.

In a critical area like oncology, for example, telehealth can pres-
ent a huge win for physicians and patients alike from the standpoint 
of  treatment support and access to preferred ancillary care. 

“As we put patients through [cancer] treatments, there are so 
many who have mental health needs,” explains Ellen A. Ronnen, 
MD, medical oncologist at Regional Cancer Care Associates in 
East Brunswick, NJ. “Patients are busy, they have a lot of  appoint-
ments and getting people to mental health experts can be a chal-
lenge, especially if  it means they have to drive 30 minutes and 
wait in the waiting room. But mental health via video could be a 
great solution for a lot of  those patients.” 

Ronnen would see a similar benefit in genetics counseling 
through the use of  telehealth. 

COVID Upends Care Connection 
Assessing Adjustments in Patient-Doctor Relationship 
Almost a year since the start of the pandemic, it’s clear a new medical vision is taking shape—
one focused on serving patients now, solving procedural issues later

By Mike Botta
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“For us, genetics counseling is important because we’re look-
ing for why a patient might have gotten this disease, are they more 
susceptible; their family history might be leading you down that 
road to consider it. But often there are long waits for the geneti-
cist, there aren’t that many genetics 
counselors, and patients just don’t want 
to travel. It can be another appoint-
ment that will be a three-hour event.”

Conducting a video visit, however, 
along with consideration of  family his-
tory and determination of  needed test-
ing, the patient might only be required 
to go in person for the necessary blood 
work instead—a plus for both doctor 
and patient.

While Ronnen overall prefers in-
person visits, it comes down to patient 
safety for such a high-risk group. Some 
patients and family members initially 
express concern, but accept the addition of  telehealth visits once 
they give it some thought. “I’ll explain to them that bringing them 
into the office is putting them at risk. They’re on chemotherapy 
and I’m trying to protect them and we as a practice are trying to 
protect them in every way that we can, including limiting traffic 
in the office.” The limits during the pandemic have not affected 
chemotherapy and other essential treatments, she adds.

VIRTUAL CARE IN SURGICAL APPLICATIONS
While many questions would need to be resolved, it appears that 
virtual technology may even make beneficial contributions into 

areas that demand hands-on treatment, such as in surgical envi-
ronments. 

“Patients like it because it’s a convenience for them. They 
don’t necessarily have to take off a day from work, they can do 

it from the comfort of  their home,” 
says Ross Goldberg, MD, a general 
surgeon practicing in Phoenix and 
current president of  the 4,000-mem-
ber Arizona Medical Association rep-
resenting the state’s medical and osteo-
pathic physicians. “The question is, 
there’s a time and a place for it and 
how do you do that?

“As a surgeon, I have to examine you 
to figure out if  I’m going to operate or 
not. I’d like to meet you before that 
happens, so what we’re doing now is 
we’re trying to figure out where to use 
[telehealth], where not to use it. We’re 

all evaluating that now. It’s going to be a fixture after this is all 
done, we just don’t know what shape and form it’s going to look 
like just yet, and we’re partnering with insurance companies and 
the [state] legislature to figure out exactly what that’s all going 
to look like.”

Casey Korba, research manager at Deloitte Center for Health 
Solutions, tells Pharm Exec that beyond the actual procedures, 
“there’s so much that happens before and after that surgery that 
can be done virtually—the pre-checking, the information 
exchange that happens between patients and physicians, and 
what happens after surgery.

I’m trying to protect them 
and we as a practice are 
trying to protect them in 
every way that we can, 

including limiting traffic 
in the office

Source: daniilvolkov - stock.adobe.com 
The prevelance of telehealth visits and consultations between patients and physicians have varied widely by condition.
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“If  you’re not having complications, if  you’re healing nicely, 
a virtual visit might be a great option and you might not need to 
go in,” says Korba. “A lot of  specialties that hadn’t thought about 
those events before and after a procedure might be more inter-
ested in the future in scaling those up.”

In addition, some physicians see tele-
health as just a start of  a move toward 
greater digitization in medicine to fur-
ther benefit the overall patient experi-
ence going forward.

“One thing that I think can help doc-
tors in the future is what they refer to as 
a clinically integrated network,” says 
Carlos Baez, MD, a physician in family 
practice at Southern California’s Pomona 
Valley Health Centers, operators of  five 
medical facilities in the particularly 
COVID hard-hit Greater Los Angeles 
region, who adds that such a network 
would significantly cut down on admin-
istrative work by physicians. 

For example, a clinically integrated 
network would allow a specialist to be patched into the same 
network as the primary care provider (PCP) and others so all 
have real-time access to all patient information.

“I think on many levels it improves the quality of  care, it 
improves the communication; I don’t have to bring the patient 
back because I don’t have the documents needed in order for 
me to proceed with what needs to be done,” says Baez. “That’s 
one thing that is very frustrating that can definitely improve 
medical care in general and cut down on some of  the adminis-
trative stuff that goes on behind the scenes just to get informa-
tion from other people.”

INSURANCE DILEMMA
While all of  the experts interviewed believe that inclusion of  
telehealth is here to stay for the longer term, some significant 
considerations still must be addressed, including the insurance 
component.

“There’s a question about the right balance and model of  pay-
ments, so that there’s not just lots and lots of  [virtual] visits, but 
that there’s some rational allocation between the two,” says Sarah 
Thomas, managing director of  Deloitte Center for Health Solu-
tions. “I do think that there’s going to be some new patterns of  
care that are dreamed up and there’s going to be some thought 
on how to pay for that in a thoughtful way that continues the 
access without necessarily creating additional volume.”

From a physician standpoint, there’s also concern over the 
possible perception that telehealth is less involved, and therefore 
less costly than office visits.

“There is a misconception that it’s cheaper to do a telemedi-
cine visit,” says Goldberg. “It’s more convenient for the patient 
but it’s definitely not cheaper. There’s still resources and person-
nel that go into every visit. Even though you’re not face-to-face, 

you’re still needing people to room 
patients virtually, scheduling them, 
and now you’re talking about the infra-
structure to have the appropriate audio 
or visual equipment to make sure it’s 
HIPAA compliant, that you’re in a 
HIPAA space.”

The Arizona Medical Association 
has been in meetings with the state’s 
public and private insurance leaders 
about the issue, according to Gold-
berg. “It’s been a good discussion 
actually to understand everyone’s 
position on this, where we’re coming 
from, and it has led to some good 
starting conversations on how we’re 
going to do it [once Arizona Gov. 
Doug Ducey’s executive order requir-

ing coverage for telemedicine visits is lifted].” 

CONTENDING WITH CONNECTIVITY
DYSFUNCTIONS
Although the quality of  those doctor-patient interactions varied 
especially at the outset when systems were, in some cases, cobbled 
together and took some time for both sides to adjust, as time went 
on and patients became more familiar with the new telehealth 
approach, many have learned to accept it as a convenience as 
well as a measure of  safety with the pandemic continuing to rage.

“Initially, when all this started out, telehealth was very new to 
us all,” explains Pomona Valley’s Baez. “On the patients’ side, 
connectivity was an issue. I refer to it as ‘connectial dysfunction’ 
on all levels as patients were a little hesitant, doctors were a little 
hesitant, and everyone was on a learning curve.” 

Despite those early technical hiccups, Baez and other physi-
cians interviewed expressed satisfaction with the benefits of  tele-
health longer-term for their respective practices beyond the pan-
demic stages.

“There is a sense of  I’m going to talk to you somehow, I’m 
going to address your concerns somehow,” says Baez. “I find at 
this point that patients are very comfortable, that learning curve 
has improved to the point where there’s very few calls or appoint-
ments basically that fall through the cracks because of  some tech-
nical issue. I think in the long-term as far as the physician-patient 
relationship is concerned, telehealth is going to have huge ben-
efits, but I still think the majority of  patients would prefer to come 
in and have a face-to-face consultation with the doctor and have 

There is a misconception 
that it’s cheaper to do a 
telemedicine visit. It’s 

more convenient for the 
patient but it’s definitely 

not cheaper 
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that physical examination, which I think is very important in that 
relationship.”

That said, the medical community and patients have adapted 
to occasional telehealth issues by employing alternative and less 
high-tech communications devices when necessary.

“We always want to make sure that everyone has the ability 
to access what they need to access,” says Goldberg. “Now, not 
every health visit so far has been video required, you can use 
some audio. For example, I’ll follow up with a patient to see how 
they’re doing, how’s their blood pressure, what’s going on; you 
don’t necessarily need a video, you just need a phone.” 

MAINTAINING DISTANCE AND PATIENT TRUST
While telehealth now is widely being recognized as a major tool 
in helping preserve strong physician relationships, social distanc-
ing requirements at times have led to cracks in trust even among 
long-established patients.  

While patients seem to accept the new pandemic require-
ments that limit the number of  people allowed into facilities at 
a given time, doctors continue to face some blowback over lim-
itations preventing family members from accompanying ailing 
patients during consultations or even visiting gravely ill patients 
at hospitals.

It can be heart-wrenching at the most critical times, but even 
during more routine visits, some patients, spouses, and other fam-
ily members often express concern and frustration from such 
limitations.

“They’re concerned, but not to be blunt about it, there’s no 
choice in the matter,” says Goldberg, who, like many other phy-
sicians, has turned to technology as a workaround solution to 
ease concerns and keep family members involved. 

“I’ve had a few patients who can’t have someone with them 
[in the office] and there are some occa-
sions where you need to have someone 
with them for a variety of  reasons,” he 
adds. “Their family member will wait 
in the car and they’ll FaceTime them 
in so they can at least participate in the 
conversation that’s occurring. Because 
almost everyone now has a smart-
phone, it’s a way they are keeping their 
family informed even though they 
can’t physically be there.”

Similarly, Baez has had success 
using audio and video technology in his 
family consultations when necessary.

“Someone may be accompanied by 
a family member and if  the person has a cognitive issue, for 
example, a dementia, or they have some physical disability, I 
allow the family member in when possible to help them with that 

and to help me with that as well,” he says, adding that if  for some 
reason that family member remains in the waiting room area or 
outside in their car, they may have them join in via phone or 
FaceTime in order to participate. 

Baez and Goldberg both point out that allowing family mem-
bers to participate remotely passes the HIPAA test since the 
patient agrees to allow it in much the same way he or she would 
during a typical office consultation.

Beyond the methods and accommodations that individual 
physicians and clinics are making to 
ease the strain on patients and families 
as they navigate through the pandemic, 
some recent data indicate that addi-
tional strategies might be needed to 
maintain patient trust.  

“This larger issue of  trust is so 
important,” says Deloitte’s Korba, 
who referred to some preliminary 
results gathered during the unit’s fall 
consumer survey. “Some of  our early 
data showed that a lot of  the health 
systems were focused on training 
around privacy and the actual tech-
nology, but what we really want to see 

scale up is more training around communicating in these dif-
ferent platforms, including telehealth, as the healthcare system 
experience evolves,” she says. “Are physicians and clinicians 

This larger issue of trust 
is so important. Are 

physicians and clinicians 
best prepared to serve 

patients and continue to 
earn their trust? 

Source: Andrey Popov - stock.adobe.com 
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best prepared to serve patients and continue to earn their trust? 
That’s what we think health systems should be focusing on in 
the coming years.”

PHARMA IMPACT
Of  course, as with most if  not all things, every cause has an effect. 
So, too, with COVID-19, which not only altered medical and 
healthcare practices almost overnight, it also has had a profound 
impact on the pharmaceutical sector, ranging from increased 
focus on vaccine development to the slower introduction of  new 
medications.

“I think there’s still a lot of  catching up to do from the pharma 
perspective,” Deloitte’s Thomas tells 
Pharm Exec. “I’ve seen data that suggests 
people had no shortage of  drugs they 
were taking, but there has been a reduc-
tion in the number of  people starting a 
new medicine.”

She adds: “Some of  the things I’m 
a little concerned about from a health 
perspective is that there are some undi-
agnosed conditions that aren’t getting 
treated and were missed in the usual 
course of  preventive care. The implica-
tion for pharma companies is that 
some of  the medications that people 
would have been put on, they have not 
had the benefit of  yet, so there’s some 
catching up.”

For example, an individual who had 
not yet been diagnosed with hyperten-
sion or nascent diabetes when the pan-
demic began potentially may have fallen through the cracks and 
not been prescribed medications for those illnesses for several 
months. “I think that’s more the issue,” says Thomas.

In addition, IQVIA market tracking noted a fairly significant 
impact on new-to-brand prescriptions (NBRx) for various special-
ties when comparing face-to-face versus telehealth visits, since 
telehealth does not generate as many new prescriptions for a visit 
as an office consultation.

According to IQVIA’s report, “Monitoring the Impact of  
COVID-19 on the Pharmaceutical Market,” published in Decem-
ber 2020, per-patient visits for the week ending Dec. 4 showed 
that telehealth generated 18% fewer NBRx by allergists; 20% by 
dermatologists; 30% by rheumatologists; and 33% by cardiolo-
gists. The biggest drop-offs were in psychiatry, down 40%; urol-
ogy, 43%; and endocrinology, 44%. 

IQVIA attributed the potential drivers of  the difference to sev-
eral factors, including willingness to initiate new therapy remotely, 
lack of  diagnostics such as vitals and labs impeding diagnosis of  

new conditions, and prescribers spending less time on a telehealth 
call which may reduce NBRx opportunity.

Similarly, when elective surgeries were curtailed for several 
weeks shortly after the start of  the pandemic, the move also affected 
pharma.

“If  you are having elective surgery somewhere, generally 
there’s some prescriptions generated in connection with elective 
surgery,” explains Long. “If  you’re going to have a dental surgery, 
there’s usually an antibiotic, anti-swelling, and maybe a pain med-
ication. So, if  you’re not doing those, you’re not seeing those 
prescriptions.” 

He pointed out that mammograms were down 90% around 
the beginning of  2020, and speculated 
that prostate-specific antigen (PSA)  
tests were also probably down since 
patients weren’t traveling out of  their 
houses and telehealth had become a 
big part of  the office visit.

There also has been somewhat of  
an impact on new product launches 
since in-person visits from pharmaceu-
tical sales reps were curtailed as physi-
cian offices began restricting outside 
visits at the pandemic outbreak. 

“As for the issue of  sales reps coming 
in, it’s more around medications that 
were launched,” notes Thomas. “I do 
think we’ve been having some of  the 
conversations with our pharma clients, 
it’s just been slower than expected. Peo-
ple have had the chance to have virtual 
interactions that replaced some of  the 

old models, but it hasn’t entirely sprung back in terms of  new 
product launch.” 

Fortunately, following initial office shutdowns, pharma seems 
to have weathered the pipeline disruptions fairly well and expec-
tations are that 2021 will see a return to new drug sampling and 
introductions.

“I think it’s going to pick up now that we have the vaccine,” 
says Goldberg. “A lot of  things went on hold, like vendors that 
were put on restrictions at hospitals and physician offices to limit 
the number of  people coming in to be safe.”

He anticipates that drug representative and vendor visits might 
begin to come back, possibly by mid-year, as the COVID-19 vac-
cines get more widely distributed. 

“The only new thing is the vaccine at the moment, which we’re 
all pretty happy with, so it’s a start.” 

— Mike Botta is a freelance journalist 
based in Greater Phoenix, Arizona

The implication for 
pharma is that some of 

the medications that 
people would have 

been put on, they have 
not had the benefit of 
yet, so there’s some 

catching up
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Pre-COVID Utilization Post-COVID Utilization

10% 20%

Using telemedicine
Not using telemedicine

Source: Ipsos 
Figure 1. Previous usage by physicians and post-pandemic projection. 

Remote UsageC OVID-19 shifted the paradigm of  healthcare provi-
sion, turning medical visits that were once widely 
done in-person into a virtual experience for both 
physicians and patients. Telemedicine, which was 

slowly gaining traction in the US healthcare system, saw a surge 
in utilization as social distancing measures and state lockdowns 
ensued.

Ipsos research conducted in September 2020 shows that while 
the pre-COVID environment saw telemedicine utilization as 
roughly 2% of  all patient visits,1 the initial stages of  the pandemic 
saw that figure surge to 100% in some physician practices. With 
this experience in mind, physicians anticipate that long-term 
virtual care usage will be sustained after the pandemic and rep-
resent roughly 15% to 20% of  post-COVID patient visits. Ahead 
is a glimpse of  some additional findings from 10 in-depth inter-
views conducted by Ipsos, in partnership with GLG, among phy-
sicians, insurance companies, and industry stakeholders between 
Sept. 3–18, 2020. 

It is clear that telemedicine is here to stay—but the critical 
question becomes: In what way? Stakeholders across the health-
care space, including pharmaceutical manufacturers, must now 
account for this evolving treatment landscape.

To ensure their success, companies should now look to:
• Understand the new patient experience. 
• Support telemedicine usage among providers. 
• Enable their products with appropriate support tools and 
programs.

Imagine the hypothetical journey of  patients dealing with car-
diovascular diseases, and how telemedicine usage may impact 
patients and physicians. A key trigger point here is diagnosis; tele-
medicine will be utilized more frequently to respond to specific 
cardiac events and guide treatment at early stages of  the condition. 
Another intervention point is ongoing condition management, 
where increased healthcare professional (HCP)-patient interaction 
via telemedicine could drive better monitoring of  condition pro-
gression and treatment efficacy. Telemedicine consults should also 
allow for better continuity of  care between acute hospitals or spe-
cialists and primary care. Thinking about the brand’s patient, some 
questions to consider include:

• How does telemedicine impact how your patients deal with 
their conditions, the way they seek product information, their 
relationships with their physicians, and how they choose sites 
of  care?
• Where within the journey are the key intervention points, 
i.e., “the moments that matter”? 
• Where can you provide unique and meaningful value to 
the consumer, and how can telemedicine fit into this value 
proposition? 

More than ever, patients are taking control of  their health, and 
through telemedicine, manufacturers can develop innovative ways 
to improve their digital strategy and enhance patient engagement. 
In particular, companies should ensure existing patient support 
systems can be engaged digitally, and that providers are appropri-
ately directing patients to these resources. These measures allow 
patients to better understand their treatment, and can greatly 
increase compliance. 

Telemedicine also allows for improved data capturing to drive 
treatment decisions, both at a patient-specific level and a popula-
tion health level. Patients are increasingly willing to share medical 
data with manufacturers to improve outcomes—what types of  
strategic, yet empathetic, initiatives could be developed to leverage 
patient contributions in telemedicine? 

ALEX  
COLBORN 
Manager with 

Ipsos’ Health-

care Advisory 

Services team

Virtual’s Long-View Reality
Future Priorities and Perspectives
Telemedicine is definitely here to stay, but recent study may offer clues on its 
sustaining power

https://www.pharmexec.com/


PHARMACEUTICAL EXECUTIVE FEBRUARY 2021

WWW.PHARMEXEC.COM

30 Patient and HCP Engagement30

Telemedicine usage also affects the manufacturers’ relationships 
with providers. While compliance must be considered, industry 
stakeholders should ensure that provider 
partners and their patients feel supported. 
This can manifest itself  in a variety of  
ways, from teaching HCPs how to help 
patients utilize support programs to edu-
cating providers on appropriate usage 
and administration of  their products over 
a digital medium. 

Already, companies and brands are 
creating digital materials and interactive 
experiences for physicians to share with 
patients during remote visits. What mar-
keting and educational materials make 
sense for you and your brands?  

Finally, telemedicine will play an 
important role in your product story as 
well. Because the telemedicine platform 
reduces the barrier to provider–patient 
interactions, it improves access to treatments. The more frequent 
and immediate interaction can also help tackle a key barrier to 
product adherence: patient forgetfulness. How can you use the tele-
medicine platform to better communicate your product’s message 
and reinforce its value proposition?  

Telemedicine does not mean that you should change your prod-
uct’s positioning and message; however, you will need different tools 
to get that message across, using more succinct and interactive 
methods than before. One such method for consideration is direct 

response. By having these ongoing, one-on-one conversations with 
consumers, you can drive them to have direct telemedicine consul-

tations as opposed to simply asking their 
doctors about a product during an in-
office visit. Finally, there are new mar-
keting tactics that should be considered, 
such as using “virtual waiting room” 
ads and messages.

Manufacturers need to have a pro-
active strategy on how to leverage the 
growing use of  telemedicine—a strat-
egy that clearly considers patients’ jour-
neys, relationships with providers, and 
product messages. Patients are taking 
their health into their own hands, shar-
ing personal information more readily, 
are more technologically savvy, and are 
looking for product education and sup-
port at home. HCPs are looking for 
tools that are “digital ready” to help 

them communicate and educate their patients during telemedicine 
visits. All these conditions and behaviors will lead to new business 
questions that need answers.

Importantly, manufacturers should not think of  telemedicine in 
a silo. To be truly ahead of  the curve, pharma companies must 
consider telemedicine as a component of  their overall digital and 
connected health strategy. 
---
1. Ipsos’ COVID-19 Surveillance Report. Published April 2020.

Responding to Change

Past Thinking New Thinking New Needs

• Patients generally relied on 
HCP office for guidance and 
information

• Patients are taking health into their own hands
• They are sharing information more readily
• They are looking for product education and 
support while at home

• Develop an undated patient journey, 
along with key inflection points

• Manufacturers developed 
traditional in-office tools to 
help support HCPs

• Manufacturers need to create digital-ready 
tools for HCPs that they can use during 
telemedicine visits with patients

• Assess most impactful manufacturer 
services to provide to HCPs, including 
PSPs, patient compliance tools, data 
gatherings, etc.

• Develop patient support tools and 
programs that are more digitally connected

• Telemedicine was too niche 
to be considered as part of an 
overall digital strategy

• Telemedicine must now be intergrated into an 
overall digital strategy

• Understand how telemedicine can 
be utilized in the context of remote 
monitoring and diagnosis

Source: Ipsos

Table 1. Summarizing key insights from interviews with physicians and other stakeholders. 

Patients are taking their 
health into their own 

hands, sharing personal 
information more readily, 
are more technologically 
savvy, and are looking for 
product support at home
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A major consequence of  the global pandemic has 
been the accelerated adoption of  digital tools 
enabling us to continue doing business even while 
working from home at a distance. 

The healthcare industry, as with many other sectors, has had 
to adapt swiftly to new practices. Physicians have had to switch 
from face-to-face consultations with patients to telephone or video 
conferencing within a matter of  months, moving any in-person 
education to online platforms, interacting with sales representa-
tives virtually or via telephone, and attending online events for 
networking rather than going in person to any of  the major 
medical conferences.  

According to a poll of  more than 2,500 companies around the 
world by digital communications specialist Twilio, 74% of  health-
care companies sped up their digital transformation to overcome 
the challenges associated with the COVID-19 pandemic. 

Two more traditional, offline healthcare professional (HCP) 
marketing channels highly impacted by the pandemic are sales 
rep interactions and medical conferences. Using insights from 
primary research carried out in recent months, we consider how 
successful these channels might be at engaging the physician if  
they continue to be delivered digitally post-COVID. 

SALES REP INTERACTION 
Because digital channels appear to offer significant advantages 
in terms of  cost, efficiency, and scalability, some pharma com-
panies are investigating the possibility of  changing their sales and 
marketing models permanently, with more investment in digital 
and less on their physical sales forces. With physicians potentially 
less and less keen (and able) to give time to sales reps during their 
working day, the idea seems to make sense. But how might phy-
sicians respond to such a change?

Therapy Watch is a syndicated service from Research Part-
nership conducting research with an online panel of  almost 1,000 
physicians across Europe working in HIV, hepatitis C virus 
(HCV), rheumatoid arthritis (RA), osteoporosis, and psoriasis. 
As the pandemic began to spread around the globe, Therapy 
Watch started to track the impact of  COVID-19 on patient con-
sultations, prescribing, and switching behavior. Its research also 

looked at sales rep interaction during the pandemic and asked 
about future preferences. We looked at the findings from the third 
quarter survey carried out in June–September 2020.

During this summer period, around half  of  EU physicians 
felt that patient management was still being severely impacted 
by COVID-19, although Germany considerably less so than other 
countries. Spain and the UK were the most impacted, while Italy 
and France felt that the impact declined somewhat in this period 
compared to the previous quarter.

Unsurprisingly, like patient consultations, rep visits were con-
ducted predominantly by telephone or video conferencing, espe-
cially in the UK and Spain. Overall, telephone was favored over 
video, except in the UK where video was preferred. In RA, rep 
visits were down by 28% in this period, but for those that did 
happen, more than half  were via telephone or video, with Ger-
many driving that average down, as the UK had less than 5% of  
face-to-face rep visits. In HIV, the picture was similar with 73% 
in EU5 seeing sales reps virtually, more so in Spain and the UK.  
In psoriasis and osteoporosis, where Therapy Watch research 
was conducted in UK and Spain, we once again saw a very 
marked move to virtual rep visits. 

However, when asked what they would prefer in the next six 
months, around 50% of  EU physicians stated they would like to 
see a return to face-to-face rep visits, with HIV doctors particu-
larly keen. HCV physicians were not asked this question specifi-
cally, but rather when they expected to see sales reps again—most 
expected that to happen in the fall of  2020, which was perhaps 
a little optimistic given that many countries had to put in place 
further lockdowns in the winter. The only country that differs 
markedly in their opinion is the UK, where doctors reported a 
preference for video conferencing or telephone in the future. We 
analyzed the RA doctors by seniority and in this cohort (207 
rheumatologists), the less senior doctors (those with less than 10 
years’ experience) would prefer to see their rep via telephone or 
video. The more senior (those with more than 21 years’ experi-
ence) would prefer to return to face-to-face. 

These findings align with the Digital Savvy HCP Survey 2019 
conducted by thought-leadership forum PharmaFUTURE (phar-
mafuture.org), which reported that among a panel of  over 1,000 

JULIE DENNY 
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Digital-Communication Check
Insights Learned During Lockdown
A look at the results of recent surveys revealing the impact of the 
COVID-triggered digital switchover on sales rep interactions and medical 
conferences
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physicians, face-to-face tablet-based detailing remained, in the last 
three years, the most popular channel for doctors to receive infor-
mation about products, both in the US and in the rest of  the world. 

However, according to the PharmaFUTURE survey, physi-
cians indicated that their interactions with medical representatives 
would be more valuable if  the sales reps could share information 
that is relevant and personalized for them or they could get remote 
on-demand engagement with a medical science liaison (MSL). 

This sentiment marries with the trend many pharmaceutical 
organizations are moving toward: employing consultative cus-
tomer teams in a pull strategy to support HCP needs rather than 
relying on pushing out promotional information via a salesforce. 

The insights from the Therapy Watch survey, however, suggest 
a certain level of  caution. While it might seem economical to rely 
less on a physical sales force, or change the way rep visits are con-
ducted, some doctors may not yet be ready to lose this form of  
interaction. From these EU findings, pharma companies looking 
to test the waters might do best to start in the UK or with less 
senior doctors, where virtual visits seem preferable and where 
video conferencing may be more available as an engagement 
option. If  trialled, it may prove more successful if  the interaction 
is seen to improve the HCP experience, perhaps by leveraging 
the benefits digital technology provides to ensure calls are per-
sonalized precisely to meet the physician’s needs and maybe with 
the involvement of  an MSL as well as the sales rep. 

MEDICAL CONFERENCES
Back in April 2020, Research Partnership commissioned Mede-
poll to conduct a poll among several hundred medical specialists 
in the US and across Europe to find out their attitudes on virtual 
conferences. Among the physicians polled, 75% were planning 
to attend medical events that had been (or threatened to be) dis-
rupted by the coronavirus. Of  those, a large majority were keen 
to explore the option of  attending a medical congress in a virtual 
format. If  they did attend, two thirds said they would just dip into 
papers and presentations of  interest; the remainder would under-
take to review a broader range of  presentations. 

Less than a quarter said they would seek to access a key pre-
sentation “live,” with half  more likely to take it in at a later date, 
whenever they had time. 

In response to the key question, “Do you think the virtual for-
mat is the future of  medical conference?” almost two-thirds indi-
cated “yes.” The results of  the poll looked promising and showed 
a clear willingness—even a preference—for busy physicians to 
engage with a virtual conference. 

ASCO 2020 ran as a three-day virtual scientific meeting from 
Friday, May 29, to Sunday, May 31, with materials available to 
access on-demand long after the event had finished. It is reported 
that over 45,000 attendees from 138 countries participated in the 
event, which included over 5,300 abstracts, 2,300 oral and poster 

presentations, and more than 100 broadcast sessions. ASCO 
called it a record-breaking number.

Medepoll again carried out a poll pre- and post-ASCO among 
71 physicians. The virtual conference format attracted a broad 
group of  oncologists from across the US and EU, including those 
that hadn’t even planned to attend the event in person before the 
pandemic struck. Of  the physicians asked, just 61% were plan-
ning to attend what would have been a five-day event in Chicago. 
In actual fact, over 75% of  respondents had since engaged with 
or intended to engage with online content presented as part of  
the virtual conference.

Although one-third of  respondents had viewed a large amount 
of  content, similar to what they would have viewed had they 
attended the congress in person, almost 40% said it may have 
been less than what they would have viewed had the event gone 
ahead in its original format.

Knowing from the April poll that physicians are more likely 
to engage with virtual conference material in their own time rather 
than watch live presentations, we ran the survey several months 
after the event finished. We found that two months after the con-
ference, the majority of  physicians had viewed as much as they 
were going to view and didn’t plan to visit the site anymore. 

It appears from our research that running conferences online 
has its advantages in terms of  reduced cost and increased out-
reach. However, oncologists also felt the lack of  networking oppor-
tunities was a key disadvantage. Several mentioned they disliked 
the lack of  interaction and opportunity for live discussion with 
speakers and presenters. On the plus side, one-quarter felt there 
were no issues at all.   The results give us some indication as to what 
physicians think about virtual conferences in the here and now. 
It remains to be seen if  post-pandemic, medical conferences will 
return to the venue format they were before. Perhaps an oppor-
tunity exists for both a virtual event and a live event to run side-
by-side, so that those who are unable to attend in person can 
experience something like the real thing. 

WHAT’S NEXT?
The global trend for technology-led customer service seems to be 
gathering momentum in healthcare in a fashion witnessed in 
industries such as retail and financial services. The pandemic has 
accelerated this trend even more, forcing the industry to move at 
a speed that it perhaps hasn’t to date. 

Many pharma and healthcare companies are progressing with 
their omnichannel marketing strategies as a way of  engaging with 
HCPs more efficiently and seamlessly, using artificial intelligence 
and machine learning tools to deliver a better customer experience.

It remains to be seen whether the customer experience for HCPs 
is improved by greater use and adoption of  digital engagement 
channels, and whether there will still be a need for the personal 
touch afforded by in-person interactions and events. 
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I n 2020, the pharmaceutical industry witnessed a flurry of  
regulatory and legislative activities addressing drug pricing, 
distribution, and reimbursement. But while the industry and 
media have been captivated by high-profile reform initia-

tives, critical developments regarding drug manufacturer copay 
coupons have quietly transpired in the background. The legal treat-
ment of  coupons and copay accumulators—mechanisms used by 
pharmacy benefit managers (PBMs) and payers to counter coupons’ 
impact on plan costs—has evolved in ways that are, on balance, 
not favorable for manufacturers. These developments deserve closer 
scrutiny, given the importance of  coupons as tools to facilitate access 
to branded drugs, the ubiquity of  coupon use, and the billions of  
dollars at stake.1 Many manufacturers will need to modify their 
coupon programs to preserve their value while accommodating 
new challenges.

THE RISE OF ACCUMULATORS 
For well over a decade, branded drug manufacturers have offered 
copay coupons that may be used by commercial plan beneficiaries 
to cover their cost-sharing obligations 
at the pharmacy point-of-sale.2 How-
ever, in recent years, health plans and 
PBMs have developed copay accumula-
tors and related benefit mechanisms3 
to mitigate the cost-impact of  coupons 
by barring them from counting against 
a beneficiary’s deductible or annual 
out-of-pocket maximum. After the cou-
pon’s value is expended, the beneficiary 
must then cover the entire amount of  
any remaining deductible before plan 
benefits are triggered. By employing 
accumulators, plans are able to reduce 
their financial liability by deriving cost-
savings from coupon use and from ben-
eficiary cost-sharing payments before 
furnishing drug coverage.  

Given their financial benefits to plans, the employment of  
accumulators and related plan mechanisms has exploded in the 

past several years. Accumulators have also generated controversy, 
as plans and PBMs have used them to shift costs to beneficiaries, 
and sometimes in an abrupt manner. On the other hand, plans 
have defended accumulator use as a means to enforce plan mech-
anisms that are designed to manage costs and promote econom-
ical prescribing choices. 

TWO STEPS BACK: NEW FEDERAL POLICIES 
PRESENT CHALLENGES 
In April 2019, drug manufacturers were briefly encouraged when 
the federal government made its first foray into regulating plan 
accumulator programs. The Centers for Medicare and Medicaid 
Services (CMS) issued a final rule that would have modified the 
Affordable Care Act’s (ACA’s) essential health benefits (EHB) rules 
to heavily restrict plan and PBM employment of  copay coupon 
accumulator programs.4

However, a few months later, the government suspended its 
policy, claiming that it could lead to conflicts with a separate set 
of  IRS rules governing the qualification of  high deductible health 

plans (HDHPs) as health savings 
accounts (HSAs). Then, in May 2020, 
CMS issued a new rule in which it 
reversed its position on accumulators 
and the treatment of  coupons under 
the EHB rules. Citing confusion that 
resulted from its 2019 rule, CMS’s new 
rulemaking allows (but does not 
require) plans to utilize accumulators 
to prevent coupons from accruing to a 
beneficiary’s maximum out-of-pocket 
limits.5 As a result, plans and their con-
tracting PBMs enjoy wide flexibility to 
develop coupon policies that comport 
with applicable legal requirements, 
including those imposed under state 
law or the IRS rules for HSA-eligible 

HDHPs. This policy has cemented the legality of  accumulators 
under federal law, thereby boosting plan efforts to counteract and 
deter coupon use.  

Plans have defended 
accumulator use as a 
means to enforce plan 
mechanisms that are 

designed to manage costs 
and promote economical 

prescribing choices
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accommodate for the emergence of copay accumulators and related 
benefit mechanisms
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Manufacturers were served with an additional setback in 
December 2020, with CMS’s finalization of  a new policy regard-
ing the treatment of  copay coupons and other forms of  patient 
financial assistance under the Medicaid Drug Rebate Program 
(MDRP).6 Historically, drug coupons and other forms of  patient 
assistance have generally been excluded from the calculation of  
“best price” and “average manufacturer price” (AMP), which 
are used to determine the amount of  rebates manufacturers must 
pay to the government to participate in the Medicaid program.  
In the rule, CMS stated that to qualify for these exclusions, such 
patient assistance must be fully passed on to the consumer and 
that, from the agency’s perspective, this does not occur where a 
plan’s accumulator prevents a coupon from applying to a deduct-
ible. CMS posits that in these situations, the value of  the coupon 
is not truly passed through to the consumer, but is instead par-
tially transferred to the plan.  

Under CMS’s new policy, a manufacturer will need to deter-
mine whether a plan is applying an accumulator to its coupon 
and, where this occurs, ensure the coupon is included (rather 
than excluded) from best price/AMP calculations, meaning that 
the manufacturer faces higher MDRP rebate liability. In obser-
vance of  the dramatic change to the status quo, and out of  con-

cern over upending patient financial assistance during the 
COVID-19 pandemic, CMS delayed the implementation date 
until Jan. 1, 2023. It states that during this interim period, man-
ufacturers will need to develop new systems and arrangements 
designed “to ensure the full value of  assistance under their man-
ufacturer-sponsored assistance program is passed on to the 
patient.”6

In the event manufacturers are unable to make suitable 
accommodations to account for the logistical difficulties of  reli-
ably tracking coupons and identifying accumulator use, some 
manufacturers may feel compelled to take unfavorable steps. For 
instance, some may default to include all coupons in best price 
and AMP to avoid incurring penalties for non-compliance or 
reduce their patient assistance offerings altogether to avoid 
increased Medicaid rebate liability. 

FAVORABLE DEVELOPMENTS REGARDING 
TRANSPARENCY AND STATE LAW 
CMS’s rulemaking regarding accumulators under the EHB and 
Medicaid best price rules will further embolden health plans and 
PBMs to use accumulators to combat coupon use. Nevertheless, 
manufacturers may gather some relief  from other legal develop-
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ments in 2020, including new plan transparency initiatives and 
the growing number of  state law restrictions.  

In October 2020, the federal government issued a final rule 
imposing wide-ranging transparency requirements for commercial 
health plans that involve, among other things, information on plan 
cost-sharing.7 Under the new rules, health plans are now required 
to disclose whether or not copay assistance or other third-party 
payments are included in the calculation of  a beneficiary’s deduct-
ible or annual out-of-pocket maximum. In essence, this constitutes 
a requirement that plans disclose whether or not they utilize accu-
mulators or related programs to pre-
vent coupons from applying to cost-
sharing requirements. But while it 
imposes the first bright-line require-
ment for plans to disclose accumulator 
use, the rule’s practical impact should 
not be overstated. Most large and 
sophisticated plans and PBMs already 
recognize that disclosure of  these pro-
grams should be made to mitigate 
potential legal risks under the Employee 
Retirement Income Security Act 
(ERISA) of  1974 and consumer protec-
tion and anti-discrimination laws. 

The most promising legal develop-
ments for drug manufacturers in regards to copay accumulators 
have been occurring at the state level. While the federal law has 
evolved to largely permit plans and PBMs to impose accumulators 
in the commercial setting, a handful of  states—Arizona, Georgia, 
Illinois, Virginia, and West Virginia—have passed laws that pro-
hibit or heavily restrict employment of  accumulators by fully-
insured health plans.8 

In the meantime, patient and prescriber advocacy groups have 
been aggressively promoting similar changes and over 20 state leg-
islatures have considered bills that would impact accumulators. The 
laws are alike in broadly restricting accumulator use by requiring 
plans to count any payments made on behalf  of  a beneficiary 
(including from manufacturers) against cost-sharing obligations. 
However, some of  the laws differ in their scope of  application, and 
whether they apply to PBMs (along with plans), or to drugs covered 
under the medical benefit (as well as the pharmacy benefit); also, 
some of  the laws include exceptions where a generic is available. 

LOOKING FORWARD: MEETING NEW       
CHALLENGES TO COUPON PROGRAMS 
In 2020, the industry witnessed important developments at the 
federal and state levels regarding the regulation of  copay accumu-
lator programs, which will have far-reaching impacts on drug man-
ufacturer coupon programs. While the regulatory trends at the 
federal and state levels have diverged, on balance, plans and PBMs 

have been encouraged by the federal government’s relaxing of  
restrictions. Business trends have progressed accordingly—not only 
has accumulator use mushroomed in recent years, but some plans 
are now experimenting with accumulators to control coupon use 
for physician-administered drugs covered under the medical ben-
efit (in addition to drugs covered under the pharmacy benefit). 

Given the massive impacts that accumulators can ultimately 
bear on their bottom line, drug manufacturers, like other affected 
stakeholders, will need to vigilantly monitor legal and operational 
developments in this quickly evolving area. The federal govern-

ment’s mercurial policymaking under-
lines the ongoing need to inform law-
maker s  about  the  rea l -world 
consequences of  their reforms. In the 
meantime, key business and opera-
tional developments are likely to tran-
spire in the next three years in advance 
of  the Jan. 1, 2023 implementation 
date for the new MDRP rules affecting 
coupons. Manufacturers face an array 
of  options but no clear roadmap or 
precedent to guide their next steps. 
CMS intimates that manufacturers 
may need to better collaborate or coor-
dinate with health plans and PBMs 

over coupons and accumulators.9 But given the contentious nature 
of  manufacturer-plan interactions over coupons, the business war 
between these opposing factions may instead intensify. In any 
event, all stakeholders—manufacturers and plans alike—will need 
to engage with legal and operational experts in this area to navi-
gate the uneven landscape and react appropriately.  
References
1. By 2015, copay coupons were being offered on more than 700 banded drug 
products and manufacturers are estimated to have furnished around $13 billion 
in coupons in 2018. See Jonathan Gray, Manufacturer Coupons and Patient 
Assistance Programs, The Actuary (May 2020); https://theactuarymagazine.org/
manufacturer-coupons-and-patient-assistance-programs/. 
2. Coupons are prohibited under federal healthcare programs as unlawful induce-
ments under the Anti-Kickback Statute and the beneficiary inducement provi-
sion of the Civil Monetary Penalties Law.     
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called copay maximizers (or variable copay programs) to thwart the impact of 
coupon use. Under a copay maximizer, the plan increases a drug’s copay amount 
so that it approximates the coupon’s monthly value. The total value of the cou-
pon is then applied consistently during the benefit year but does not count against 
the beneficiary’s cost-sharing obligations.  
4. 84 Fed. Reg. 17454, 17544 (Apr. 25, 2019).  
5. 85 Fed. Reg. 29164, 29231 (May 14, 2020).
6. 85 Fed. Reg. 87000, 87048-57 (Dec. 31, 2020). 
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8. Due to ERISA preemption, states generally lack the authority to regulate 
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9. “[O]ur expectation is that manufacturers will work with their contracted 
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A Generational 
Opportunity for Talent 
Pipeline Development 
COVID-19 creates a unique chance to refocus STEM strategies

Clinical trials, vaccine safety and efficacy, and the drug 
approval process entered the collective international 
consciousness in 2020. The COVID-19 pandemic ush-
ered in a new era in public discourse and understanding 

about disease, science, vaccines, access to medicines, and public 
health. These topics were dinner table conversation (even if virtual) 
that prompted everyone around the globe to contemplate what it 
takes to make, and deliver, a medicine. As a direct result of the 
pandemic, many more people have become personally acquainted 
with the power of science and medicine, as well as its limitations. 

Marian Wright Edelman, founder and president of the Chil-
dren’s Defense Fund, said, “You can’t be what you can’t see.” 
People around the world can now plainly see what science makes 
possible. They can see researchers, industry, governments, and 
regulators working together to develop safe and effective vaccines. 
They can see what STEM expertise can contribute to the world. 
They can understand how perseverance, grit, and a dedication to 
safety can translate into medicines designed to improve everyday 
life. And some, especially young people witnessing science work 
in real-time, can see that we all have a role to play in what the 
collective future looks like.  

We are at a unique moment where a refocused commitment to 
keeping young people engaged in STEM fields by providing 
hands-on, real-world education, as well as championing women 
and people of color can inspire a more diverse, equitable, and 
adaptable pharmaceutical and biotech industry of the future. It’s 
a future that will take on the toughest challenges in human 
health—heart disease, cancer, neurodegenerative diseases, infec-
tious diseases, and of course the potential for future pandemics.

HANDS-ON LEARNING AND REAL-WORLD EDUCATION
Students of color leave STEM majors at higher rates than white 
peers. An important motivating factor for these students is under-
standing the meaning and potential of scientific pursuits, particu-
larly for students who may not have many role models to look to. 
We must make an effort to inspire these students at different points 
throughout their education, by making science relevant to them, 
and ensuring the science environment is welcoming of all differ-

ences. Inspiring students to stick with STEM requires more than 
just teaching—to succeed, we must help students see personal and 
cultural values in their studies. 

To connect directly with youth last year, our scientists appeared 
on programs like Let’s Talk STEM, a talk-show style YouTube pro-
gram designed to introduce students to STEM professionals. Addi-
tionally, our Generation Health: How Science Powers Us program, 
developed in partnership with Learning Undefeated™ and Discov-
ery Education™, provided STEM education opportunities to more 
than one million students around the world. Generation Health 
also commissioned and delivered thousands of  at-home science 
kits to under-resourced high schools in support of  remote learning. 

ELEVATING WOMEN AND PEOPLE OF COLOR
The education pathway is critical to growing the pipeline of  talent, 
but simply graduating promising STEM talent isn’t enough. We 
must also address barriers in the workplace that limit diverse think-
ing and sideline talent to improve business performance. 

Women account for less than a third of  the worldwide STEM 
workforce. We continue to wrestle with these difficult realities and 
imbalances as an industry. While some progress has been made, 
we know that there is more to be done. Elevating the stories and 
leadership of  women and people of  color in STEM can make real 
the opportunity for those that don’t see themselves adequately rep-
resented in science now. We must pair this visibility with truly wel-
coming workplaces where everyone understands the needs of  var-
ied populations and speaks up to make sure those needs are met. 

The development of  safe and effective COVID-19 vaccines will 
define what science means in society for an entire generation of  
young people, in the same way that the 1969 moon landing inspired 
a generation of  children to become astronauts and rocket scientists. 
Our industry needs to capitalize on this opportunity to diversify 
and secure the next generation of  talent. We’ll do this, together, by 
inspiring their curiosity and sense of  wonder, exposing them to our 
talented and diverse scientists and engineers, and educating those 
who influence them and can engage them where they are today.

If  2020 has taught us anything, it’s that we don’t have time, or 
opportunity, to waste. 
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Event Overview
In this webcast, RSM will demonstrate how Clinical Research 
Organizations, and other life sciences companies with complex 
project management needs, can benefit from using a Professional 
Services Automation (PSA) tool. The following topics will be 
addressed during the presentation.

• Managing project work breakdown structure (WBS)
• Accurate and timely project time tracking
• Tracking project milestones
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For questions email 
mdevia@mjhlifesciences.com

https://www.pharmexec.com/pe_p/psa_tool
mailto:mdevia@mjhlifesciences.com
https://rsmus.com/
https://www.pharmexec.com/


“Congratulations, 
it’s a GOLD!”

Imagine having your work celebrated 
by those who appreciate it the most 

every day – healthcare professionals. 
Welcome to the 2021 Pharmaceutical 
Executive APEX Awards. 19 categories 
filled with some of today’s best 
creative healthcare and pharma 
work – entirely judged by respected 
medical specialists.

September 9, 2021 
New York City

Enter now:

Apex.PharmExec.com
Early Bird Entry Deadline:

March 15, 2021

POWERED BY

For the first time ever, 
the Pharmaceutical Executive 
APEX Awards are almost here!

ONE FABULOUS EVENING
RECOGNITION FOR A LIFETIME
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