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The Art
of Access,
Connection

This past year has certainly demonstrated how interconnected the world 
we live in truly is. And this month, that theme shines throughout the 
pages of Pharmaceutical Executive. From issues of global market access 
to collaboration, boarders are being blurred for the benefit of society.

Our cover story on Ester Banque, BMS’s senior vice president and head of 
Intercontinental, takes a global view of the pharma industry and the worldwide 
access challenges that exist. She talks about her approach to address these issues, 
which includes an open, authentic leadership style that values inclusion. Mar-
ket access is also discussed in our main feature as it is directly linked to value 
pull-through and payer negotiation strategy. 

When it comes to getting patients the drugs they need, our article on the 
state of primary care physicians points out the effects the pandemic has had on 
a practice area already threatened by specialty medicine, reimbursement issues, 
and consolidation, and what these added pressures might mean for the future 
of PCP practices. Data from a recent physician study conducted by MJH Life 
Sciences’ Medical Economics indicates some of the barriers to reaching PCPs in 
today’s environment and sheds light on how to make those connections.

The article also touches on burnout among physicians, a topic that is echoed 
in our leadership column about how to address burnout in the pharma indus-
try before it’s too late.

Finally, as we emerge from one of the busiest years in pharma, our executive 
roundtable recounts how the industry came together to help end the pandemic. 
We look at the many faces collaboration took on in order to accomplish this, 
and the lessons we might learn from the COVID era as we move forward. 

Mike Hennessy Sr.
Chairman and Founder 
of  MJH Life Sciences™
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COVID, Post-COVID, 
and Long-Haul COVID
COVID is beginning to feel like a bad sequel, launching the fifth in a 
series that should have ended at the second. Beyond the variants, 
beyond the mandates, the science, and the psychological and 
economic impact, we still are studying the actual virus. 

Not only are we still studying the virus and its spread, 
we have entered the post-COVID phase with symp-
toms, and also those that are called Long-Haul or 
Long COVID, aka Post-Acute Sequelae of SARS-

CoV-2 infection (PASC). It’s now believed that almost 30% of 
people who were infected with the virus, will suffer at least one 
symptom of Long COVID. 

But that list of symptoms is long—a multi-organ presentation 
of a constellation of symptoms, ranging from gastrointestinal, 
respiratory, and neurological presenting as fatigue, stomach pain, 
breathing difficulties, brain fog, and more.

Recently, Pharmaceutical Executive hosted a closed, virtual round-
table, which was sponsored by Parexel, on “Uncovering Post-Acute 
Sequelae of  SARS-CoV-2 infection (PASC), aka Long COVID, in 
Drug Development.” The article based on the roundtable won’t 
be available for a few weeks, but be assured it’s an important topic 
that will continue in the news, as well as in research, clinical care, 
and pharmaceutical therapeutic intervention for some time. 

The roundtable was composed of  a diverse group of  stakehold-
ers from large pharma, biotech, healthcare, and data organizations, 
not all developing in the Long COVID space, but with topic famil-
iarity and experience with infectious disease, vaccines, or the ther-
apeutic areas of  Long COVID impact. Clearly, the roundtable 

could have gone on much longer than our allotted 90 minutes, but 
it was suffice to bring up some of  the major challenges. 

CHALLENGES IN DRUG DEVELOPMENT
Endpoint selection. Nailing down an endpoint to study in 
Long COVID is difficult because the patients are presenting with 
multiple symptoms, and the choice to focus on the endpoint 
related to the therapeutic area takes time. Discussions with reg-
ulatory agencies are ongoing in this area, and important for 
future developers.
Patient participation. Finding patients to participate in clin-
ical trials may be difficult. If a patient goes to the doctor for a GI 
issue, they may or may not be identified as a Long-Haul COVID 
patient. A full-on awareness and education effort among the pub-
lic at large, as well as physicians and practitioners is a huge need.
Data. Again, the sweet spot for finding patients, determining 
symptoms, and classifying Long COVID is made more difficult, 
in the US especially, because of disparate systems, lack of stan-
dards or definitions, and the widely known problem of using 
EMRs built for claims data as a clinical or research data source. 
While it sounds insurmountable, the silver lining is collaboration, 
like that of the actual pandemic, which moved mountains. Let the 
sharing begin.  
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A mere 15 to 18 years ago, events that occurred con-
tinue to echo in our lives today, from movies to the 
Internet, and war to music. Indeed, the pharmaceu-
tical industry fits this profile with Merck’s 2004 

withdrawal of Vioxx, one of the most widely used drugs at the 
time, influencing safety and data collection in 
the industry to this day.

Many films released during this period 
have also stood the test of time and continue 
to entertain audiences in 2021. In May 
2003, Pixar released its fifth feature film, 
and most profitable to date, Finding Nemo. 
Now-perennial Christmas favorite Elf was 
released Nov. 7. One year later, The Polar Express 
debuted and was ranked No. 3 on the “25 Highest-Grossing 
Christmas Movies of All Time at the US Box Office” list by Forbes 
in 2020. 

In music, Kelly Clarkson’s debut album, “Thankful,” was 
released on April 15, 2003. Clarkson was the first winner of Amer-
ican Idol only five months prior, and her successes to this day include 
two ACM Awards, four American Music Awards, one Country 
Music Award, three Grammy Awards, three MTV VMA Awards, 
eight studio albums, and a Super Bowl performance, besides 
numerous film and television roles. 

The final episode of the hit NBC TV show Friends aired on 
May 6, 2004, drawing an estimated 66 million viewers. Advertis-
ers paid $2 million for a 30-second spot during the finale. The 
series has seen a resurgence in popularity among millennials and 
Gen Z, perhaps prompting Friends: The Reunion, an HBO Max 
streaming special debuting on May 27 of this year.

On Feb. 4, 2004, Facebook launched, followed by Gmail on 
April 2 and Firefox on Nov. 9. On April 23, 2005, the first You-

Tube video was uploaded, and on July 15, 2006, 
Twitter was tweeting.

On Feb. 1, 2003, seven crew members of 
the Space Shuttle Columbia died as the ves-
sel disintegrated during its re-entry over a 
2,500-mile swath of the US.

On June 5, 2004, former actor, 33rd gov-
ernor of California, and the 40th US president, 

Ronald Reagan, died at the age of 93. His presi-
dency (1981–1989) was marked by “Reaganomics,” an approval 
rating of 68% when he left office, and the survival of an assassina-

tion attempt. It was announced in 1994 that he had Alzheimer’s 
disease, which complicated his death by pneumonia.

Under the ever-enduring theme of conflict in the Middle East 
is the Iraqi War (2003–2011). In April 2003, the US and its coali-
tion countries seized control of Baghdad, ending the regime of 
authoritarian leader Saddam Hussein.

While President George W. Bush received positive reviews for 
this foreign matter, his stateside handling of Hurricane Katrina 
is net-negative for the history books. At one point a Category 5, 
the hurricane caused over 1,800 deaths and $125 billion in dam-
age from Aug. 23 to Aug. 31, 2005. Particularly 
hard hit was New Orleans, and the resulting 
economic and environmental damage is still 
being felt in the region.

Also domestically, Massachusetts became 
the first US state to legalize same-sex mar-
riage in 2004. Sitting on the fence of both 
culture and pharma was the imprisonment of 
“lifestyle innovator” Martha Stewart that same 
year. She was found guilty of using insider information to sell all 
3,928 of her shares in biopharma ImClone Systems the day before 
the stock lost 16% of its value.

THE PHARMA LANDSCAPE
The first known case of SARS was diagnosed in Vietnam on Feb. 
26, 2003, and on Oct. 5, 2005, the Spanish flu virus was recon-

structed, showing its close relationship to the avian 
or bird flu. On May 15, 2006, the sequence of 

the last chromosome in the Human Genome 
Project was published. In clinical trials, on 
March 13, 2006, six healthy volunteers part 
of a Phase I trial were infused with anti-

inflammatory drug TGN-1412 and ended up 
in intensive care with multi-organ dysfunction 

based on a cytokine storm. The participants sur-
vived with injuries. The outcome was a revamp of Phase I trial 
rules out of the MHRA, basically saying that healthy volunteer 
dosing should be taken in a longer sequential timeframe to reduce 
potential risk. Finally, from 2003–2006, the following high-profile 
drugs were released: Allergan’s Namenda for Alzheimer’s; Pfizer’s 
Chantix for smoking cessation; and Merck’s Gardasil vaccine for 
the prevention of human papillomavirus. 

— Lisa Henderson

Pharm Exec at 40 
Looking Back at 2003–2006

Anniversary
1981-2021
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Orchestrated 
Storytelling Focused 
on User Experience
Data and channel variance are key pillars of omnichannel design

Over the past decade, approaches to pharma market-
ing have made significant swings—from “content 
is king,” an over-reliance on digital, a scramble for 
big data, and the exclusion of effective channels 

because physician-level data (PLD) aren’t available. Despite these 
significant swings, true omnichannel marketing yielding the 
highest return has been a constant.

Marketing is a conversation aimed at changing knowledge, 
attitudes, and behavior. Omnichannel uses data and channel 
variance to orchestrate storytelling and focuses on user experi-
ence. It aims to meet the user’s need for relevance and utility and 
increases the overall impact of marketing efforts.

Nonetheless, omnichannel plans can be too often heavily 
weighted with tactics providing reach at low cost and returning 
PLD. This hyper focus on PLD and efficiency tends to omit 
proven channels that have greater impact. This “eff iciency 
model” has pushed marketers to focus on line-item channel per-
formance versus the overall impact of a campaign. We’re trained 
to look at the “parts” of a campaign, for example, open rates of 
an individual email, and use them as guidepost for campaign 
success rather than seeing the sum of the parts. 

AS MARKETERS, IT’S IMPORTANT WE RESET OUR 
BELIEFS ON WHAT GOOD LOOKS LIKE
No single channel can accomplish the reach and depth of engage-
ment needed to deliver true impact. A well-designed campaign 
should look like an investment portfolio; an effective, balanced 
mix designed to drive return and manage risk. How healthcare 
providers (HCPs) engage with marketing is similar in concept 
and underscores the importance of channel mix. Some HCPs 
are high email engagers, others prefer print, and still others are 
heavy users of videos and websites. Similarly, some HCPs engage 
with sales representatives, and some do not. It’s important to 
understand the value and limitation of each channel.  

Channel variance is a critical component of omnichannel 

marketing. True omnichannel campaigns are designed using 
data to determine targeting, spend levels, messaging, and varied 
channels with coordinated delivery. Feeding promotional 
response data into client sales force automation systems, like 
Veeva, to drive appropriate action by sales representatives inte-
grates all channels. In fact, in a client-provided ROI, it was 
demonstrated that when an HCP engaged with non-personal 
promotion that was followed-up, in proximity, to personal pro-
motion activity, the ROI of each effort increased compared to 
non-coordinated activities.

CREATING AN HCP IMPACT SCORE™

Measuring omnichannel requires us to look past line-item chan-
nel performance. Reporting and optimization should be organized 
to help demonstrate the value of each tactic. This can be done 
through an HCP Impact Score™. In this model, each tactic is 
assigned a value based on message and depth of engagement to 
determine a total “achievable score.” The greater the channel 
variance, the higher the achievable score becomes. As the assets 
push into market and HCPs engage, each tactic engagement is 
scored and weighted. At the end of the campaign, the total value 
of engagements is measured against total targets to provide the 
“earned score” achieved. Experience has demonstrated that higher 
HCP Impact Scores are an effective leading indicator of ROI.

As we work to address the need for more advanced omnichan-
nel efforts, it’s important that we anchor on the concept of having 
meaningful conversations that drive changes in behavior. We can 
accomplish this by using data and channel variance to orchestrate 
storytelling and focus on user experience. Equally as important 
is breaking the habit of viewing the performance of a single chan-
nel as a success indicator of our campaigns. We should be mea-
suring the impact of the total campaign on the HCP, appropri-
ately across all channels, with a focus on proving that we changed 
their behavior. If this approach isn’t included in your plan, it 
might be time to revisit your omnichannel strategy.  

STEVEN CARICKHOFF
President, 
BioPharm Communications 

Brand Insights - Thought Leadership 

from Marketers | Paid Program
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Drug Prices 
Targeted in Biden 
Executive Order
Sweeping competition initiative drills in on cost reduction

A broad White House proposal to advance competi-
tion in major US industries features several mea-
sures intended to make medicines more affordable 
for patients. The executive order also instructs the 

Department of Health and Human Services (HHS) to aide con-
sumers by reducing the cost of hearing aids, limiting certain 
hospital mergers, and clarifying insurance options offering 
affordable coverage.

With 72 wide-ranging proposals, the initiative challenges mul-
tiple areas where curbs on free competition may harm consumers 
and workers. There are measures designed to help workers nego-
tiate with employers, limit airline fees, curb data collection and 
surveillance by tech firms, and support open online marketplaces. 

To spur competition in the healthcare arena, HHS was 
directed to issue a comprehensive plan by the end of this month 
to map out ways to combat high drug prices and “price gouging” 
and enhance domestic pharmaceutical supply chains. One item 
on the list is to revive a rule that requires health marketplaces to 
offer at least one health plan with a standard benefit to make it 
easier for consumers to compare coverage options. The Federal 
Trade Commission (FTC) and Department of Justice (DoJ) also 
will review merger guidelines to prevent patient harm from cer-
tain hospital mergers and assess the need for controversial rules 
requiring hospitals to disclose the prices they negotiate with 
health insurance firms. 

The FTC also will investigate and take action against “pay for 
delay” and other agreements between pharma manufacturers 
found to discourage competition. And regulators will reduce the 
cost of  hearing aids for consumers by permitting over-the-counter 
sales of  these products to inject competition into the market. This 
puts pressure on FDA to issue proposed rules for over-the-counter  
hearing aids without delay.

IMPORTATION RETURNS TO FORE
The White House also revives support for importing less expen-
sive drugs from Canada, directing FDA to work with states and 
tribes to establish procedures to obtain lower-cost medicines 
without imposing risks to public health. Such drug importing 

proposals have been on the table for more than a decade, but 
have been opposed by Canadian officials and difficult for state 
and federal agencies to implement. A Trump administration 
drug importation program prompted two states to develop and 
seek FDA certification of such importation plans, a process that 
has been challenged by brand pharma companies. FDA is weigh-
ing a citizen petition opposing authorization of state import pro-
grams but recently informed industry lawyers that it needs more 
time to review these “complex issues.”

A related area of focus involves facilitating the development, 
testing and approval of generic drugs and biosimilars. The Biden 
initiative calls on FDA to fully implement agency plans issued in 
2017 and 2018 to advance competition in prescription drug mar-
kets by clarifying the approval framework for these products, 
including standards for interchangeability and for biologics licens-
ing. The executive order further advises FDA to implement recent 
legislation designed to prevent brand manufacturers from limit-
ing access to drug samples needed to test new generic products. 

Additionally, HHS should provide effective educational mate-
rials and communications to improve the understanding of bio-
similars and interchangeable products among healthcare pro-
viders, patients and caregivers. Similarly, FDA and the FTC are 
instructed to identify and address deceptive, false, and mislead-
ing statements designed to undermine consumer confidence in 
the safety and effectiveness of generics and biosimilars. And FDA 
should collaborate with the Patent and Trademark Office to 
prevent patent extensions designed to delay competition from 
generics and biosimilars. The Centers for Medicare and Med-
icaid Services (CMS), moreover, should prepare for coverage of 
interchangeable biological products and support new payment 
models to increase utilization of these products.

Despite offering multiple strategies for tackling high drug 
prices, the Biden proposal largely leaves it to Congress to move 
forward on the more contentious proposals, such as granting 
Medicare authority to negotiate pharma reimbursement. House 
Democrats are looking to include such measures in the recon-
ciliation bill to approve the federal budget for 2022, now moving 
through the legislative process. 
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A Pivotal Role 
to Improve 
Patient Access
Field reimbursement managers 

In the past year, tremendous consequences for the health 
and financial stability of the US healthcare system have 
been magnified due to the COVID-19 pandemic. And, 
while not a new trend, payers are tightening controls with 

the use of step-edits and stringent, complex prior authorization 
requirements. Because of high unemployment rates and the loss 
of or changes in health insurance coverage, many individuals 
find themselves unable to afford their medications. (The latter is 
not a recent development either, but COVID-19 has certainly 
exacerbated this issue.)

The field reimbursement manager (FRM) is an important 
extension of the healthcare provider (HCP) and their office team, 
and is a critical link in the continuum of patient care.

Every day on the frontlines, the FRM is focused on assisting 
providers’ offices in resolving (often complex) reimbursement chal-
lenges that can be barriers to patients accessing and receiving the 
full benefits of their treatment plans. They proactively identify 
patient access needs, manage reimbursement activities, help teams 
navigate product fulfillment, claim denials, appeals processes, 
verify accurate form completions, gather insights, and much more. 
To accomplish all of this, the FRM collaborates with several 
groups from field sales to the patient hub. 

Of course, the COVID-19 pandemic has presented unique 
challenges for FRMs throughout the past 17 months; now, teams 
are smaller and have less direct access to HCP offices, while pro-
viders have more questions than ever about navigating the system 
and require more support. 

The FRM acts as a liaison to enable providers and offices to 
spend more time providing quality patient care as they commu-
nicate and engage with provider offices throughout the product 
lifecycle. During the launch period, it is particularly important to 
convey proactive education and training regarding the reimburse-
ment journey, which ensures accuracy and completeness of intake 
forms and reimbursement information required to submit claims 
and establish stable reimbursement paths.

Over time—and if payer policies and the competitive landscape 
are stable enough—this work moves to remote or virtual support 
of the office and practice managers. Nonetheless, providing the 
proactive education and required support has been particularly 
challenging during the pandemic. HCPs and offices have been 
overwhelmed enacting guidelines or safety protocols to reopen 
safely, while attempting to resume normal patient loads. These 
factors have added administrative and time burdens that only 
compounded overwhelmed offices that were already spending less 
time with patients.

COVID-19 has only solidified the need for FRMs to be 
advocates for HCPs and patients during the reimbursement 
journey, supporting complete and accurate filing of intake 
forms, ensuring patients are getting access to and on medically 
necessary treatments faster, and helping to communicate with 
other stakeholders to enable financial assistance. This type of 
guidance has proven to be increasingly necessary for patients 
to properly navigate healthcare and insurance, especially in 
terms of specialty medications. 

Ultimately, FRMs can overcome these new hurdles while 
access teams can take steps to ensure that FRMs have the tools 
they need to carry out their critical roles. Arming your field reim-
bursement team with the right set of information and data—from 
real-time policy information to leveraging secondary medical and 
prescription claims information—enables FRMs to communicate 
the right information at the right time to the right stakeholders. 

We know HCPs want positive outcomes for their patients. We 
also know that HCPs are always looking for ways to better support 
their patients. FRMs and any provider-facing teams should know 
their audience—their communication preferences, their needs, 
and their practice—and cater to each individual to create the 
appropriate educational materials that will be most meaningful 
to them and their patient population. 

Learn more about IQVIA Dynamic Deployment for Access and Reim-
bursement here: https://bit.ly/3rtN7Rk  

JENNIFER MILLARD
Vice President of Field Medical 
Affairs and Market Access 
Deployment Services, IQVIA
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Contention Swirls 
Around COVID 
Patent Waivers
Report claims an imbalance in influence of tech-transfer decisions

It didn’t take long for the backlash to emerge against the 
European Union’s opposition to easing intellectual property 
protection on COVID-19 vaccines. Reports out of Geneva, 
where World Trade Organization (WTO) talks are under-

way on patent waivers, are heavy with accusations that the EU is 
callously stonewalling progress and promoting diversionary tac-
tics—with strong backing from leading pharmaceutical industry 
countries, including Germany, Switzerland, and the UK.

The proposal for a waiver, led by South Africa, India and 
Pakistan, is aimed at ramping up local production of diagnostics, 
drugs, and vaccines across poorer countries combating the coro-
navirus pandemic. It has received support in principle from the 
US, as well as from Egypt, Tanzania, Venezuela, Nigeria, Jamaica, 
China, Bangladesh, and Chad. The EU has, however, repeatedly 
insisted that the challenge in vaccine availability is production, 
not IP, and that  diluting protection will prove counterproductive.

Within the WTO, the talks stumble onwards, with the latest 
official record noting that “disagreement persists on the fundamen-
tal question of whether a waiver is the appropriate and most effec-
tive way to address the shortage and inequitable distribution of 
vaccines and other COVID-related products.” The EU is, say its 
critics, showing little enthusiasm for discussion of the proposal, 
repeating circular questions to delay progress, and finding devices 
to defer decision-making. Meanwhile, the US position has shifted 
to an awkward balance on, as it were, the fence, and the EU has 
recruited Australia, Brazil, Canada, Chile, Japan, Kenya, South 
Korea, Mexico, New Zealand, Norway, Singapore, and Switzerland 
to push an alternative initiative focused on voluntary agreements 
for technology transfer, while keeping intact innovation incentives.

The readiness of the European political establishment to argue 
the industry’s case has come under renewed scrutiny, intensified 
by the context of the pandemic. Campaigning organizations skep-
tical of the industry’s arguments—and sometimes of its merits—
have been marshalling their claims that the EU is prey to big 
pharma’s lobbying—all the more so because “in a time of massive 
windfall pandemic profits, big pharma is particularly keen to 
defend its patent model,” says a recent report from Corporate 
Europe Observatory (CEO). This calculates the industry’s lobby-

ing firepower in Brussels alone as in excess of €40 million a year 
—a conservative estimate because “up-to-date lobbying informa-
tion and details are hard to come by.” The weakness of EU lobby 
transparency rules, it says, permit the industry to keep its Brussels 
lobbying out of the sight of the public “in these crucial weeks.”  

Based on the annual disclosure updates submitted to the EU’s 
transparency register, over 40 pharmaceutical firms report spend-
ing a combined $30 million per year on lobbying. Big pharma 
lobby groups spent an additional $10 million per year, plus nearly 
$15 million per year on consultancies in Brussels to influence deci-
sion-making. The main pharma lobby group, the European Fed-
eration of Pharmaceutical Industries and Associations (EFPIA), 
upped its 2020 spending by nearly a quarter over 2019, to $7.5 
million. At the same time “there has been massive pharma lobby 
spending in Washington DC in the first quarter of this year as 
part of the effort to block generic COVID vaccines,” says CEO.

Lobby consultancies working for big pharma include Acumen, 
Hague Corporate Affairs, Incisive Health, Interel, Porter Novelli, 
RRP Group, Rud Pedersen PA, and ZN, that receive $800,000 
per year from EFPIA. Johnson & Johnson spend a similar amount 
on consultants, and Pfizer reports spending between around $1 
million per year on Brussels lobbying office and four lobbyists, as 
well as the same amount on contracts with Fleishman Hillard, 
Porter Novelli, and ZN, while Moderna “seems to rely heavily on 
FTI Consulting for its EU lobbying.” The CEO report also men-
tions former Swedish Prime Minister Carl Bildt’s public criticism 
of the European Commission’s decision to take AstraZeneca to 
court over the company’s failure to deliver vaccines on time, and 
remarks that Bildt failed to mention that he works for lobby con-
sultancy firm Kreab, which has AstraZeneca as a client. 

There is a dangerous imbalance, CEO cautions, since big 
pharma continues to dramatically outnumber and outspend civil 
society actors working on public health or medicines issue, it 
claims. The alleged imbalance does not go unnoticed at political 
level in the EU. The powerful socialist S&D Group in the Euro-
pean Parliament has just reiterated its support for “a European 
approach towards the procurement, distribution and deployment 
of vaccines”—which boils down to a call for equality of access. 

REFLECTOR
is Pharmaceutical Executive’s
correspondent in Brussels
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Medication 
Adherence: It’s 
a Big Problem
The need to address persistent issues from non-adherence  

Prescription medicines are known to be safe and effective 
when prescribed as indicated and taken as prescribed. 
As has been well documented, the factors contributing 
to poor medication adherence include cost, logistics, 

forgetfulness, patient concordance, and medication side effects. 
According to the World Health Organization (WHO), these chal-
lenges result in approximately 50% of chronic illness patients not 
taking medications as prescribed.1 The US patient and financial 
impact is staggering; the Centers for Disease Control and Preven-
tion cites 125,000 preventable deaths and $100 billion to 300 bil-
lion in preventable medical costs each year due to non-adherence.2  

ActuateRx tackles the most persistent problems of patient 
medication adherence. 

ACTUATERX: NEXT GENERATION TRIAL 
MEDICATION SOLUTION
ActuateRx is a patient-centric, patient-consented trial medication 
and adherence program. It incorporates the best medication 
adherence tactics into one robust solution. ActuateRx begins in 
the ePrescribe workflow after the physician writes the prescrip-
tion. This begins the patient journey with 30 days of free trial 
medication. The journey continues by implementing adherence 
tactics known to work. Ultimately, the patient’s ActuateRx expe-
rience culminates with the prescription being transferred to the 
patient’s pharmacy of choice. By engaging prescribers and patients 
with this next-generation service, ActuateRx can bend the med-
ication adherence curve closer to the prescriber’s treatment plan. 

ABOUT SYMMETRYRX

SymmetryRx, the leader in drug sample demand generation for 
pharmaceutical manufacturers, is launching its next-generation 
patient trial medication and adherence services solution in Q4 
2021. The solution, ActuateRx, is uniquely positioned to enable 
patient participation in all 50 states. As with its sample demand 
generation platforms, SymmetryRx has created utilities that ben-
efit all manufacturers, are terrifically economical, and leverage 

existing contractual and physical infrastructure to accelerate 
market adoption. ActuateRx is in the pharma manufacturer con-
tracting phase—now.

The program is designed end-to-end to help patients begin 
and successfully stay on therapy by leveraging technology, inte-
grating services, and delivering proven adherence resources. Sym-
metryRx’s goal is to help patients remain on prescribed treat-
ments so they can realize the full benefit of  the medicine and lead 
healthier lives. 

INVITATION TO INNOVATORS
Together, we can remake the trial medication and adherence 
space in 12 months.

SymmetryRx’s eSample® platforms have a 20-year history of  
driving sample demand by creating industry utilities that eco-
nomically increase pharma reach and leverage the strengths of  
market players. ActuateRx is the next-generation patient trial 
medication utility positioned to address and significantly impact 
patient adherence. 

The industry needs a utility to support the myriad of  medica-
tion adherence tactics that are known to work. ActuateRx is that 
industry utility. SymmetryRx takes a unique approach to the 
development and execution of  its solutions. We design our solu-
tions to leverage existing contractual and service infrastructure 
from existing providers. In this case, existing providers are autho-
rized distributors of  record (ADRs), program pharmacies, adher-
ence vendors, and ePrescribe advertisers. This approach acceler-
ates the development, contracting, and launch of  our solutions. 

We encourage medication adherence solution providers to 
explore opportunities to weave their solutions into ActuateRx.    

1. M.T. Brown and J.K. Bussell, “Medication Adherence: WHO Cares?” Mayo 
Clin Proc. 2011 Apr; 86(4): 304–314., https://www.ncbi.nlm.nih.gov/pmc/articles/
PMC3068890 
2. A.B. Neiman et al., “CDC Grand Rounds: Improving Medication Adherence 
for Chronic Disease Management—Innovations and Opportunities.” MMWR
Morb Mortal Wkly Rep 2017; 66, https://www.cdc.gov/mmwr/volumes/66/wr/
mm6645a2.htm

HAL WALSH
CEO, SymmetryRx
email: Hal.walsh@symmetryrx.com
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It’s August, a month known for summer vacations and relax-
ing. Yet there are some people who find it near to impossible 
to unplug from work. With the pandemic adding new levels 
of stress over the past year, more and more people are find-

ing themselves in situations that can lead to both mental and 
physical problems. According to Harvard Business Review, 89% of 
people have experienced a decrease in well-being this past year 
with over 62% feeling extremely burned out. As a result, it’s impor-
tant for leaders to have a proactive plan to ward off burnout.

“During the COVID-19 pandemic…the intermingling of per-
sonal and work life limited our ability to disconnect and recover—
one of the major influences on burnout,” says Chris Cozic, senior 
vice president, global human resources at Genmab. “The pandemic 
also heightened the need for pharma companies and the critical 
work their employees do. Having to perform at a higher level under 
new circumstances and in new work environments was a challenge.”

Pharma’s intrinsic mission to help people, which was magnified 
by the pandemic, has been an added push for many to put in extra 
hours for the greater good. Alyson DeMaso, founder of Raising 
Beauty, a company dedicated to personal and corporate well-being, 
says that people who feel morally obligated to their work are more 
likely to be led by their responsibilities versus their own personal 
needs, which often leads to mounting pressure and tons of overtime.

“The way one approaches work, stress, and conflict, paired with 
a work environment of ambiguity, lack of recognition, poor or 
harsh communication, and extreme output creates a toxicity that 
leaves people feeling disempowered,” she says. “This is the perfect 
breeding ground for anxiety, stress, and ultimately burnout.”

A recent survey from Deloitte shows that nearly 70% people 
don’t believe their employers are doing enough to prevent or alle-
viate burnout in their organization. While some companies don’t 
offer any support programs, those that do sometimes have trouble 
connecting with employees, as many don’t take advantage of 
resources for fear of being ostracized. To counter this, leaders need 
to set an example and reinforce the importance of employee health 
and wellness, and employees need to be empowered and commit-
ted as well. Otherwise, the effectiveness of corporate programs 
will always be limited. Instituting cultural and systemic changes 
to support employee well-being are a great starting point.

“Addressing burnout starts with developing conscious leaders, 
those who lead with empathy, intention, and joy,” says DeMaso. 
“Most leadership programs focus only on traditional subjects like 
execution, resilience, time-management, communication, and 
strategic thinking. It’s rare that wellness and leadership come 
together holistically. But leaders who develop their full self—mind, 
body, soul—can unleash a new level of success that creates a thriv-
ing workplace.”

Changing the workplace dynamic isn’t always easy, but DeMaso 
suggests taking some first steps that can have great impact. Lead-
ers can begin delegating work according to people’s strengths, 
which can build motivation. They also should communicate how 
people’s work contributes to the final goal in order to create mean-
ing. Expressing gratitude for the efforts the team makes also makes 
everyone feel seen. Meetings should be kept to a minimum and 
include only people who are directly involved; beginning them 
with a moment of mindfulness can also put the team at ease.

“Companies must shift mindsets, policies, and practices to put 
employees first,” says Cozic. “It starts with employee listening, 
and understanding what employees need and want. Then you 
must show up with action to ensure you have a workforce that is 
inspired, energized, and ready to innovate.”

Genmab demonstrates this by having monthly company shut-
down days that have been met with overwhelmingly positive feed-
back. The company has also instituted “no-meeting Fridays,” 
which has allowed employees time to focus on deliverables, regroup, 
and recharge. A flexible work hour policy has also enabled employ-
ees to work 10% of their hours outside of core working hours.

A high level of interaction between leaders and employees has 
also been successful. Genmab’s CEO has sent biweekly video mes-
sages to employees, which have received over 90% viewership and 
have increased employee engagement, with employees regularly 
thanking the CEO and leadership team, via an open comment 
forum, for their strong, yet empathetic leadership.

“A vacation day, a yoga class, 15 minutes of meditation, or a 
date with the treadmill will not stop burnout,” says DeMaso. 
“Honest self-awareness, permission to live authentically, courage 
to change unapologetically, and a consistent well-being practice 
can stamp out burnout for good, however.” 

ELAINE QUILICI
is Pharm Exec’s Senior Editor. 
She can be reached at  
equilici@mjhlifesciences.com

Pandemic Heightens
Concern Over
Workplace Burnout
For leaders, shifting mindsets and altering dynamics can help
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Experts Speak Out 
About the Tech 
Serum Hackathon
Pair of participants reflect on inaugural event 

A t Tech Serum—this year’s inaugural healthcare 
hackathon—seven teams of medical experts, phar-
maceutical marketing professionals, developers, 
and patients came together to imagine and build 

solutions impacting our industry, all in just a weekend. To recount 
the experience, we sat down with medical expert and team lead, 
Dr. Juliet Wolford, a gynecologic oncologist at the University of 
Cincinnati, and Darrell Wakefield, vice president, US commer-
cial franchise head, solid tumors at Sanofi Genzyme.

 
Rachel: What details about Tech Serum were you look-
ing forward to most?

Darrell: I was most excited about how the event was orga-
nized to bring folks with different disciplines and backgrounds 
within the healthcare space together for a common cause. That 
was really impressive to me; to have the ability to appreciate 
the perspective of someone like Dr. Wolford and the ability to 
appreciate other folks in different industries also within the 
pharmaceutical space. I thought it made for a very rich expe-
rience. That was the most attractive part to me; to work with 
people who have different perspectives but came together to 
spend a few hours over a couple of days was very attractive. 

Dr. Wolford: I completely agree with Darrell, it was very 
exciting. As a GynOnc, we live in our own small, specialized 
bubble. Our cancers are considered rare, and we often don’t get 
the opportunity to mix with the other oncology specialties, so it 
was nice to know that we were going to see teams from all the 
different specialties come together.

Rachel: Which solution from Tech Serum was your favor-
ite, and why?

Dr. Wolford:  I enjoyed Team Two, the Whyse Shepherds. 
They created an interactive chatbot that filters questions to direct 
you to an AI output of an answer or directs you to the person to 
whom you need to talk. I get this complaint frequently in my 
office: patients often say, “It’s so hard to get in touch with any-

one in your clinic.” They may have a simple question, but it takes 
them a frustrating 30 minutes to get past the automated mes-
sages and waiting before they can get to an answer. I thought it 
was a simple solution that could be beneficial to patients and to 
those of us who want to help them. 

Darrell: The group I worked in, WhyseFhir, really focused 
on an app with a mission of improving clinical trial participa-
tion. I think that is near and dear to a lot of our hearts in the 
healthcare space. The app really found a way to onboard and 
educate patients, alleviate some concerns, as well as be a vehi-
cle to facilitate patients and physicians to make a match for 
clinical trials. I thought that was very enriching and very rel-
evant to today, and applicable to a wide range of patients.

Dr. Wolford: I was impressed with all the ideas. It’s amaz-
ing that in such a short amount of time people were able to not 
only develop ideas, but also develop them into something tan-
gible and feasible. Each project that was presented could have 
a significant impact on our patients. 

 Rachel: What surprised you most throughout the 
experience?

Dr. Wolford:  I would say the absolute willingness of every-
one to jump in and be a part of it. The day ended at 7 pm, but 
the team would be messaging through the app until 2 am. Every-
one was really excited to get together and come up with ideas. 
As I was brainstorming ideas, the developer was putting together 
code. I was so surprised with how quickly he was able to put 
something together. As a clinician, I don’t often get to see the 
technical side and it was interesting to see it come together so 
quickly by people who are invested in an idea. 

Darrell: I liked that it was genuinely about the patient, which 
is at the center of our efforts. The folks doing the work were really 
thinking about the patient, and that was fulfilling and inspiring.

Rachel: It really is amazing to see the range of innovations 
that came out of one weekend, and I can’t wait to see which 
move forward! Thank you for your participation. 

RACHEL SEIDMAN 
Director of Digital Strategy, 
The Whyse 
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Managing the 
People Side of 
AI Adoption
Accelerated implementation of AI platforms among pharma sales 
teams has highlighted the importance of the human factor

Before COVID-19, in terms of  rep-driven healthcare 
provider (HCP) engagement, the increase in digital 
efforts and the investment being made in cloud infra-
structure, big data, and analytics was moving at a steady 

pace. Progress at organizations was balanced with a desire to 
minimize disruption. The intensity of  the last 18 months, how-
ever, has seen changes “occurring immediately, and causing a lot 
of  disruption,” says Derek Choy, cofounder and president of  
Aktana. “We saw digital channels quickly becoming pretty much 
the only way to reach physicians, and they were becoming criti-
cal, not just a nice-to-have for commercial success.”

Choy was speaking at this year’s Veeva Commercial & Medi-
cal Summit ( June 10), alongside Greg Carpenter, senior director 
of US commercial transformation at Sanofi General Medicines. 
Aktana has been working with Sanofi to provide a platform that 
allows the drugmaker to define, execute, and optimize how it 
engages with physicians across every channel, with reps in the 
field as the primary areas of focus. “The technology essentially 
acts like an AI personal assistant,” explains Choy, “giving reps 
guidance on who to consider targeting, what channels to use, and 
what’s happening in other channels, and making sure they are 
provided with insights rather than having to go and analyze the 
data and try to figure it out themselves.”  

With the advent of the pandemic, however, the introduction of 
this AI solution was accelerated. As Carpenter explains, “We were 
all thrown into the deep end of digital [almost] overnight. We saw 
an eightfold increase in the number of virtual meetings and a sev-
enfold increase in the number of emails being sent in just a matter 
of weeks.” But the urgency of implementing a new platform cre-
ated some human problems. “When most people don’t have a lot 
of experience with AI, their mind goes to Skynet (the evil AI net-
work of the Terminator films),” says Carpenter. “There was just a 
general distrust of AI when the reps first heard about it; they saw 
it as ‘Big Brother,’ which would be monitoring everything they 
did, tracking their efforts and reporting back to management.” 
Speaking to Pharm Exec, Carpenter added: “We had to do a lot of 

education internally just to help people understand what the tech-
nology is and what it isn’t.” It was necessary, he adds, to “really 
lean on the early adopters,” those people were already interested 
in AI, and use them as “champions” to help to convince the other 
reps to come on the journey.

For Choy, getting the company leadership and the brand and 
marketing teams to start trusting AI and machine learning (ML) 
approaches is down to change management, transparency, and 
achieving the right level of control, where boundaries and con-
straints can be set. 

“One of the approaches we have leveraged is blending a rules-
based approach to AI (that is, one that incorporates human-
devised guidance and constraints) with a ML-driven approach,” 
explains Choy. This was a lesson Aktana learned the hard way. 
“Our first implementation way back in 2011 failed because we 
didn’t take into account the importance of managing that change 
and adoption at the individual rep level, or indeed at the brand 
level,” says Choy. “That experience drove us toward some of the 
best practices that we have today, and also influenced the way that 
we develop our technology, with its mix of ML optimization and 
practical constraints.”

Choy says that there has been good progress over the last few 
years; there is more buy-in from the top now, which is helping to 
drive AI adoption internally. There has also been the impact of 
COVID, which has seen people become more open to guidance, 
and has moved things along “even faster than we saw two or three 
years ago.” But there is still a way to go, he adds; change manage-
ment, “the people side,” still a vital component of AI adoption.

Says Carpenter: “Any time you communicate change within 
an organization, it’s not just about having one town hall meeting 
and then checking the box. You have to communicate 10 times 
more than you think you need to, and it needs to be personal com-
munication.” Reps are getting more comfortable with AI, but you 
have to start the journey somewhere, he adds. “And if you haven’t 
started yet, you’re already behind, because it takes time to do this. 
You can’t just flip the switch and do it overnight.” 

JULIAN UPTON
is Pharm Exec’s European and 
Online Editor. He can be reached 
at jupton@mjhlifesciences.com
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Biotech Capital 
Markets Continue 
to Underperform
But could there be a shift in momentum?

The biotech XBI is now down 27% from its high, and 
just experienced its worst six-month relative perfor-
mance for the sector in five years. In July, the sector 
fell an additional 7%. 

The rotation from growth to value continues, with healthcare 
the worst-performing sector and only one down for the year. Not 
surprisingly, consumer discretionary is the largest beneficiary of  
the reopening trade. Biotech is the worst-performing growth sec-
tor, with tech up nearly 20%. 

Aftermarket performance for bio-
tech IPOs has been steadily declining 
this year; of  the last 10 IPOs (as of  July 
31, 2021), eight are trading near or 
below their deal prices. Despite this, 
11 IPOs priced for proceeds of  $1.3 
billion in the last week of  July. More-
over, the 11 IPO pricings are tied for 
not only the busiest week in 2021, but 
the busiest week in over 10 years. The 
prior two record weeks for IPOs came when the XBI was at record 
highs. As of  this writing, there are six filed IPOs in the queue, 
and more are expected before the market shutdown in late August. 
The pipeline for the fall suggests continued strong activity. 

FIVE-YEAR OUTPERFORMANCE STILL SUPPORTS 
THE BET, AND THE RISKS
Despite the recent underperformance of biotech, IPOs and fol-
low-ons continue at a brisk pace. Biotech-dedicated funds are 
flush with cash, the innovation renaissance appears alive and 
well, and investors appear to be putting money to work and play-
ing the long game. If an investor had put $1 into every biotech 
IPO over the past five years, the return would be an impressive 
65%, significantly better than the S&P 500 at 42% and 39% for 
the XBI. In other words, investors have been rewarded for buy-
ing the inherently riskier new public company.

Follow-on issuance, however, has dropped off significantly, with 
157 deals priced this year, versus 265 last year. The dollars raised 

plunged as well; from $56.2 billion to $21.9 billion. The numbers 
have been steadily falling, as the first three months of  year saw 
117 follow-on issuances price, while in the next four months 
through the end of  July, only 40 deals priced. The second quarter 
of  2021 was the slowest one for follow-ons in the sector and the 
third quarter is tracking at a similarly uninspired pace. The deals 
that are getting done are the opportunistic raises being executed 
off of  data, with investors showing a preference for waiting even 

if  it means participating at a higher 
price with the ability to buy in size. 

Special purpose acquisition com-
pany (SPAC) activity remains at all-time 
highs. In 2021, SPACs accounted for 
70% of  all IPOs, versus 57% last year, 
28% in 2019, and 21% in 2018. Dollars 
raised thus far in 2021 of  $102 billion 
are already ahead of  the record set for 
the full year in 2020, as has the number 
of  deals. So far this year, the average 

deal size is tracking close to last year’s record of  $325.8 million.
Markets can turn on a dime with sector rotation led by rapid 

shifts in sentiment and valuations. In fact, early this year, the mar-
ket anticipated that the vaccine-led reopening would lead to a 
torrid economic recovery. The growth stocks—which were the 
beneficiaries of  a COVID-fueled plunge in the economy—were 
ditched in favor of  the consumer discretionary sectors decimated 
by the COVID halt and most likely to prosper exponentially in 
the reopening.

With recent chatter around the rapidly spreading Delta vari-
ant, the large number of  people unwilling to be vaccinated, and 
hospitals filling up again with COVID patients, there is talk of  
the potential for another lock down. Will the market rotate back 
to growth just as quickly as it abandoned it? This will definitely 
happen at some point—we know that, but could it be close at 
hand? Beyond COVID, valuations have recalibrated, with valu-
ations for value stocks now relatively high versus norms, while 
growth stocks may be oversold. 

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

Markets can turn on a 
dime with sector rotation 

led by rapid shifts in 
sentiment and valuations
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Early Payer-Related 
Lessons for Pharma 
Post-Aduhelm Approval
Initial coverage discussions put the focus on three key factors

News stories addressing FDA’s approval of Biogen 
Alzheimer’s treatment Aduhelm have concentrated on 
controversy surrounding the decision. 

Rather than the FDA, the focus in this article is on 
payers and early Aduhelm views signaling potential developments 
shaping future management of high-cost treatments for orphan 
diseases. It is based on 10 Medicare Advantage interviews from 
market research following FDA approval for the original, 
“Alzheimer’s” label—that is, prior to the revision limiting Aduhelm 
to mild cognitive impairment or mild dementia.

Early discussions on Aduhelm coverage put the spotlight on 
three health plan business factors that may justify pharmaceutical 
executive attention going forward: 1) reauthorization, 2) divide 
between mild and moderate and 3) comparability enabling com-
petition. Each is discussed ahead.

REAUTHORIZATION  
Respondents were asked to estimate the Aduhelm reauthorization 
rate for mild and moderate patients over the 2021-2022 period.  
Mild was 78%; moderate 53%. With the label change, “moder-
ate” has less relevance now but that estimate, along with mild, is 
instructive because of Aduhelm’s questionable efficacy, high cost, 
and potentially large patient population.  

The idea that roughly three out of four mild Alzheimer’s 
patients and one out of two moderate would be reauthorized sug-
gests the reauthorization function has not separated practices for 
established treatments from practices for early stage breakthrough 
treatments. For the latter, reauthorization may be in its own early 
stage of development.  

As more high-cost gene and cell therapies and other break-
throughs enter the market, and as artificial intelligence and sophis-
ticated biomarkers are woven into reauthorization, the suggestion 
here is that reauthorization will become more demanding, requir-
ing greater brand team attention in the future.

DIVIDE BETWEEN MILD AND MODERATE 
Early health plan thinking on Aduhelm also points to a future 
need for brand teams of breakthrough treatments to pay greater 

attention to the line separating mild from moderate.  Respondents 
were asked, for example, to estimate the distribution of prior autho-
rization (PA) “requests” by Alzheimer’s acuity. Average was 55% 
mild, 27% moderate, and 18% severe. Significantly, knowing 
tighter than label parameters would apply until CMS’ national 
coverage determination, respondents still estimated PA “approv-
als” to be 72% mild, 22% moderate, and 6% severe. The explicit 
implication is payers anticipate moderate and severe Aduhelm 
demand and PA approvals when the science justifies mild. 

Less obvious and potentially more important is that respondent 
thinking suggests brand strategy for early-stage breakthrough 
treatments may need to target a narrow mild patient population 
and build out over time. 

Put differently—and trial data is a big variable—the Aduhelm 
experience suggests that brand strategy balances different priori-
ties: value for payers; access to breakthrough treatment for patients; 
and volume plus improving patient outcomes for manufacturers.  

The suggestion here is that the path through this maze involves 
a distinct concept of market share: growing market share of optimal 
outcomes—very different from growing market share and improv-
ing outcomes. The larger the patient population, the more neces-
sary this application of precision medicine may be. 

COMPARABILITY AND COMPETITION
A third lesson from early payer insights is that even in the rarefied 
air of FDA-approved treatments for dire conditions, payers are 
willing to advantage a new product over an incumbent. All 10 
respondents, for example, indicated that for lower cost they would 
disadvantage Aduhelm if an alternative is comparable.

This is where payer views suggest comparability as a strategic 
variable when early stage breakthrough treatments face competi-
tion. What is the threshold on clinical benefit and outcomes for 
challenger to be favored over incumbent? Is there a gray area? 
Are there critical differences?

As more drugs obtain the same indication for orphan diseases, 
payer willingness to favor one product over another suggests that 
brand teams with mastery over comparability will be better posi-
tioned for competitive threats in the future. 

IRA STUDIN, PhD
President, Stellar Managed Care
Consulting. He can be reached
at istudin@stellarmc.com
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A Global 
Vision for 
Access
Ester Banque, senior vice 
president and head of 
Intercontinental Commercial 
at Bristol Myers Squibb, talks 
purpose and perseverance—both 
in her own career journey and her 
group’s mission to topple barriers 
to drug access in diverse and 
hard-to-reach regions

By Elaine Quilici
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T here are many aspects that contribute to 
being an effective leader in pharma today, 
but Ester Banque, senior vice president and 
head of  Intercontinental Commercial at 

Bristol Myers Squibb (BMS), says one, in particular, 
prevails: You have to have a strong sense of  purpose. 
Banque’s competitive spirit, fostered by her time play-
ing top-tier soccer in Spain, propels her to want to win, 
but she says, “Without purpose, that drive can fall flat.”

With a heart and mind focused on those in need, 
she describes herself  as being “driven by a purpose and 
with a purpose.” Throughout her career in pharma, 
she has noticed that if  you place the right focus on help-
ing patients, and consider decisions in light of  how they 
might affect patients, the results will come. “Along my 
25-plus years of  professional career, it’s always been 
like that,” she says.

DELIVERING AS A TEAM
Playing on the Spanish national soccer team was a 
dream come true for Banque. “From the first time I 
touched a soccer ball at school almost 40 years ago, I 
was so passionate about soccer,” she says. “I was the 
only girl playing soccer in the entire school, so I learned 
a lot, but mostly I learned how to win as a team and 
how to lead.”

Although Banque was a forward, whose job was to 
score goals, she realized she couldn’t do that without 
the support of  the entire team. “If  the ball wouldn’t 
come to my feet or my head, there was no way I could 
score,” she says. “As much as I loved the adrenaline of  
seeing the ball touching the net, the highest satisfaction 
was when we hugged as a team, when we would cele-
brate that we accomplished something together.”

Banque learned many leadership lessons from her 
role as a team captain and says the most important prin-
ciples were taught to her through soccer at a young age: 

• Be compassionate when things don’t go well.
• Be there to pick somebody up when they fail.
• Stay calm when the whole team goes crazy when 

     you’re losing.
• Keep working hard, even if  you’re winning.
“You don’t even realize you are learning when you 

are a kid or a teenager,” she says. “I learned those basic 
traits in a very experiential way, and they have 
[remained] with me over the years.”

EXPANDING HER HORIZONS
Soccer wasn’t Banque’s only passion growing up—she 
also was fascinated by science and wanted to help 

people. After receiving her chemistry degree from 
Universitat Autònoma de Barcelona in 1990, she 
became a sales representative for Novartis. Intrigued 
by how a pharma company operates as a business, 
she enrolled at Universitat Pompeu Fabra, where she 
studied pharmaceutical marketing and received her 
MBA. “All of  this combined led me to a pathway in 
pharma,” says Banque. “I’ve worked across the globe 
in a full range of  therapeutic areas and living in mul-
tiple countries, and I have always kept the same sense 
of  purpose, which is helping patients get access to 
transformational medicines.”

Her drive to achieve this was fueled by the experi-
ence of  losing several family members to cancer and 
other severe conditions. She also witnessed how her 
grandmother was denied a valuable treatment because 
of  cost and her condition subsequently deteriorated. 
“All these things, especially when they’re very early in 
your career, make a big difference,” she says. “They 
have a great impact and somehow shape the way you 
think and the way you see your role in the industry, 
which, in my case, is a role to lead organizations and 
work together with different stakeholders, to help 
patients get access to medicines that then changes 
their lives.”

Banque worked for two pharma companies most 
of  her professional life: Novartis and BMS, which she 
joined two years ago. Following her work in sales at 
Novartis, she held different responsibilities in the com-
mercial organization with progressive profit and loss 
(P&L) responsibility. 

When she looks back on her time as a rep, she says, 
“I could have never imagined that we would ever see 
what I would have called the futuristic treatments that 
we have today. For example, immuno-oncology uses 
your own immune system to fight cancer, or cell ther-
apy re-engineers your immune system to fight cancer. 
The pace of  innovation of  biomedicine is really incred-
ible and fascinating. That, with my love for science and 
also passion to help patients, [makes me want to] lever-
age the platform of  our company.”

When Banque was approached by BMS to join as 
senior vice president of  Intercontinental, she thought 
it was an incredible opportunity. The region boasts a 
unique model with more than 70 countries across five 
continents under one umbrella; most top global com-
panies have their countries fragmented in different 
regions. “I thought the opportunity not only to work 
in countries where access to patients is even more chal-
lenging than in more established and mature econo-
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mies but also to have all of  them under one roof  was phenom-
enal,” she says.

As the commercial lead for Intercontinental, Banque is 
responsible for the group’s P&L and works in partnership with 
other functions to ensure the organization’s medicines reach 
patients in an agile and affordable way. The team currently 
includes about 3,000 people across five continents, has about 25 
countries where there is an affiliate, and the rest operate through 
third-party distributors.

 “When I joined Intercontinental, I was blown away not only 
by the talent that we have but also the resilience of  our people 
that live in countries where sometimes there is a lot of  risk and 
volatility and difficulties,” says Banque. “There is such an incred-
ible energy of  a can-do attitude, resourceful talent, and then all 
of  them with the same passion really going the extra mile to help 
patients get access to our medicine. I love working with our team 
and making a difference every day.”

Banque begins her day early in the morning, starting with 
China, and travels virtually all around the globe, ending up in 
Australia by the end. Before quarantine, she admits she was on 
an airplane more than she was on the ground. “But it’s fun, 
because you see so many realities, so many perspectives,” she says. 
“It has helped me grow a lot, not only in my career but also as a 
person and as a leader.”

MANAGING GLOBAL DIVERSITY
Despite the diversity of  her region, Banque says there is one com-
mon challenge throughout: access. But where challenges exist lies 
room for opportunity. BMS plans to launch more than nine med-
icines and 40 indications over the next five years across Intercon-
tinental’s 70 countries, and has the potential to serve more than 
half  a million patients in the region. By doing this, it positions 

itself  to grow double digits over the next five years and become 
a strong global player.

Intercontinental has been affected by COVID in ways similar 
to the rest of  the industry; many patients have been reluctant to 
go to the doctor, which has impacted new diagnoses. But it also 
has been impacted in ways specific to the countries it serves. At 
the start of  the pandemic in some countries, BMS’s medicines 
were only distributed in top city hospitals, and because of  lock-
down, many rural residents couldn’t initially access the medicines 
they needed. Banque’s team worked in partnership with different 
stakeholders and helped provide access with special programs in 
rural areas. In one of  the countries, COVID affected the distri-
bution channel for one of  the major wholesalers, so Banque’s 
team worked in partnership with the relevant stakeholders to 
provide solutions to help get BMS’s products distributed to the 
last point in the country, if  needed.

“It was an incredible challenge,” she says. “But at that time, 
I could see how people went the extra mile. And that’s when you 
can really see the sense of  purpose, that people go above and 
beyond the call of  duty to help patients get access to our products.”

Managing a range of  healthcare systems and maturities pro-
hibits a one-size-fits-all approach to bringing medicines to each 
market. The annual healthcare spend per capita ranges from 
$5,000 a year in Australia, for example, which is one of  the most 
mature and established economies, to $50 in low-middle-income 
countries. “When you have that range of  spend, you need to work 
very closely with the different stakeholders, with governments, 
patient associations, and payers, to make sure that you find ways 
and bring programs that will help that access to patients.”

BMS relies on a variety of  options:
• Risk- and cost-sharing models, which it has in place in some 
Eastern European countries.
• Patient assistance programs (PAPs) to support affordability 
for patients in countries like India and China.
• Contracting with governments, which could go from tender-
ing in the Middle East or some Latin American countries to 
listing products in public reimbursement in multiple countries 
to private reimbursement in Brazil with private clinics and 
health insurances.
“This is a joint effort; it cannot be solved by one single party,” 

says Banque. “It is a journey, and we’re not there yet. But I’m opti-
mistic, because when I see that a product like Opdivo is already 
commercialized and available in 50 countries in my region—and 
some of  those countries have less mature healthcare systems—I 
can see that we can make it work; that there is a pathway, and we 
will always find a way to get patients access to our medicines.”

BMS’s commitment to bring medicines to every patient who 
needs them includes a thoughtful approach to pricing its medi-
cines, considering their value to patients and society and their 
affordability. Banque believes the same needs to be done globally, 

FAST FOCUS

» Ester Banque joined Bristol Myers Squibb in 2019. In her 
current role, the NJ-based executive oversees the diverse 
and dynamic Intercontinental region, with responsibilities 
across the globe.

» She began her career as a sales representative at No-
vartis, where she was promoted to positions of increasing 
responsibility, across a wide range of treatment areas.  

» Accolades Banque has received during her career in-
clude the Women Worth Watching Award, Women Inspiring 
Women Worldwide Award, and a finalist for Europharma’s 
Lifetime Achievement Award.

» She was educated in Spain, earning a bachelor of sci-
ence in chemistry and an MBA. Banque is a former mem-
ber of the Spanish national soccer team.
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looking to different stakeholders who make decisions and who 
can work together to facilitate access. “Intercontinental is a unique 
model, because the variety allows you to operate with more flex-
ibility, speed to market, and a strong voice internally to get 
resources,” she says.

Banque describes Intercontinental as a “story of  belief,” a 
belief  that the group can harness the diversity of  its talent, geog-
raphies, pipeline, and access, to bring medicines that are trans-
formational to the many people that 
need them. To illustrate this, she shares 
that more than 50% of  the company’s 
general managers are female—not an 
easy task when you consider that in 
some of  the countries it serves, women 
are not yet benefiting from equal 
opportunities. “But we are a leading 
player changing that, placing talented 
female leaders in these positions,” she 
says. “I think we are changing the situ-
ation in certain countries and contrib-
uting to accelerate diversity there.”

LEADING WITH HEART AND MIND
Banque prides herself  in being an inclusive leader. This is a per-
sonal initiative for her because she is gay and understands the 
challenges of  being seen as an outsider. Though she has been 
married to her wife, Eva, for 25 years and has twin daughters who 
will turn 12 this month, being able to achieve that family life 
wasn’t easy.

“I’m Spanish and was raised in the Hispanic culture,” she 
says. “And I’m a woman. On so many occasions, I’ve been the 
only one in the forum that was either gay, or a woman, or His-
panic. I felt on so many occasions that I didn’t belong, and I grew 
up with a conviction that I will change that and I will make every 
environment an inclusive environment, where I have the oppor-
tunity to influence.”

Banque has realized that when you are inclusive, you also are 
able to create and build very strong teams. When you look for 
diversity in a natural way and inclusion in a proactive way, people 
feel valued that they can be themselves. “There is so much energy 
that is unleashed when people can just behave as they are and are 
valued,” she says.

Exposing her true self  is something Banque has worked on 
over the years, including when it comes to being a leader. She 
says early in her career, she mimicked a leadership style that wasn’t 
hers, because in many cases her only role models were male. “I 
showed my brain mostly, and I would behave and be perceived 
as very rational,” she says. “But I discovered over the years that 
I’m at my best when I lead with my heart and execute with my 
brain. People mistake kindness for weakness, but I believe that 

you can be human, compassionate, kind, and at the same time, 
you can be firm, successful, driven, and make tough decisions. 
This combination of  leveraging your heart and your brain is called 
blended leadership. So when I come to work, I just bring my 
whole self, and I’m a better leader since I’ve been doing that.”

After being in the closet in her professional life for 17 years 
because she was afraid of  not being accepted, once she decided 
to come out and express herself  freely and saw that she could be 

valued, she wanted to create the same 
opportunity for others. “It was trans-
formational,” she says. “I realized that 
there is nothing that you can justify to 
cover yourself  so that you are not your-
self  at work. And you don’t need to be 
gay to be in the closet, you can cover 
for so many reasons.”

Diversity may be personal for 
Banque, but she admires BMS’s public 
stance on the issue. A few months ago, 
the company expressed its formal com-

mitment to diversity and health disparities in five areas: address-
ing health disparities, increasing clinical trial diversity, expanding 
its supplier diversity program, expanding its US Employee Giving 
Program, and increasing its workforce diversity. BMS is imple-
menting strategies to attain these goals by 2025.

Diversity and inclusion councils, which were started at BMS 
a few years ago, are also part of  this effort. Banque is a member 
of  the Global Diversity and Inclusion Council and co-leads the 
Commercialization Diversity and Inclusion Council. “I’m very 
fortunate because I have those platforms that allow me to make 
an impact beyond my own organization or my own team,” she says.

Promoting health equity in diverse environments, from focus-
ing on particular communities such as LGBTQIA+ within 
mature health systems to implementing innovative solutions 
quickly in developing markets, is another area where Banque is 
involved. Though present throughout the world for different rea-
sons, inequity always comes down to one issue, she says: access. 
Last year, BMS showed its commitment to the LGBTQIA+ com-
munity by sponsoring a study to assess health inequities in the 
LGBTQIA+ population in the US. This first step will allow the 
company to elaborate plans and work on reducing those inequi-
ties moving forward.

Banque draws a parallel between her story and the Intercon-
tinental story of  belief. She believed that she could be herself, be 
successful, and make an impact in helping patients by putting 
them first. She believed she could create a family with her wife, 
despite the cultural stigma of  the time, and not only be open 
about it but actively advocate for inclusion and diversity every-
where. Banque knows what it’s like to persevere and smiles in the 
joy of  seeing those beliefs become reality. 

There is so much energy 
that is unleashed when 

people can just behave as 
they are and are valued
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The best is yet to come for Frontage Labs

In today’s fast-paced pharmaceutical space, 20 years can seem like an 
eternity. But for contract research organization Frontage Laboratories, the 
past two decades represent a mere blink of the eye in the company’s long-

term vision.

During its first 20 years, Frontage grew from a small testing lab to become 
a global player in the CRO field, with more than 1,000 employees offering 
wraparound research and development services in offices in North America, 
Asia and—if current plans come to fruition—eventually in Europe.

And, Frontage isn’t done growing yet.

To find out how the company began, where it’s focused its growth efforts 
and what lies next on its agenda, Pharmaceutical Executive sat down with 
Frontage’s founder and current chair, Song Li, PhD. The takeaway: If the first 
20 years were exciting, just wait to see what the future holds.

PHARMACEUTICAL EXECUTIVE: Can you tell us about the beginnings of 
Frontage Laboratories and how it got started?
LI: Frontage Laboratories started in 2001 in New Jersey. At the beginning, it 
was a really slow start, and we only had a $100,000 investment from state 
funds. I ran a small space—probably 2,000 square feet in South Jersey. So it 
started from there. It was initially a small testing laboratory.

PHARMACEUTICAL EXECUTIVE: How has the company evolved over the 
past 20 years?
LI: In the past 20 years, the company has really grown from a one-person 
operation to where we currently have about 1,000 employees. On the service 
side, we expanded from a single biomedical testing lab to a full-service 
contract research organization for product development. We have operations 
in Pennsylvania, New Jersey, Ohio and California; in Vancouver, Canada; and 
also in China.

PHARMACEUTICAL EXECUTIVE: Frontage has expanded quite aggressively 
over the past few years. Can you discuss your strategy for the recent 
expansion since your IPO in 2019?
LI: Yes. Frontage mostly had organic growth in the first 18 years; we didn’t 
have a big investment involved. But in 2019, after our IPO, we expanded  
our operations by organic growth as well as by making acquisitions at the 
same time.

So we’re going to expand our business not only in North America and China, 
but also in Europe. And we’re not only working in drug development, either; 

Twenty Years of Growth

we’re also getting into the discovery area. Hopefully, 
Frontage will become even more of a full-service CRO 
company in the future.

PHARMACEUTICAL EXECUTIVE: How has this growth 
benefited your clients?
LI: What we’ve tried to do in building Frontage is  
create a one-stop shop on the entire grid solution for  
our clients. So in the future, Frontage will be able to 
provide a full-spectrum service from product discovery 
through development.

Clients won’t need to do it themselves or go to different 
CROs; they’ll just come to Frontage and we will take care 
of the whole program. Having a single provider for these 
services will be convenient for the client and also provide 
benefits in terms of project management and costs.

PHARMACEUTICAL EXECUTIVE: Briefly explain how the 
company sees its employees being part of its growth.
LI: Frontage really tried to create a healthy working 
environment for our employees. I think that with the 
company’s growth, our employees will reap the benefits of 
great career-growth opportunities inside the company.

Secondly, compensation and benefits will improve 
significantly with the company’s growth. Right  
now, the whole management team has worked together 
to set up the incentive program. In other words, the 
company’s growth I believe also benefits our employees.

PHARMACEUTICAL EXECUTIVE: What will Frontage look 
like 10 years from now?
LI: We have a big plan for future growth.

Currently, Frontage is still considered a small or medium-
sized CRO company. Hopefully, in 10 years, Frontage will 
triple or quadruple our current size. We plan to grow at 
least four or five times, or even more, in the next 10 years.

We hope to become a key player and the top choice of our 
clients in the future for product development. Hopefully, in 
10 years, Frontage will not only have product-development 
services, but will also get into drug discovery. We’ll 
become a one-stop solution for pharmaceutical product 
development for our clients—hopefully one of the top-10 
CRO companies in the world. That’s our goal.

Song Li, PhD
CEO
Frontage Laboratories

Sponsored by

Frontage Laboratories is a CRO providing integrated, science-driven, product development services 
throughout the drug discovery and development process to enable life science companies to achieve their drug 
development goals. Frontage has enabled many innovator, generic and consumer health companies of all sizes to file 
IND, NDA, ANDA, BLA and 505(b)(2) submissions in global markets allowing for successful development of important 
therapies and products for patients. The company is committed to providing rigorous scientific expertise to ensure 
the highest quality and compliance.  Frontage Laboratories has successfully assisted clients to advance hundreds of 
molecules through development to commercial launch in global markets.
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The best is yet to come for Frontage Labs

In today’s fast-paced pharmaceutical space, 20 years can seem like an 
eternity. But for contract research organization Frontage Laboratories, the 
past two decades represent a mere blink of the eye in the company’s long-

term vision.

During its first 20 years, Frontage grew from a small testing lab to become 
a global player in the CRO field, with more than 1,000 employees offering 
wraparound research and development services in offices in North America, 
Asia and—if current plans come to fruition—eventually in Europe.

And, Frontage isn’t done growing yet.

To find out how the company began, where it’s focused its growth efforts 
and what lies next on its agenda, Pharmaceutical Executive sat down with 
Frontage’s founder and current chair, Song Li, PhD. The takeaway: If the first 
20 years were exciting, just wait to see what the future holds.

PHARMACEUTICAL EXECUTIVE: Can you tell us about the beginnings of 
Frontage Laboratories and how it got started?
LI: Frontage Laboratories started in 2001 in New Jersey. At the beginning, it 
was a really slow start, and we only had a $100,000 investment from state 
funds. I ran a small space—probably 2,000 square feet in South Jersey. So it 
started from there. It was initially a small testing laboratory.

PHARMACEUTICAL EXECUTIVE: How has the company evolved over the 
past 20 years?
LI: In the past 20 years, the company has really grown from a one-person 
operation to where we currently have about 1,000 employees. On the service 
side, we expanded from a single biomedical testing lab to a full-service 
contract research organization for product development. We have operations 
in Pennsylvania, New Jersey, Ohio and California; in Vancouver, Canada; and 
also in China.

PHARMACEUTICAL EXECUTIVE: Frontage has expanded quite aggressively 
over the past few years. Can you discuss your strategy for the recent 
expansion since your IPO in 2019?
LI: Yes. Frontage mostly had organic growth in the first 18 years; we didn’t 
have a big investment involved. But in 2019, after our IPO, we expanded  
our operations by organic growth as well as by making acquisitions at the 
same time.

So we’re going to expand our business not only in North America and China, 
but also in Europe. And we’re not only working in drug development, either; 

Twenty Years of Growth

we’re also getting into the discovery area. Hopefully, 
Frontage will become even more of a full-service CRO 
company in the future.

PHARMACEUTICAL EXECUTIVE: How has this growth 
benefited your clients?
LI: What we’ve tried to do in building Frontage is  
create a one-stop shop on the entire grid solution for  
our clients. So in the future, Frontage will be able to 
provide a full-spectrum service from product discovery 
through development.

Clients won’t need to do it themselves or go to different 
CROs; they’ll just come to Frontage and we will take care 
of the whole program. Having a single provider for these 
services will be convenient for the client and also provide 
benefits in terms of project management and costs.

PHARMACEUTICAL EXECUTIVE: Briefly explain how the 
company sees its employees being part of its growth.
LI: Frontage really tried to create a healthy working 
environment for our employees. I think that with the 
company’s growth, our employees will reap the benefits of 
great career-growth opportunities inside the company.

Secondly, compensation and benefits will improve 
significantly with the company’s growth. Right  
now, the whole management team has worked together 
to set up the incentive program. In other words, the 
company’s growth I believe also benefits our employees.

PHARMACEUTICAL EXECUTIVE: What will Frontage look 
like 10 years from now?
LI: We have a big plan for future growth.

Currently, Frontage is still considered a small or medium-
sized CRO company. Hopefully, in 10 years, Frontage will 
triple or quadruple our current size. We plan to grow at 
least four or five times, or even more, in the next 10 years.

We hope to become a key player and the top choice of our 
clients in the future for product development. Hopefully, in 
10 years, Frontage will not only have product-development 
services, but will also get into drug discovery. We’ll 
become a one-stop solution for pharmaceutical product 
development for our clients—hopefully one of the top-10 
CRO companies in the world. That’s our goal.

Song Li, PhD
CEO
Frontage Laboratories

Sponsored by

Frontage Laboratories is a CRO providing integrated, science-driven, product development services 
throughout the drug discovery and development process to enable life science companies to achieve their drug 
development goals. Frontage has enabled many innovator, generic and consumer health companies of all sizes to file 
IND, NDA, ANDA, BLA and 505(b)(2) submissions in global markets allowing for successful development of important 
therapies and products for patients. The company is committed to providing rigorous scientific expertise to ensure 
the highest quality and compliance.  Frontage Laboratories has successfully assisted clients to advance hundreds of 
molecules through development to commercial launch in global markets.
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O n June 3, 2021, five biopharma executives and one 
intellectual property attorney joined Pharmaceutical 
Executive to discuss collaboration within the industry, 
a topic that has come front and center since the start 

of  the pandemic. Participants shared their insights on what they 
feel are some of  the most important and pressing col-
laboration issues in pharma today and how the industry 
can address them. The event was moderated by Lori M. 
Reilly, chief  operating officer of  the Pharmaceutical 
Research and Manufacturers of  America (PhRMA).

The group mentioned how collaboration has been 
unprecedented in the biopharma industry since COVID-
19 and the speed with which partners around the globe 
came together to deliver solutions. In addition, they dis-
cussed the effects of  innovation and public policy on collaboration. 
The following are highlights of  the conversation. (Answers have 
been edited for length and clarity):

Reilly: What have we learned from COVID in terms of collaboration, 

and what teachings should industry carry beyond the pandemic?

CHAD ROBINS, CEO AND COFOUNDER OF ADAPTIVE BIOTECHNOLOGIES: 

COVID highlighted the fact that we are able to move faster, and 
we are able to cut down some of  the bureaucracy. In less than a 

year we had several vaccines under EUA (emergency use 
authorization) because we were able to move very quickly. 
Also, there were public/private relationships—it’s not 
just industry to industry—and a lot of  these deals were 
done based on term sheets and a couple conversations. 
The fact is that we can move faster when it’s necessary.

The biopharma industry is capable of  doing incred-
ible things, and that’s what this pandemic has high-
lighted. It highlighted the importance of  pharma. It high-

lighted the importance of  immune response. And the collaborations 
put pharma in a light that it is necessary to invest in R&D. For 
example, RNA-based vaccines started many years in advance, and 

Capitalizing on Collaboration 
The Effort to Sustain Pandemic-Partnering Momentum
Biopharma leaders and experts gather to discuss the future of pharma collaboration and tackling 
critical public health needs—together   

By Elaine Quilici

Lori M. Reilly
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it was critical to prefund all this work and then support companies 
going forward. When biopharma was needed, it was able to step 
up based on the R&D that had been done way in advance.

I don’t think that’s appreciated when you talk about drug pric-
ing and everything that’s built into it. Companies work on many 
different therapies and a lot of  them don’t make it to market. I 
hope that an appreciation for that has risen, at least within the 
communities that will be able to influence some of  the legislation 
that’s being proposed.

SANDRA HORNING, MD, BOARD MEMBER OF MODERNA, GILEAD SCIENCES, 

OLEMA ONCOLOGY, AND COFOUNDER OF EQRX: I recently was moderat-
ing a panel and specifically asked GSK Chief  Scientific Officer 
and President of  R&D Hal Barron this question. He said the 
secret to great collaboration and the great collaboration that was 
seen in COVID-19 is when you feel like the luckiest company in 
the world to be collaborating with another company.

That really is the essence of  it. You have an urgency and a 
common foe like no other. You’re really doing together what you 
can’t do alone. It comes down to a major win-win. Just as Chad 
said, it demonstrates how quickly some of  the bureaucracy and 
time can drop away under those circumstances. Demonstrating 
that this was able to be done during COVID has created rela-
tionships across the industry—pharma-pharma, pharma-biotech, 
and also with the government—in ways that we’ve shown that 
we can trust each other and work together. I’m hoping that that’s 
going to have a long tail.

DANIEL GETTS, CEO OF MYELOID 

THERAPEUTICS: What was interest-
ing for us working with some of  
the larger companies was that 
size was not an issue or who you 
were wasn’t an issue. The crisis 
really leveled the playing field.

One of  the questions we have 
as an industry is how do we avoid 
the need for a crisis like this to 
maintain the momentum? We 
managed to do something in an 
unheard amount of  time, and it 
was only made possible by every-
one coming together. I hope that 
we don’t all go back to our camps 
and what we’re doing, and forget 
what we’re able to do when we are facing such a crisis. That’s going 
to be a challenge, because as the dust settles, it will be easy to go 
back to our P&Ls and other concerns and worry about those things. 
But what we can do to treat cancer and autoimmune disease, if  
we have the same kind of  collaborative effect, would be significant.

Reilly: How do we take what we’ve learned and make sure it continues?

PAUL K. WOTTON, CEO OF OBSIDIAN THERAPEUTICS: What I saw was 
not just an unprecedented level of  collaboration between compa-
nies, but there was an unprecedented level of  innovation as well 
that occurred, outside some of  our technical expertise. For exam-
ple, Obsidian had to develop a social distancing tool to enable us 
to keep our labs open during COVID. We ended up sharing that 

tool with over 30 companies, and 
we didn’t charge for it. It was just 
expected that we would all help 
each other. Companies like BMS, 
one of  our partners, implemented 
that software as part of  their own 
back-to-work initiative. That’s just 
one internal example, but there 
are numerous other examples 
where people were just helping 
each other out.

CHAD LANDMON, PARTNER AND 

CHAIR OF INTELLECTUAL PROPERTY 

AND FDA PRACTICE GROUPS AT AXINN, 

VELTROP, & HARKRIDER, LLP: I’m an 
outside lawyer, so I’m looking at 
this from a different perspective. 
The collaboration not only 

between companies but the collaboration with FDA and the other 
regulatory authorities around the globe was tremendous. Obvi-
ously, COVID is an unprecedented situation that was being 
addressed by these companies, and FDA stepped in and, frankly, 
stepped up to move things forward quickly.

But how can they continue doing that once we get back to 
whatever the new normal is? How can FDA continue the part-
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nerships that they’ve started with industry? The industry is very 
focused on that. It’ll be interesting to see how the industry can 
continue to put pressure on FDA and policymakers to make sure 
that some of  the benefits we’ve seen of  them moving more quickly, 
of  them interacting better and relying on real-world evidence, 
become a more permanent function.

JAN VAN DE WINKEL, PhD, PRESIDENT AND CEO OF GENMAB: Networking 
and partnering is super important to develop breakthrough innova-

tion. For example, we saw multicenter interac-
tion between Genmab scientists and private 
research institutes in the Netherlands develop-
ing together robotization to perform large-
scale PCR (polymerase chain reaction) screen-
ing, which was needed in the beginning of  the 
pandemic. We actually won the Dutch Prix 
Galien for that contribution. Our contribution 
to this project was performed at no cost to 

society; we contributed key automation expertise that we built up 
over the years to develop these robots that would screen at massive 
capacity for the virus. This type of  multi-
party interaction never happened before.

It’s also important to see that part-
ners who are not regularly working 
together now will work together, and I 
can see new partnerships between bio-
techs, pharma, and data science com-
panies, probably logistic companies in 
the future, all helping to catalyze break-
through innovation. 

We should try to keep that so that 
we can also speed up innovation and 
more rapidly develop medicines for 
indications where we really need this 
as mankind.

HORNING: During COVID, FDA 
meetings with pharma were daily many 
times. There’s a good precedent for this in the oncology/hema-
tology area of  breakthrough designation. It’s the same kind of  
mindset of  all hands on deck when you have really strong indica-
tions very early on in development of  something that’s very pow-
erful, that’s bringing benefit to patients. What was somewhat strik-
ing to me as an oncologist was to see the different mindset of  the 
virologists and other areas of  medicine. We have a toehold here 
in infectious disease, and a precedent in oncology and hematol-
ogy, and that’s something to build upon.

Reilly: What kinds of policies could make it more difficult in the future 

to bring to fruition the types of collaboration that we saw during COVID 

or the types of innovation that we’ve seen produced as a result of 

that collaboration?

GETTS: Myeloid Therapeutics is an RNA company focused on 
myeloid cells and RNA. I can tell you before COVID, RNA was 
perceived as a liability, not as a benefit. If  folks at Moderna, BioN-
Tech, and other companies didn’t have the long-term vision to 
get things to where they are today, we wouldn’t have the shoulders 
to stand on to build the transformative medicines we are bringing 
forward today.

Any change in policies that undercut innovation is a mistake. 
What COVID should teach us is there is a way to get innovative 
about doing things, and as a group, we can come up with ways 
to make meaningful therapies. I truly believe that innovation 
within the industry is something that shouldn’t be underestimated 
or hampered.

ROBINS: The pandemic also highlighted global interconnectiv-
ity. A great example is viral variants and who can pay for vac-
cines and therapy. If  we don’t provide access to vaccines to devel-
oping countries, in India, and South America, variants will come 
up—and already have—and they will come back to the United 
States and first-world countries who can afford it. When you 

factor in pricing, you have to look at 
that not just from a moral obligation 
to provide these therapies to develop-
ing countries, but from the impact 
that we have in what is now an inter-
connected world.

The pandemic also highlighted the 
importance of  the role of  diagnostics 
and the coupling of  diagnostics with 
therapy and earlier detection screening 
investments that we all need to make. 
It all goes to the concept of  value-
based care and equitable access.

Reilly: Since many of you have partici-

pated in collaborations either via COVID 

or outside of COVID, what do you look for 

in terms of a partnership, and what makes a partnership work?

WOTTON: Most of  my career has been spent doing strategic 
transactions or alliances. I have spent the past 20-plus years work-
ing on NASDAQ-listed companies and part-
nering with bigger pharma companies. For 
a company like Obsidian that has a plat-
form, there’s only so much we can do with 
that platform. But for areas that are what I 
call noncore to us, there’s an opportunity to 
improve therapeutics elsewhere with part-
ners. I think we have an obligation to take 
these types of  technologies we’re developing today and partner 
them out to people who can make more of  them and get some-
thing to market even faster.

I can see new partnerships 
between biotechs, 

pharma, and data science 
companies, probably 

logistic companies, all 
helping to catalyze 

breakthrough innovation 

Jan van de Winkel
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To do that, you have to have a drive within your own company 
and then find a partner that shares that drive in order to move 
something forward. It’s really about creating a shared vision and 
a shared sense of  urgency, because speed really matters in our 
business. What often gets overlooked in these alliances is the 
importance of  the relationship you build with the other side. Main-
taining that relationship through COVID has been quite an art.

We’ve put in two agreements since I’ve started working from 
home last year. One was with MD Anderson [Cancer Center], 
and the purpose of  that was to get our lead program into the 
clinic as quickly as possible. The second was with Vertex, on a 
technology we have to regulate CRISPR/Cas9. They have some 
very significant programs where they needed our input on those, 
and we negotiated everything virtually. But what really mattered 
was that they shared that sense of  urgency to get something done. 
It’s as simple as that. That’s what makes it work. It’s getting that 
inspiration and commitment to deliver something to the clinic 
more rapidly.

VAN DE WINKEL: It’s sheer commitment and complementary 
capabilities that matter. At Genmab, we have formed over 20 key 
partnerships in the 22 years of  our existence, and we’ve found 
continuously new partners who we needed to help us create med-
icines and bring them to patients.

We have a number of  examples during the COVID era. We 
started a new partnership with AbbVie for three bispecific anti-
bodies, and this is a true 50/50 partnership. We believe that 
together we can much more rapidly bring medicines to patients 
in an expansive manner than we could do by ourselves. And we 
have innovative partnerships, such as with Tempus in Chicago, 
a data sciences company that can help us develop drugs in a much 
shorter timeframe than we could do by ourselves, because of  our 
complementary skill sets.

The sheer muscle of  a big pharma also can help maximize the 
potential impact of  a medicine. What we did with Darzalex and 
J&J in a short time has been stunning. Today J&J is operational-
izing over 160 clinical trials for Darzalex, involving over 20,000 
patients. We could never do that as a small company. It’s going 
to be an over $5 billion drug this year and probably growing by 
a billion every year from here on, and helping more and more 
cancer patients. I believe, currently north of  160,000 patients 
with multiple myeloma have been helped by Darzalex. At the end 
of  this year, it can be over 200,000 patients. You can make a much 
bigger impact when you work with the right partner.

All of  these partnerships are different; they have different attri-
butes. But the essence of  looking for win-win interactions is key. 
I predict that in the industry you will see partnerships outside of  
the more conventional area coming pretty soon, like partnerships 
with medical electronics companies and logistics companies to 
speed up the process to come up with breakthrough therapeutics. 
I’m very optimistic of  being open and working together with other 

parties to develop new medicines more quickly and effectively. I 
think we’ll see a number of  very good examples of  that fairly soon.

Reilly: Patient organizations saw how quickly the industry came together 

as it relates to COVID, and they saw how quickly we were able to develop 

therapeutics and vaccines and manufacture those for a global population 

because of the unprecedented level of collaboration. There’s a lot of inter-

est and excitement to take that urgency and to fuel it into other therapies.

Are there things that you think may be different going forward, as a result 

of COVID, that we can apply to other therapeutic areas?

GETTS: The short answer is yes, but we need to be realistic. I 
think there is a resourcing issue at the FDA and this is where the 
bottleneck happens. Early on, we were working on a COVID 
program, and it was clear that those programs were getting dif-

ferent treatment than some of  our other pro-
grams from a very basic manufacturing 
expectation. It isn’t fair for us to expect the 
FDA, with the resources they have, to have 
the same kind of  weekly meetings for every 
single disease that’s out there that we’re 
developing drugs for. There is a balancing 
act. I don’t know how as an industry we can 

help with that. There are only so many people at the FDA, and 
the people we know who work there say they’re overworked. So, 
obviously, we want to be able to move things along faster, but we 
have to be somewhat bound to the expectation.

HORNING: You also have to have a therapy that’s effective, some-
thing that’s showing outstanding data. It’s both ends of  the spec-
trum: Yes, you want to see rapid response from the regulatory 
agency, but you have to have something that warrants attention 
and urgency. It’s critical that we apply our efforts in those specific 
areas where we see something special that’s going to be meaning-
ful for patients. In my experience, the neu-
roscience group at FDA has changed quite 
dramatically and grown in that regard, par-
ticularly in the rare disease space.

But I think there might be a real oppor-
tunity here for pharma to think about 
COVID as a case study in collaboration in 
private and public partnership, specifically 
with the government. I worry that we don’t have a shared reality. 
I believe that there are many people in political positions who feel 
that research and early development is all done by the govern-
ment and that pharma just manufactures and commercializes.

The potential for an exemplary case study could feature 
mRNA vaccine, where there were examples of  partnership and 
collaboration over a multi-year span; the US government invest-
ment to accelerate development, manufacturing, and distribution 
of  vaccines; the NIH as key partners in the development of  vac-
cines and remdesivir; and several more examples. All the way 

Sandra Horning
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through, COVID is a case study of  the importance of  collabora-
tion. If  we could take advantage of  getting to a shared reality 
about innovation in healthcare and the importance of  the phar-
maceutical industry, I think there’s a real opportunity to build 
upon this experience.

Reilly: As we turn the page, hopefully soon, on COVID, what is one thing 

that you think industry, government, and policymakers should keep in 

mind? What was successful with COVID that we shouldn’t risk losing 

going forward?

VAN DE WINKEL: It’s really important to have the regulators think 
with the companies about the most rapid way to allow new med-
icines to reach patients. We have in our area breakthrough ther-
apy-type drugs on the market now, so we know that in the oncol-
ogy division of  the FDA they are willing to look at early data, 
and when these are truly meaningful, they’re going to help accel-
erate the development. That is needed 
more broadly, but only for the top candi-
dates that are really making a big differ-
ence for patients already early in clinical 
testing. That proactive and positive way 
of  looking at medicine development is 
critical for diseases outside of  oncology 
as well. I would hope that regulators 
would continuously be on top of  trying 
to accelerate and optimize timelines to 
keep them short.

GETTS: The fact that we don’t live in a 
shared reality is actually a big problem 
because how are we going to get lawmak-
ers to appreciate anything we want to do or see our perspective? 
We know the amount of  private enterprise that went into Mod-
erna as a Flagship company. I can speak to Myeloid; we have no 
government-based science here at all, it is completely privately 
funded. So while some people may think that the government is 
doing all the hard work upfront, which they certainly do a lot of  
the time, if  we don’t have a shared reality, we’re not going to get 
where we need to go.

We have a long way to go to get to that, and the idea of  using 
RNA or COVID as a case study is a really good tool for us to 
bring everyone together and maybe maintain the momentum 
that has been generated by the collaborations that have emanated 
from that.

ROBINS: I want to weave together a couple different themes 
because they interrelate in the context of  a collaboration we had 
with Microsoft—we were mapping the immune response to dif-
ferent diseases. I was brainstorming with James Sabry, global 
head of  pharma partnering at Roche, and we realized, “Can’t 
we do this for COVID?” I called the corporate vice president at 
Microsoft, Peter Lee, and asked if  we should make a massive 

investment in this without any upside for us 
other than being part of  the solution. 
Microsoft was fantastic and said, “Abso-
lutely, yes. We need to move.” Then we 
brought in Providence St. Joseph Health-
care, Illumina, and LabCorp, and created 
this interesting consortia to map the T-cell 
response to SARS-CoV-2. We made that 
public in an immune-code database that governments, other bio-
tech and pharma companies, diagnostic companies, anyone who 
could use that data could use, essentially inviting competition to 
ourselves but saying we want to be part of  the solution.

Patients have access to more information than ever and now, 
because of  the pandemic, an accelerated interest in being part 
of  that real-world evidence and data collection that should be 
used to accelerate therapies and vaccines to market. Then if  you 

look at all the virtual practices accelerated 
by the pandemic, these are lessons that 
will continue forward, hopefully. There’s 
also the importance of  how we think 
about partnerships and the importance of  
the role of  technology to be able to do 
tracking and real-world evidence and data 
generation. Combined with the patient 
and the FDA, I think this whole package 
is what we need to take forward as the les-
sons coming out of  the pandemic.

WOTTON: The one thing that this pan-
demic forced people to do was to trust us 
as an industry, and we got it right. If  

there’s one thing that comes out of  partnerships, it’s that you have 
to trust the other side to get on with the job.

LANDMON: In regard to trust, intellectual property often has 
been a disincentive to collaborate. Companies are rightfully con-
cerned about their trade secrets and protecting their patents. 
Collaboration is not new in the pharmaceu-
tical industry, and we’ve learned some les-
sons over the years as to how to protect 
intellectual property in collaborations.

But COVID happened so rapidly, and 
the collaborations happened so rapidly,  
I think we learned that you can put these 
collaborations together and figure out how 
to protect your trade secrets so they’re only going to be used in 
this collaboration and not going forward, how to protect your 
patents so that no one is exploiting them outside of  the scope of  
the licenses, and how to decide who’s going to get patents on new 
inventions that come up during the joint development work. All 
of  that can be covered by careful agreements and companies 
having trust in each other. 

The one thing that this 
pandemic forced 

people to do was to 
trust us as an industry, 

and we got it right

Chad Robins
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Real World Evidence, Innovation, and Regulatory Science – What you 
should know to keep up in the rapidly evolving regulatory landscape

The 21st Century Cures Act, COVID-19, and the pending real 
world data guidance slated for later in 2021, have brightened 
the spotlight on the power of real world data (RWD) and real 
world evidence (RWE). RWE continues to be at the forefront 
in providing value in regulatory science and innovation when it 
comes to new data, methods, and tools. How do you leverage 
RWE in a manner that is fit-for-purpose, to support a regulatory 
submission?

IQVIA speaker, Dr. Marni Hall will discuss the importance of 
regulatory science as regulators innovate, and the critical 
role the industry plays in helping to shape the future use of 
RWE. The presentation will introduce RWD and RWE, discuss 
innovative approaches and processes you can take back to your 
organization to foster use of RWE, and highlight success stories 
in leveraging RWE to support regulatory approvals. You don’t 
always know how useful your data can be, the insights you can 
glean, and the opportunity it presents, until that data is looked 
at through another lens.  

3 key takeaways

• Understand what RWE is and how it may be used in 
regulatory decision-making.  

• Better understand what fit-for-purpose data and studies 
entail, and why one-size fits all approaches do not apply 
when it comes to using RWE for regulatory decision-making.   

• Learn how innovation is part of the regulatory process and 
how you can bring this information and innovative ways of 
thinking back to your organization.
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W hat do Jardiance, Stelara, Aimovig, Brilinta, Tec-
fidera, Simponi Aria, Trulicity, and 42 other 
brand name treatments have in common?

If  you said, “They all have innovative con-
tracts that landed them on at least one formulary,” you’d be correct. 
Truth be told, these were among the published 77 value-based 
contracts (VBC) signed between 2009 and 2021, according to The 
Pharmaceutical Research and Manufacturers of  America (PhRMA). 
By 2015, there were 15 such agreements, so the bulk have come in 
the last four years. Granted, a small portion compared to those in 
the volume-based contract bucket.

But that portion, measured in other ways, is expanding in the 
number of  pharma professionals dedicated to market access, in the 
literature count discussing it, and in the number of  consultancies 
dedicated to making these deals. “Value-based has spawned a whole 
new industry,” says Rob Nauman, principal, BioPharma Advisors.

As to why there are so few agreements: Families of  devils lurk 
in these details. Getting to the “sign here, please” line takes time, 
negotiation skills, persistence, and in the end, a firm belief  that the 
contract will do good.

“These are reasonable people trying to come to a reasonable 
conclusion,” says Steven Pearson, founder, Institute for Clinical 
and Economic Research (ICER). (See a past profile of  Pearson by 
Pharm Exec here: https://bit.ly/3l6oOaV). In the end, he says, the 
“central core” of  these negotiations is about helping patients and 
providing them access to medications. 

What pharma likes about these contracts is that they zero in on 
the right patients. They also can eliminate more ineffective drugs in 
a formulary. Payers like them because their financial risk is mitigated; 
they find out the extent of  the patient population, and they get a 
better picture of  the drug’s efficacy. A major part of  these contracts 
involves the collection and assessment of  real-world evidence (RWE), 
their outcomes used to judge whether contract stipulations have been 
met. In short, they alleviate uncertainty and help control risk.

“Value-based agreements provide an opportunity to demon-
strate our full portfolio and the value our medicines bring to 
patients by tying access to outcomes,” says Don Sawyer, senior 

vice president, US market access, AstraZeneca. Indranil Bagchi, 
global head, value and access, oncology, Novartis, agrees: “We 
want value, not volume.” 

That said, there is “nothing easy” to 
negotiate in a VBC, Bagchi says, which can 
take a couple of  years to negotiate. The 
deals are complicated, the infrastructure 
requirements are extensive, and they depend 
on trust on all sides.

The success of  a VBC, says Sawyer, 
requires that both sides accept risk. For the risk 
averse, that might be a deal breaker. “How-
ever, when both sides are willing to accept some risk for the better-
ment of  patient outcomes, it can usually be salvaged in the end.” 

DEFINITIONS, DETAILS, AND DEVILS
VBCs have evolved for primarily three reasons: an attempt to drive 
down the costs of  pharmaceuticals; to fulfill the payers’ need to 
know if  the drug’s efficacy lives up to pharma’s claims; and as 
already mentioned, to spread the risk that both manufacturer and 
payer take to get a drug into a physician’s, and ultimately a 
patient’s, hands. 

The unofficial definition of  a VBC: Practically any agreement 
between manufacturer and payer that is not rooted in volume. A 
literature-based definition: Agreements that link “price, amount, 
or nature of  drug reimbursements to value-based outcomes.”1 

“There are many definitions of  a value-based contract,” says 
Adam Meads, head of  research, analytics and chief  operating offi-
cer, Verpora, a market-access consultancy firm headquartered in 
the UK.

These contracts also have different names. They can be called 
outcomes-based contracts and value-based agreements. These are 
not the same as value-based pricing, which is the goal of  ICER, to 
align the drug’s price to its efficacy. 

Noteworthy points: VBCs are fluid. For example, they change 
if  a molecule gets an additional indication or if  it enters a more 
crowded drug class. Verpora’s list of  contracts, which goes back to 

Value Risk and Reward
Taking Stock of Value-Based Contracts in Pharma
A look at how VBC agreements between drug manufacturers and payers—which reimburse for 
pre-specified treatment outcomes—have measured up so far in reducing healthcare costs, and 
the opportunities still untapped to drive true value for both sides and the patients they serve 

By Christine Bahls

Don Sawyer
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2009, includes a few renegotiated deals. The first deal on that list 
was for Actonel (risedronate sodium). 

Another example of  fluidity comes from Michael Sherman, 
executive vice president and chief  medical officer for Point32Health, 

formed by the merger of  Harvard Pilgrim 
Health Care and Tufts Health Plan. He said 
that they have renegotiated several existing 
formulary therapies, historically around 
chronic diseases or drugs in different classes, 
so that they are now subject to a VBC. “This 
has been a great learning experience for us,” 
says Sherman. “For example, we’ve learned 
that given that the contracts require a sig-

nificant amount of  work, it is beneficial to focus on high-cost drugs 
or drugs for rare diseases where there are limited drugs and limited 
data on efficacy.”

Which leads directly to Meads’ following scenarios as to why  
these contracts get made. Uncertainty of  a new drug’s performance 
in the real world, especially if  the drug class already has a few win-
ners—or is brand-new—will bring all stakeholders to the table. 
Affordability is another reason, especially with those medications 
that offer a cure. The latter will prompt a financial-based (also called 
a service) agreement, whereby the medication requires a change in 
clinical protocol, including regular follow-up. In the UK, Meads 
says, patients who took intravenous medications like Simponi (goli-
mumab) went to hospitals for care, which put hospital staff under 
a strain. Deals were struck for the manufacturer to pay for home 
delivery and healthcare for those patients to alleviate that burden. 

Contracts can be based on financial risk to improve cost predict-
ability. Financial risks are not linked to health outcomes. They can 
be caps for spending, population, or volume. In the latter, a manu-

facturer pays for any amount of  medication above the agreed-to 
amount. The methods of  reaching those contract stipulations reveal 
pharma’s creative bent. Amgen volunteered to pay a provider if  a 
patient on its lipid-lowering drug had a heart attack or stroke; 
Novartis told its German provider that if  anyone experiences a 
fracture within a year of  taking its osteoporosis medication, it would 
pick up the treatment tab; AstraZeneca permitted its blood thinner 
to be listed with the generics in one formulary, saving patients the 
costs of  a branded drug.1 In Puerto Rico, the maker of  a hepatitis 
C drug agreed to cover all of  the wrap-around services that these 
patients required, while the territory’s Medicaid administrators 
accepted the financial risk.2 And in Argentina, says Meads, mul-
tiple manufacturers are paying for BRCA genetic testing, an expen-
sive proposition to find the right patients for the right treatment. 

As for the devilish details, let’s start with value. There are many 
factors to consider when it comes to looking at the value of  medi-
cine. Beyond its clinical value, there is the value to the patients, irre-
spective of  clinical marker. What is the ultimate impact on them? 
What is the patient’s quality of  life if  she is not taking the drug? How 
does her quality of  life improve if  she takes it? Improvements in 
quality of  life affect the person’s and society’s economic outcome, 
as society benefits from reductions in future, related healthcare costs. 

Where it becomes tricky, says Pearson, is identifying what mat-
ters most to the patient, as they “are hard to find in claims data” 
or the medical record. And while identifying those needs and wants 
prompt back-and-forth conversation, it’s the quantitative part of  
the deal—putting a percentage or dollar amount on those needs—
that consumes time. “It takes administrative effort, time, and every-
thing else to monitor these contracts,” he says.

And since it’s obvious that not enough challenges exist to gen-
erate a signed deal, here’s another: ensuring that administrative 

verpora.com |  info@verpora.com

VBC Investment Surge

Since the start of 2019, major pharmaceutical manufacturers have 

made significant headcount investment in value-based contracting

Ø More than 90 new roles created since the start of 2019 with specific

focus on developing innovative value or innovative patient strategies

Ø This is at least a twofold increase compared to VBC-specific roles

created before 2019

Ø AstraZeneca, Novartis, and Pfizer are the leaders in VBC headcount

investment
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VBC specific head
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VBC specific head
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Sources: Verpora, from multiple LinkedIn job postings.

Source: Verpora
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claims data are linked, hassle free, with all electronic medical 
records (EMRs). No gaps in the data can be allowed, says Bagchi.

When it gets down to the nitty-gritty, says 
Roshawn Blunt, founder of  1798, a market-
access consultancy, now part of  healthcare 
marketing agency FingerPaint, these details are 
tough to trace in the payer systems. How did 
the patient respond, for example, and from 
which database did that information come 
from? “It’s tough for manufacturers to track,” 
she says. “They only have so much time to look 

for a case.” IT connectivity issues complicate the search even more. 
“Value-based contracts are there, but tactically speaking, the conver-
sation is more [abundant] than the actual contracts,” adds Blunt.

RWE is another negotiated endpoint in the contract. The 
negotiators must agree on how the data will be aggregated and 
then adjudicated, regardless of  the kind of  data. And then the 
stakeholders must decide if  the agreed-to payment aligns with 
the real-world data.

Bagchi says that all of  these complications have resulted in why 
we don’t see many of  these contracts. 

Another reason some say there are so few 
contracts: Many pharma members are reluc-
tant to approach the unmapped waters of  safe 
harbors. In 2019, the Trump administration 
wanted to eliminate rebate protections affect-
ing Medicare- and Medicaid-covered medica-
tions; PhRMA sued in January. The matter 
remains unresolved. The Centers for Medicare 
& Medicaid Services (CMS) estimates that 

nearly $230 million would be saved in four years by allowing pharma 
to negotiate its best prices countrywide. Providers would be allowed 
to use different outcomes and RWE, including evidence generated 
through physician office visits and hospitalizations.3

Some payers are getting their states’ help in amassing provider 
data. Massachusetts and Minnesota require commercial plans to 
align on quality measures, and Rhode Island’s state health insur-
ance commissioner requires similar data.4

IMPORTANCE
One way to judge just how important market access and VBCs 
have become is the point at which these discussions begin and why. 
Years ago, Nauman says, they began in Phase III. Today, he says, 
they start at molecule development. Novartis concurs, and AZ 
agrees negotiations start early.

Since 2019, the number of  positions added to global value-based 
contracting has gone up. Prior to 2019, 30 to 40 roles, globally 
speaking, were dedicated to value-based agreements. Since the start 
of  2019, 90 new roles were added, says Verpora’s Meads (see chart 
on previous page). 

The number of  articles in the literature regarding cost effec-
tiveness analysis grew to 500 per year between 2010 and 2014, 
up from 34 per year during the 2000s.5

Another way to judge is how early and often participants 
engage in meetings. In a recent Pharm Exec article, the author 
noted R&D organizations can work hand in hand with payers 
earlier in the development process (ideally prior to a drug’s Phase 
II clinical trials) with the overarching goal of  favorable coverage 
and reimbursement decisions.6 

In 2018, FDA provided its “Drug and Device Manufacturer 
Communications With Payers, Formulary Committees, and Sim-
ilar Entities—Questions and Answers.” The guidance addresses 
common questions around how a manufacturer communicates 
healthcare economic information regarding their prescription 
drugs to payers, formulary committees, or other similar. It covers 
information dissemination for products not yet approved, or unap-
proved uses of  already approved products. 

Those early meetings now include regulators, say those inter-
viewed. This way, regulators can discuss the amount of  data and 
so on that they need to consider approval—and everyone can 
hear what the payers need in terms of  the data to get that drug 
on their formulary. “We seek early advice with all stakeholders 
so when the data [are available] everyone is on the same page,” 
says Bagchi.

Sherman looks to the FDA’s varying approval processes. “To 
the extent that more drugs are coming to the market through the 
accelerated approval process, particularly where the clinical 
impact of  the biomarkers is not universally agreed to by experts, 
having the pharmaceutical companies enter into value-based con-
tracts could help facilitate access and reduce payer concerns about 
the drugs not having the impact that we all want them to have,” 
he says.

In the UK, the Medicines and Healthcare Products Regula-
tory Agency and NICE seek evidence jointly, says Meads. NICE 
is advising pharma on trial endpoints. “Regulators, payers, and 
manufacturers are getting closer together,” he says. “Especially 
around data infrastructure. A lot of  people are pairing up. The 
loop is being very much closed.” 

These contracts also play an important role around product 
launch. “Market access today is a critical component of  launches,” 
says Blunt. The drug profile, the patient demographics, the issue 
of  cost—who is driving uptake? “Is the provider most important 
to driving uptake? Or is it the patient, or payer? If  you don’t get 
past [the payer], you won’t get to the provider,” she adds.

When 1798 has conversations with a new client, says Blunt, 
the meat of  the matter is the patients—who they are, what they 
need, how to support them. “We are not starting with, what dis-
count do I need to do this?” she says.

Other stakeholders are sometimes included in the negotiations; 
one researcher noted the inclusion of  patients and advisory groups 

Indranil Bagchi 

Roshawn Blunt
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in the discussion. “This has made market access an increasingly 
important area of  focus for pharmaceutical companies to achieve 
success through improved access,” the researcher said.7 

The results of  these conversations factor into clinical trial 
design. Before, says Bagchi, pharma solely depended on trial 
results to be the burden of  proof. Now, the hurdles to pass include 
producing a first-in-class product that is accessible to patients 
who need it. 

AT THE TABLE
How do these disparate stakeholders behave when they gather? 
At ICER’s policy leadership forum, which is held regularly, stake-
holders discuss better access for patients, among other issues. Pear-
son says the participants are cordial. They like an environment in 
which they can speak freely, discuss the present and future, and 
learn from each other, he says. Over the past five or six years the 
group has assembled, they have discussed rebates, gene therapy, 
evidence—what the good kind looks like—and the length of  trials. 
“Out of  that comes people who are more prepared for the future,” 
says Pearson.

Novartis has been a consistent attendee over the years. Over 
time, interactions have become more cordial, according to Bagchi.  
“We understand each other’s space,” he says. “Through this mutual 
dialogue and interaction, each other’s position becomes clearer 
and more transparent. We all have a purpose.” 

In the US, Meads says, value-based contracting is a process to 
try and control prices charged to the patient. But just having a 
discussion creates the opportunity for others to appreciate the con-

cerns of  other stakeholders. “It is the act of  
discussion that brings about empathy for all 
those involved,” he says.

Good manners notwithstanding, some-
times the deals fall through. Blunt recounts 
two stories from over 10 years ago. One cli-
ent wanted to enter an already crowded 
therapeutic space that had three therapies 
that dominated the market. “We were will-

ing to offer [an extensive] discount just to get covered in the for-
mulary,” she says. But the payers made more money, due to the 
volume, with a small reduction from the others, she says. The 
payers wouldn’t even consider RWE to prove superiority. 

The game plan changed; Blunt and her team targeted smaller 
payers. By starting smaller, she says, pharma can “get the access 
[it] is looking for.”

The second tale: A payer wanted a VBC for an antibiotic that 
would move from an inpatient to outpatient hospital setting. The 
payer received the VBC, as requested. They said it was too com-
plex, and opted for a traditional deal. 

The lack of  framework to conduct these conversations is a 
barrier. Wrote one researcher in 2017, “The absence of  an 

effective guiding framework to generate, implement, coordinate 
[a value-based contract] has historically been hindered by a 
series of  factors, including the availability, consistency, and reli-
ability of  patient data; selection of  appropriate conditioning 
outcomes; and alignment of  data needs and expectations 
between partners.”8 

These frameworks exist in some European countries because 
they generally have single-payer systems and, therefore, fewer stake-
holders to contend with. Italy built its framework in 2012; Spain 
the following year, says Meads. One community in Spain built its 
own IT tools to monitor these contracts. Data sets are linked with 
a unique personal health ID, and the system monitors data to the 
patient level.9

In the US, both pharma and managed care plans should be 
collecting the data, says Blunt. “This is a dialogue. You don’t ever 
want a one-sided conversation.”

Sherman says, “We are still in the early innings in regards to 
value-based contracts. There are some payers that have entered 
into these agreements, but it is still viewed as leading edge and not 
the standard process. There is certainly opportunity for these to 
grow, but both payers and drug companies need to work together 
to ensure they are not just meant as a press opportunity, but to 
show real value for our members.”

So, are VBCs worth the time and trouble? At Novartis, they 
are considered the default method of  negotiation. Says Bagchi: 
“Philosophically, they are the right thing to do. If  you promise, you 
have to deliver on it.” 
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A ccess has become the front and center topic for the 
pharmaceutical industry. The majority of  pharma 
companies now have explicit goals and commitments 
related to patient access at the executive level and in 

their mission statements. “Access” is now on the agenda of  multiple 
functions and the role of  the market access function, which tradi-
tionally focused on technical issues like health economics models, 
evidence synthesis, and pricing research, is rapidly evolving to 
become that of  an orchestrator of  access and product availability 
across the organization. 

The evolving role of  access highlights key access competencies 
required for success. This article proposes an updated view of  the 
access competencies framework published in 2016. We tackle this 
in three themes:

• How is the role of  access evolving? Lay out key trends that
 affect the role of  access as a function and prompting an update
 of  access competencies.
• What are new access competencies? Describe new competen-
 cies relevant for practitioners and leaders in addition to the five
 core competencies. 
• How can development of  new access competencies be sup-
ported? Articulate methods/initiatives on how new access com-
petencies can be developed.
In this article, we consistently use the term “market access” when 

we refer to the function, and the term “access” when we more 
broadly describe the ambition to reach as many patients as fast as 
possible in a sustainable way.

CONVENING POWER
The BCG Market Access Roundtable is a forum that brings 
together senior market access leaders and serves as a platform for 
interactive discussion on industry-level topics. Roundtable mem-
bers collectively select topics that are relevant but not handled in 
other forums, and which can have either near- or long-term rele-
vance. Members work in smaller working groups on specific topics 
to develop thought pieces, relevant frameworks, or policy-related 
publications, which are collectively ratified by the Roundtable on 
a biannual basis. The Boston Consulting Group (BCG) hosts the 
Roundtable and facilitates these forums and the working groups. 
As of  this year, 23 companies are full-time members of  the BCG 
Market Access Roundtable.

ROLE OF ACCESS CONTINUES TO EVOLVE
In “Access in the New World,”1 we summarized key developments 
within and beyond the healthcare system that impact patient access 
and the role of  market access functions in biopharma companies. 
Traditionally, working in the market access function required techni-
cal expertise in areas like evidence generation, evidence synthesis, 
pricing, and health policy. Access leaders and experts also needed to 
be able to provide an outside-in perspective on reimbursement and 
procurement decision processes, relevant stakeholders such as health 
technology assessment (HTA) agencies and payer organizations—
their interests and needs—and translate these into market access 
strategies. These are the competencies that we described in the orig-
inal access competencies framework.2 The BCG Market Access 
Benchmark3 confirmed that leading pharma companies are increas-
ingly organizing their market access functions along these lines. 

With the growing commitment to achieving patient access around 
the world, market access functions are expected to provide broader 
stewardship on access to the organization, ensuring that access is 
considered throughout the product life cycle, from early research and 
development to commercialization, growth, and loss of  exclusivity. 
Access leaders are core members of  global development and com-
mercial teams, collaborating across global functions that share the 
overall access goals and coordinate access activities at a product and 
portfolio level. They collaborate with their counterparts in country 
organizations for strategy development and implementation, ensur-
ing that evolving evidence requirements of  HTA organizations and 
financial constraints of  health systems are well understood by the 
global organization. Access leaders also have a critical role in leverag-
ing insights and experience with innovative value solutions at the 
global level to achieve rapid, broad, and sustainable patient access.

In light of  an ever-increasing influence that payer organizations 
have on the relationship of  the prescriber with the patient, we 
concluded that the role of  the market access function is likely going 
to expand further, and market access may in the future drive stra-
tegic trade-offs at the portfolio and brand level to achieve corpo-
rate access goals. 

NEW COMPETENCIES REQUIRED
With the changes in the roles of  the market access function, additional 
core and advanced access competencies are required to win in the 
new world. Traditional core competencies are still relevant for devel-

A Framework for Future
Strengthening Market Access Competencies
The BCG Market Access Roundtable presents an updated view of its access competencies 
framework first published five years ago 
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oping access strategies that coor-
dinate evidence generation, evi-
dence synthesis, pricing, and 
health policy. However, as addi-
tional core competencies, access 
leaders will need to be able to pro-
vide a system-wide perspective, 
understanding, and interpreting 
of  key macroeconomic trends 
and the resulting policy implica-
tions, to adjust internal priorities 
and position the access efforts of  
the company within the broader 
healthcare ecosystem context. 
They have an opportunity to 
leverage the increasing digitaliza-
tion in healthcare, which has been further accelerated by the COVID-
19 pandemic, and new advanced analytics and machine learning 
capabilities to focus healthcare delivery on outcomes that matter to 
patients while reducing unnecessary procedures and services. 

Beyond these core competencies, we identified new, advanced 
competencies to drive enterprise-wide access leadership, specifically 
in the areas of  access communication and internal and external 
co-creation. We recognize that access is a complex systemic issue 
that cannot be solved by any one function or organization alone. It 
requires an agile approach to defining and refining hypotheses and 
solutions rapidly and balancing needs and concerns across stake-
holders. Simpler and more effective communication around access, 
including sensitive topics like pricing and profitability, is critical in 
order to gain support and increase trust.   

Not all core and advanced competencies are equally relevant for 
all roles within the market access function. Clearly there is a con-
tinued requirement for technical excellence across the traditional 
core competencies. Access team members who master the compe-
tencies of  the Access Competency Framework 1.0 and advance to 
leadership roles within and beyond the access function would be 
candidates for additional core and advanced competencies.

ADDITIONAL CORE COMPETENCIES
Macroeconomic and policy understanding
Access is complex. And it is much more than just about pricing. 
With increasingly sophisticated healthcare technologies, access lead-
ers need to engage with a broad set of  external stakeholders to 
increase disease awareness, strengthen health systems and their 
capacity for diagnosis and treatment, and find new, sustainable 
financing solutions. This requires a deep understanding of  the mac-
roeconomic situation within countries, and how to facilitate the 
necessary policy changes. 

Understanding macroeconomic environment and apply 
to access context

• Understanding global macroeconomic drivers and how they 
impact healthcare/access for patients in a sustainable manner.
• Understanding and leveraging macroeconomic drivers to 
inform access strategies, communication with payers, etc.
Understanding impact of  solutions on healthcare sys-

tems as a basis for strategic thinking and non-price 
access hurdles

• Be able to leverage healthcare/access system opportunities.
• Be able to anticipate and address system-related hurdles
(beyond pricing) that impact access; understand second-order 
implications of  solutions on the healthcare system and on fund-
ing and stakeholder positions.
• Be able to analyze trends and patient behaviors and under-
stand drivers. 
Understanding how healthcare policy is developed and 

applying knowledge to engagement with policymakers to 
participate in the process of  optimizing access

• Understand how policy is formed and prioritize and evaluate 
the impact of  policy initiatives (and assess ability to participate
in making them).
• Master engagement with policymakers with respect to regu-
latory and payer integration; “internationalization” of  policy- 
making, e.g., spillover between geographies on pricing, impact
of  politics on policies.

Digital, data, and analytics in access
COVID-19 has greatly accelerated the trend toward new digital tools, 
real-world data (RWD) sources, and advanced analytics in healthcare. 
Clinical science and practice are increasingly complementing each 
other and providing insights into ways to optimize health systems and 
delivery of  care along the patient journey, resulting in improved out-
comes. They also allow for the identification of  opportunities to opti-
mize resource use, avoid duplication, and reduce waste, which will 
create savings that can be invested back into the health system. 

Access Competencies Framework 2.0

Focus beyond the
Access function

Focus within the
Access function

Within and 
beyond the 
Access function

Behaviors Enablers e.g. new behaviors, new ways of working, empathy

Advanced Access 
Competencies 

Enterprise-wide
Access Leadership Internal & external co-

creation Access communication

Functional
Access Leadership

Policy Pricing Evidence
synthesis

Evidence
generation

Macro economic & policy
understanding

Digital, data, and analytics
in AccessCore Access 
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Leveraging digital as an accelerator of  existing oppor-
tunities and as an enabler of  new opportunities

• Be able to leverage digital tools for access, e.g., future patient
journeys.
• Understand how digital solutions are valued by stakeholders
 and which access paths exist for digital solutions. 
• Understand how digital tools can create opportunities to 
enhance diagnoses and linkage to care for patients in a more 
timely manner. 
Analyzing and leveraging novel data sources, e.g., RWD, 

to generate evidence and distill insights 
• Grasp concept of  “democratization” of  data, i.e., most of  
the data is no longer directly collected or owned by pharma 
companies.
• Be able to identify potential data sources and curate data.
• Be able to discriminate quality of  data and identify how to 
leverage for access and generate evidence from data.

• Understand what data other stakeholders use, e.g., for basis 
of  value demonstration, reimbursement/pricing decisions. 
• Apply advanced analytics to derive insights, e.g., on pricing, 
epidemiological data.

ADVANCED COMPETENCIES
Enterprise-wide access leadership
With access as a corporate goal that extends beyond the market 
access function, fostering the development of  an access mindset and 
creating the ability to effectively collaborate and lead across global 
functions and country organizations is an increasingly prominent 
responsibility and, therefore, a critical competency for access leaders. 
These individuals need to understand the full pharma business model 
and the contribution of  different functions to find solutions that bal-
ance access goals with financial constraints and risk tolerance. While, 
in the past, decisions have been driven by return on investment of  
the portfolio, the focus on sustainable patient access and health equity 
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will require new tools to monitor and evaluate access, and for us to 
strike a balance between shareholder and societal responsibilities. 

Creating a company-wide access mindset both within 
the market access function and other functions as well

• Be able to tailor communication to specific functions, e.g., use
appropriate language that helps other functions understand ac-
cess issues.
• Know how to build access competencies across organization
in other functions.
• Strengthen partnerships with other internal teams (medical,
public affairs, corporate communications, regulatory affairs, etc.). 
Shaping company strategies with an access perspective
• Integrate access considerations into other functions’ strategies 
and/or overall company/portfolio/brand/asset strategy.
• Be able to articulate trade-offs and second-order implications
of  access opportunities at company level.

Internal and external co-creation
Access is a systemic issue that cannot be managed by any one party 
alone. Innovators in the biopharma industry are excited by the 
opportunities that our rapidly progressing understanding of  biology 
and pharmacology provides, but they also need to understand that 
the resulting technologies will require significant changes in the 
healthcare system, which will take time and potentially large invest-
ment. As we develop treatments and sometimes even cures for pre-
viously untreatable diseases, healthcare decision-makers will ask 
questions about their long-term effects. As we develop new sophis-
ticated molecular diagnostic and high-resolution imaging solutions, 
they will ask about the clinical utility for patients and health systems. 

Access leaders will need to engage across the whole spectrum 
of  stakeholders and use new approaches to articulating critical 
hypotheses and testing nascent solutions (minimum viable products) 
that can be deployed and improved rapidly. They will need to be 
able to balance the various interests and accept that they will not 
always be in control of  the process and the outcome.

Internally focused: Being able to balance different/ 
competing stakeholder interests and integrating across 
functions

• Understand breadth of  internal stakeholders and impact on 
access and work in collaboration with them to develop inte-
grated strategies rather than individual siloed strategies at a 
product or portfolio level.
• Understand stakeholder needs/interests and know-how to 
integrate these. 
Externally focused: Knowing how to build and maintain 

a network of  external partners across a common goal
• Understand breadth of  external stakeholders and impact on 
access. 
• Understand stakeholder needs and be able to respond to these 
in order to enable co-creation.

• Identify opportunities for partnerships and effectively drive 
collaboration, offering constructive solutions toward the shared 
goal of  enabling access for patients.

Access communication
Access is relevant for all stakeholders from industry to healthcare 
decision-makers and ultimately patients and their families. But it 
is complicated, requires a long-term perspective, depends on the 
context, and leads to difficult decisions, which are often hard to 
fully grasp and accept when we as individuals are impacted. The 
biopharma industry has not consistently done a good job at syn-
thesizing and articulating the important requirements and out-
comes of  access in terms that resonate across all affected and 
interested people. 

Access communication needs to be specific, it needs to address 
conflicting interests, and explain difficult issues such as affordabil-
ity and price in a transparent and relatable way. As stakeholders 
across society and patients have different value perspectives and 
requirements, communication needs to be tailored and considered 
in evidence-generation decisions based on trade-offs with regard 
to risk and cost. Understanding the differences in requirements 
for each stakeholder and making the trade-off decision is key to 
delivering clear and responsible communication. This will foster 
trust across those affected, which is the basis for effective and sus-
tainable solutions.

Internally and externally focused: Translating complex 
or detailed access topics into clear messages and stories 
for non-access experts

• Be able to synthesize content rather than abbreviate. 
• Be able to translate content into appropriate language/pow-
erful messages that resonate with audience, including a poten-
tially broader, non-technical audience (may differ by audience).
• Be able to combine key messages into compelling and concise 
stories to articulate the value of  a product, a company, and the 
innovative pharma industry at large.
Externally focused: Considering needs and values of  

different stakeholders in evidence-generation decisions
• Understand communication needs and values of  different 
stakeholders and how these can be supported through evidence 
generation.
• Be able to articulate evidence-generation trade-offs based on 
risk and cost and strategic implications.
To effectively engage stakeholders and ultimately enable patient 

access in the future, access leaders and practitioners need to dem-
onstrate this expanded skill set by building the additional core and/
or advanced access competencies. 
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W ith FDA predicting 10 to 20 cell and gene therapy 
approvals per year by 2025, we are undoubtedly 
witnessing an exciting time for personalized med-
icine. However, the combination of  a rapid 

increase in gene therapy pipeline developments, a “one-and-done” 
dosing regimen, and a price precedent established in the millions 
of  dollars by some of  the currently launched gene therapies creates 
a perfect storm for healthcare systems; “curative treatments for such 
genetic disorders were unfathomable a decade ago; unfortunately, 
so are the costs of  the cures currently in development,” as CVS 
Health puts it.1

The high price of  gene therapies is based on anticipated long-
term benefits—benefits which at launch are often subject to sig-
nificant uncertainty. This presents a challenge to both affordabil-
ity and sustainability, a challenge which can be addressed at least 
somewhat by the use of  managed entry agreements (MEAs). 
MEAs aim to make the high cost of  these one-off treatments more 
palatable for healthcare payers, who might balk if  faced with the 
entire cost upfront. Most importantly, they ensure any uncertainty 
regarding long-term effects can be addressed while facilitating 
timely access for patients who are often in desperate need of  an 
effective treatment. Key questions remain with regard to MEAs, 
including how they can be incorporated into clinical development, 
and what can be done strategically at the outset by manufacturers 
to support commercial performance.

In this article, we analyze the sustainability of  the gene therapy 
pipeline, and review the MEA landscape. By selecting 10 disease 
areas being targeted by gene therapies in development, we consider 
the levers of  commercial success, as well as how appropriate deploy-
ment of  MEAs may address key challenges. Additionally, by using 
Cogentia’s matrix of  commercial viability, we assess which approach 
to MEA may prove most suitable for the 10 disease areas, and dis-
cuss the importance of  considering potential access agreements early 
in development.

SUSTAINABILITY CHALLENGES 
A recent white paper published by CVS Health paints a stark pic-
ture; by calculating five-year total cost impacts for a selection of  
near-term assets in the gene therapy pipeline, the authors calculated 

a low market impact of  $14.85 billion, and a high market impact 
of  $45 billion in the US alone. Concerningly, this was only based 
on the 11 projects that are closest to market.1 If  the market impact 
of  gene therapies that are successful in the clinic approaches any-
thing close to these figures, it is highly unlikely that healthcare sys-
tems would be able to cope.

MEAs are increasingly seen as an important solution to address 
the unique challenge presented by one-and-done treatments like 
gene therapies. Table 1 on the facing page describes the range of  
MEAs available to manufacturers and payers alike, with examples 
included for each. Some countries have a preference for simple 
MEAs such as a dose cap or flat discount rather than more com-
plicated outcomes-based contracts. Take, for instance, the recent 
NICE approval of  Zolgensma. While the “day-one” access scheme 
and high price might make Zolgensma an obvious candidate for 
outcomes-based MEAs, NICE and Novartis instead settled on a 
simple flat discount from list price.2

Of  note is that a treatment can be subject to multiple MEA 
approaches, for instance, an annuity-based, outcomes-based agree-
ment scheme such as that proposed in Germany for Zynteglo. Zyn-
teglo, an ex vivo gene therapy for transfusion dependent β-thalassemia 
(TDT), provides a good example of  an outcomes-based agreement. 
bluebird bio was hailed in some quarters for its innovative approach 
to MEAs, leaving 80% of  the €1.575 million list price of  Zynteglo 
on the table with its first agreement in Germany, with further pay-
ment contingent on transfusion independence. 

However, the recent withdrawal of  Zynteglo from the German 
market after a dispute over price illustrates the point that MEAs 
are not a silver bullet. As Professor Richard Barker, former director 
general of  the Association of  the British Pharmaceutical Industry 
(ABPI) and current CEO of  New Medicine Partners, put it in an 
interview with Cogentia, “Very expensive, one-time cures by gene 
therapies pose a novel situation for healthcare payers. It will need 
almost as much creativity to agree [on] reimbursement models as 
it does to create the therapies in the lab and clinic.”

ASSESSING COMMERCIAL PROSPECTS AND MEA 
The bluebird example demonstrates the importance of  planning 
early from a commercial perspective. There are a number of  stra-

By Any Genes Necessary
The Role of MEAs for Gene Therapies
Examining why the cost and administration of these treatments are well 
suited to managed entry agreements—and which approach to MEA may 
prove to be the most commercially viable for manufacturers   
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tegic questions that should be asked early on in development for 
gene therapies. For instance, if  a high price is expected to be sought, 
how can this be justified? If  the cost is likely to be unpalatable 
upfront, or if  significant uncertainty is expected at launch, manu-
facturers would benefit from considering how to address this, and 
whether an MEA approach might be appropriate, or even essential.

To explore the sustainability of  a number of  gene therapy-tar-
geted disease areas, Cogentia has devised a matrix of  factors that 
consider commercial prospects of  assets in the pipeline—factors 
including prevalence, resource use, age of  infusion, and potential 
MEA approaches to address the challenges discussed. We have 
selected 10 diseases being targeted by gene therapy manufacturers 
to assess, and in doing so aim to predict elements that may prove to 
be supportive or challenging in the pursuit of  the next commercially 
successful gene therapies to follow in the footsteps of  Zolgensma. 

The 10 disease areas to be assessed are selected on the basis of  
being intentionally diverse, with priority also given to those that are 
targeted by a number of  gene therapy projects in the clinic:

1. Parkinson’s disease 
2. Wet age-related macular degeneration (AMD)
3. Duchenne muscular dystrophy (DMD)
4. Hemophilia A
5. Mucopolysaccharidosis (MPS) type I
6. Fabry disease
7. Cerebral adrenoleukodystrophy
8. Sickle cell disease
9. Spinal muscular atrophy (SMA) type I
10. GM1 gangliosidosis

      The factors analyzed in Cogentia’s commer-
cial matrix (see Table 2 on page 40) are described 
here:

• Prevalence. The disease should be rela-
tively prevalent in rare disease terms, but not 
so prevalent that payers balk at a price any-
where above five figures. A prevalence of  
around 1/10,000 appears optimal (SMA type 
I allows Zolgensma to command a high price 
while still treating a steady stream of  patients). 

• Age of  eligibility. The gene therapy 
should be administered as early in life as possi-
ble, with the potential for benefits to accrue  over 
a full lifetime. 

• Disease burden. The disease should be 
severely debilitating, or the gene therapy should 
be targeted at the most severe form of  the disease 
(for example, MPS or SMA type I).

• Healthcare resource use. Resource use 
should be high, with significant cost-savings 
expected in those who receive a gene therapy.

• Current treatment options. Options 
should be limited and not considered to be effective, potentially 
with challenging safety profiles and questions over benefit/risk ratio.

• Cost of  comparator. Comparators should be expensive, 
setting a precedent for high pricing and offering a simple like-
for-like cost offset for budget impact estimates (think Zolgensma 
and Spinraza).

• MEA approach. To address an anticipated high-cost, one-time 
drug approach, what MEA may be most appropriate? A good MEA 
should address uncertainty, be implementable/transactable, aim for 
simplicity, and represent appropriate risk share. 

By using a matrix like the one displayed in Table 2, we can start 
to assess the sustainability of  the gene therapy pipeline, and consider 
to what extent MEAs can support a gradual budget impact rather 
than a huge initial cost upfront. As demonstrated by Zolgensma, SMA 
type I is clearly well suited to several managed-entry options, includ-
ing annuity-based payments (resulting in a similar price to competi-
tors/year), and outcomes-based agreements (based on standardized 
criteria, measurable + validated outcomes). It is clear that different 
disease areas will require different approaches to MEAs. The cost 
saving of  reduction/independence from factor VIII in hemophilia A 
is likely to translate neatly into a relatively simple outcomes-based 
agreement driven by reduction in use of  factor VIII replacement. In 
DMD, the price of  comparators and use of  muscular dystrophin in 
previous trials could support either an annuity-based agreement, or 
an outcomes-based agreement driven by muscular dystrophin levels. 

Other disease areas are likely to require more innovative thinking. 
In diseases with poorly established natural history such as GM1 gan-
gliosidosis, an outcomes-based agreement may be premised on a 

z

Source: Cogentia 
Table 1. Examples are illustrative of managed entry agreement options available to manu-
facturers and include examples from gene therapies as well as other treatment modalities. 
Pay-for-performance is a subset of outcomes-based agreements, but we kept it separate as 
it is a commonly discussed approach that is often classed as distinct in the literature.

Managed Entry Agreements: Available Routes 
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well-established outcome such as survival. In Parkinson’s and wet 
AMD, the prevalence and lack of  obvious cost offsets could lead pay-
ers to prefer a long-term outcomes-based agreement, ensuring afford-
ability for the healthcare system. This is another important consid-
eration when planning an MEA; when is the “expiry” date, the date 
by which any data uncertainty should have been resolved? Is your 
MEA a simple five-year annuity-based agreement? At what stage will 
the evidence generation from pivotal trials/real-world evidence 
(RWE) be sufficiently mature to convince payers of  value-for-money?

THE PATH FORWARD
In the context of  the boom in gene therapy development, it remains 
critical for manufacturers and payers to consider sustainability. The 
gene therapy pipeline provides a unique challenge to payers and 
pharma alike. These treatments are likely to be high-cost, one-time 
infusions, and if  the price were paid on a one-time basis, the bud-
get impact would come in one massive blow rather than being 
spread out over time. In combination with the significant data 
uncertainties likely to exist at launch, this makes gene therapies a 
prime candidate for MEAs.

Cogentia’s analysis of  a range of  factors contributing to the 
sustainability of  gene therapy-targeted disease areas presents sig-

nificant variability in these conditions. Some disease areas such 
as haemophilia A and DMD appear to lend themselves particu-
larly well to relatively simple cost offset-driven MEAs. In diseases 
with poorly established natural history, as with the example of  
GM1 gangliosidosis explored earlier, manufacturers may be 
pushed toward more well-established outcomes such as survival 
rather than biomarker/natural history-driven outcomes. 

In conclusion, the high-cost and one-time nature of  gene ther-
apies appears especially well suited to MEAs. It will be important 
for manufacturers to consider early on in development how a 
MEA can support commercialization, how payers perceive several 
potential approaches to MEA, and what outcomes and measures 
should form the basis of  said agreement. 
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Prevalence Age in clinical trials Disease area 
(/l00,000) (years) Disease burden Direct treatment costs Current treatment options Cost of comparator/year 

• • • • Parkinson's Disease 790 30-75 $30-60k per year 
Carbidopa-levidopa,
deep brain
stimulation

$50-100k (one off) 

• • • 
• • 

Wet AMD 237 50+ $10-20k per year Lucentis, Eylea $20-40k 

Duchenne Muscular Ranging from $10k-$80k per
year as disease progresses 

Corticosteroids, • 5 • 4-7 • • Viltepso, Exondys 51, • $300k-$1m Dystrophy 
Vyondys 53 

BioMarin put the cost of 
lifetime treatment of 
haemophilia A at $25m 

Haemophilia A • 5 • 18+ • • • Factor VIII, Hemlibra • $400-$700k 

Poorly documented, likely to
be well over $100k per year in
severe disease 

MPS Type 1 • 1 • 4 months+ • • Aldurazyme/HSCT • $200-500k 

Fabry Disease • 10 • 16-50 • ~$60k per year • Fabrazyme, Galafold • $200-400k 

Cerebral Poorly documented,
Estimated at >$100k/year
driven by 24/7 care 

Commentary around potential 
approach to MEA  

Outcomes-based agreement
combined with annuity payment to 
ensure affordibility

Outcomes-based agreement
combined with annuity payment to
ensure affordability

Based on previous trials, an outcome-
based agreement driven by muscular
dystrophin levels could be suitable

Outcomes-based agreement centered
around Factor VIII reduction may be a
simple solution

High cost of enzyme replacement
therapy could support an annuity-based
agreement

High cost of enzyme replacement
therapy could support an annuity-based
agreement

Given the curative intent of HSCT, an 
outcomes-based agreement centered
around cure may be required

 
Adreno- • 2 • >17 years • • • HSCT • $150-200k (one off) 
leukodystrophy 

An approach similar to bluebird in
TOT, framed around VOC-free
payment-by-results may be suitable

Sickle Cell Disease • • • 

• 

• 

• 

• • 30 12-35 • ~$60k per year Adakveo, Oxbryta $100-150k 

SMA Type 1 • 10 • <6 months • • $100-200k per year • Spinraza, Evrysdi • $350-750k 
Matching Zolgensma MEAs likely to
be expected by payers

Type  1 has costs ~ $150- No approved 
Given uncertainties around natural
history, outcomes-based agreement
based on survival is an option

GM1 Gangliosidosis • 0.5 • 0.5-12 • • • • 200k/year treatment 

• • 
• 

• • 
• 

Table 2. A comparison of gene therapy-targeted disease areas based on Cogentia’s Commercial Predictors of Success Matrix.
Notes: Assessment based on Cogentia review of published sources. Disease prevalence taken from Orphanet, with the exception of Parkinson’s disease and wet 
AMD. Other costs and descriptive text based on analysis of published sources. Color coding spans commercially favorable (deep green) to commercially unfa-
vorable (orange). All comparisons are relative and based on subjective assessment. Other reviewers may come to different conclusions. Disease burden based 
on more severe forms of disease, where gene therapies would be used. Costs of comparators based on US prices.

Gene Therapy Pipeline: Predicting Commercial Success
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A s the world emerges from a healthcare crisis on a 
scale unlike anything in living memory, how will 
the fallout change market access? COVID-19 will 
intensify trends that have been unfolding for some 

time—presenting challenges and opportunities for the industry. 
Successful drug commercialization in testing market access envi-
ronments will require companies to work smarter to reduce the 
risk of  underperformance.

Payers are now considered the dominant stakeholder in 
Europe, and many other markets globally. The US also appears 
to be moving closer to European practice, with growing interest 
in health economic evaluation and the possible adoption of  inter-
national reference pricing. 

Payers demand clear product differentiation supported by 
robust evidence. The economic fallout from the pandemic is 
sharpening their focus on sustainability and affordability. As pub-
lic investment is prioritized in areas of  healthcare found wanting, 
the access challenge will intensify for new drugs, with a widening 
gap between winners and losers. 

Ground-breaking science alone will no longer be enough, and 
having the right capabilities at the right time, along with a robust 
access plan will be crucial, especially for high-priced, high-budget-
impact treatments. The larger the price tag, the more creative the 
plan required. Access plans must be developed earlier, designed 
better, and executed more skillfully. Payer value must be created 
earlier in drug development, then communicated at launch and 
continuously across the product life cycle.

WHAT CHANGES ARE REQUIRED?
To deliver a successful access strategy, companies must answer five key 
questions.

1. What are the critical access requirements and when 
should you address them? 

It is startling that many companies think about access after 
designing their pivotal studies—or, worse still, after results have 
read out. By this stage, companies have missed out on crucial 
opportunities to generate payer value from their studies. Compa-
nies rarely ask payers what they need, and this must change. Given 

the impact of  payer decisions, companies need to get them on 
board early and target a reimbursable file, not just an approvable 
one. Drug developers need to ensure that data requirements for 
health technology assessment (HTA) bodies are explored early 
(Phase II clinical trials) and the insights used to design better piv-
otal studies. Small tweaks can deliver significant improvements in 
HTA decisions, and if  larger changes are indicated, these should 
be evaluated by weighing up potential return on investment. What 
is certain is that a lack of  such data at launch will seriously hinder 
reimbursement prospects, resulting in poor access outcomes.

2. How can you maximize health outcomes? 
HTA and payer bodies base their decisions on a quantifica-

tion of  the additional health outcomes that a new treatment will 
deliver in real-world patient populations at launch versus the 
cost. Smart companies are increasingly utilizing early dialogue 
mechanisms (see Table 1 on page 42) that are offered to under-
stand how to maximize the collection of  health outcomes data 
from their clinical trials, as well as how to optimize their study 
designs. One approach is to identify higher-value patient popu-
lations, such as by using biomarkers. Digital technology also offers 
opportunities. For example, a digital therapeutic or a companion 
digital app that improves adherence could help in optimizing 
patient outcomes. Digital strategies cannot be an afterthought: 
They require planning before pivotal studies to allow sufficient 
time for development and testing.

3. What data will you require before and after mar-
keting authorization? 

Increasing numbers of  medicines are gaining early regulatory 
approval based on data considered incomplete by payers. 
Demands for post-authorization data from both regulators and 
payers are growing, and maintenance of  price and access already 
depends on periodic analysis of  this evidence in some markets. 
The need for better health surveillance for pandemic prepared-
ness will accelerate the joining up of  healthcare data sets. This, 
in turn, will facilitate the use of  electronic health record data to 
assess real-world value of  medicines and will stimulate a transi-
tion from HTA to health technology management. It is likely that 
prescribers will be increasingly mandated to prescribe based on 

A Brave New World
Optimizing Access in Wake of COVID
The top changes necessary in planning and designing pharma market 
access plans, including a revamp of the payer-value equation at pivotal 
points in the product life cycle  
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an evidence base that continues to evolve in the real world, post 
launch. Higher volumes of  real-world data have been shown to 
correlate with more successful product 
launches, and so a robust evidence plan 
is now an imperative.

4. How will you generate a return 
on investment that is acceptable to 
payers? 

Managed entry agreements have 
been in existence for more than a decade 
but have not been universally adopted. 
The main obstacle has been the admin-
istrative burden of  collecting data 
needed to assess a drug’s performance. 
However, recent developments indicate 
that more payers are turning to these 
types of  agreements to reduce net pric-
ing and find sustainable payment mod-
els. Investment in digital health infrastructure is making it less 
challenging to share outcomes data between stakeholders, and 
standardized digital platforms that manage performance out-
comes and associated payments will become more commonly 
used. Managed entry will be particularly important for high-
priced therapies with uncertainty over longer-term outcomes at 
launch. For treatments that are administered just once and are 

potentially curative, such as cell and gene therapies, installment 
payments staggered over several years are gaining in popularity.

5. How can you accelerate access and increase patient 
uptake? 

While regulatory authorities have been speeding up time to 
marketing authorization, national payers have not always kept 
pace. Long access delays are common and compounded by 
regional, or even local, decision-making. Given that every 
month’s delay translates into a month less at peak revenue, com-
panies should consider moderating price to secure faster reim-
bursement. Patient uptake can be challenging, especially where 
specialized treatment is limited to a few centers of  excellence. 
Considering how patients access treatments will become increas-
ingly important as the pandemic shifts patient care further 
toward outpatient and community settings. Launch success is 
less about maximizing price and more about achieving an opti-
mal balance between price, access, and volume that supports 
both product revenue and company reputation—an increasingly 
precious asset.

PREPARE FOR A BUMPY JOURNEY
The pandemic has generated powerful tailwinds that might ben-
efit the life sciences industry. Pharmaceutical companies are reap-
ing a reputational dividend from their contribution to ending the 
crisis. Governments are starting to recognize the value of  funding 
long-neglected aspects of  healthcare, such as public health, disease 
prevention, pandemic preparedness, and infectious diseases. Pol-

iticians also appear inclined to 
acknowledge the contribution that an 
innovative life sciences sector makes, 
not just to a nation’s health, but also 
to its economy. However, the industry 
should not expect too much upside, 
as governments are still willing to 
make politically unpopular decisions 
to balance budgets.

The life sciences industry will 
also face some significant head-
winds. Paying off the pandemic will 
result in fiscal pressures across the 
board, including healthcare. In seek-
ing to curb spending, it is easier for 
governments to target variable costs, 

such as pharmaceuticals, than to seek savings on fixed costs, such 
as personnel, infrastructure, and services. Politicians will look 
very closely at what manufacturers do to deliver affordable and 
equitable access to transformative medicines. In this climate, it 
will be more vital than ever for companies to plan early for an 
access strategy that aligns the needs of  their investors with those 
of  politicians, payers, and, most importantly, patients. 

Investment in digital 
health infrastructure  

is making it less 
challenging to share 

outcomes data between 
stakeholders

Health Technology 
Assessment 
Bodies

Regulatory Authorities 
and Health Technology 
Assessment Bodies

France Haute Autorité de Santé 
(HAS; National Health 
Authority)

HAS and Agence Nationale de 
Sécurité du Médicament et des 
Produits de Santé (National 
Agency for the Safety of  
Medicines and Health Products)

Germany Gemeinsamer Bunde-
sauschuss (GBA; 
Federal Joint Committee)

GBA and Bundesinstitut für Ar-
zneimittel und Medizinprodukte 
(Federal Institute for Drugs and 
Medical Devices)

Italy Agenzia Italiana del 
Farmaco (AIFA; Italian 
Medicines Agency)

AIFA

Sweden Tandvårds- och läkeme-
delsförmånsverket (TLV; 
Dental and Pharmaceuti-
cal Benefits Agency)

TLV and Läkemedelsverket 
(Swedish Medical Products 
Agency)

United  
Kingdom

National Institute  
for Health and Care  
Excellence (NICE)

NICE and Medicines and 
Healthcare Products Regulatory 
Agency (MHRA)

Multiple  
countries

EUnetHTA (European 
Network for HTA) *

European Medicines Agency 
parallel scientific advice with 
selected HTA bodies

* Ongoing European collaboration on HTA under review by European Parliament

Table 1. Examples of organizations offering early dialogue in Europe.

Conversation Starters
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V iewing the drug pipeline today, the dominance of  
specialty pharmaceuticals may lead executives to 
focus on seizing on the potential of  these agents to 
improve care and increase revenue for years to come. 

Nine of  the top 10 drugs by sales in 2020 were specialty agents, 
and eight of  the top 10 are given by injection or intravenous infu-
sion. The potential sales revenue associated with these specialty 
drugs is indeed vast. 

Undoubtedly, there is an industry emphasis on these biologic 
agents, both in the pipeline and FDA-approved—reference bio-
logics and biosimilars, to address common chronic and rare dis-
ease. One might also expect that this emphasis would result in an 
increased focus on specialty physician practice at the expense of  
primary care clinicians. Although logical, this could be a real mis-
step for the industry.

THE PRIMACY OF PRIMARY CARE
What happens at the primary care level has a direct effect on the 
specialties and hospitals. The primary care physician (PCP) office 
is a funnel for referrals to specialists and hospitals.

Most people with commercial health insurance or Medicare 
Advantage plans need a referral from a PCP to receive coverage 
when seeing a specialist. The vast majority of  expensive specialty 
medications can only be prescribed by appropriate specialists (at 
least initially), owing to prior authorization restrictions by the 
payer. Therefore, without the PCP referral, the patient cannot 
access the specialty drug. Unless the patient is a member of  a 
PPO or EPO—a more expensive health plan than an HMO—the 
PCP serves the traditional manage care gatekeeper role. 

When the number of  live office visits with PCPs drops pre-
cipitously, as happened during the COVID-19 pandemic, the 
number of  referrals fall dramatically as well. Patients were less 
willing to sit in a doctor’s waiting room and risk infection, and 
physicians didn’t want them there. 

The overall result was less use of  lab and diagnostic testing, 
fewer referrals to specialty care, and a real focus on COVID-19 
diagnosis and care.  

Moreover, there are too few specialists to care for patients who 
may benefit from their care, especially outside of  highly populated 
urban and suburban areas. Once the patient sees a specialist for 
the treatment of  a chronic disorder, that person is usually handed 
off to the PCP for long-term treatment and management—mean-
ing specialty drug refills and ongoing care. 

Reimbursement issues and the challenges of  maintaining a 
busy practice have placed PCPs under relentless pressure. The 
COVID-19 pandemic may be the latest, most serious challenge 
to PCPs remaining in the profession and surviving financially, but 
the factors that have been threatening primary care have been 
around for many years.

TODAY’S PRIMARY CARE DOCS, BY THE NUMBERS
According to the American Medical Association, there were 
223,125 PCPs in 2017, with family physicians (39.5%), internists 
(34.5%), and pediatricians (21.3%) comprising the largest groups. 
A 2016 report stated that 67,580 nurse practitioners also worked 
in primary care, as did 36,119 physician assistants. 

In 2017, the greatest number of  PCPs were between the ages 
of  45 and 64, with a peak in those ages 45 to 54 and an average 
of  48 years (about one-quarter were older than 60 years). In con-
trast, the median age of  physician assistants was 37 years in 2016. 
A 2020 survey found that 64.3% of  PCPs were white, 18.0% were 
of  Asian descent, and 9.5% were Hispanic/Latino. 

Of  all PCPs, 55% were male, but this varied by practice cat-
egory: For example, women outnumbered men 2:1 in pediatrics, 
but men outnumbered women 3:1 in general practice. The trend 
has applied to an increasing proportion of  female physicians. 

Whereas pediatricians and internists most often practice in 
more populated areas, family physicians are the doctors most 
likely to practice in rural or remote regions. 

However, the number of  PCPs per 100,000 population varies 
considerably by state, with a low of  48 per 100,000 in Mississippi 
to a high of  102 in Maine. 

According to a 2014 survey, 56% of  PCPs owned their prac-
tice, whereas 26% were employees in a practice not owned by 

STANTON R. MEHR
Freelance writer who covers 
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Primary Care in Crisis
PCP Navigation in a Specialty World
COVID-19 may be the latest challenge to primary care physicians, but 
it’s just one of many threatening the profession, including the increased 
focus on specialty drug markets—if PCPs are left out of the equation       
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physicians and 15% were employees in physician-owned prac-
tices. Fifty-two percent of  practices were owned by corporate 
entities like health plans or insurers; 42% were owned by med-
ical, academic, or community health centers. 

COVID IMPLICATIONS FOR PRIMARY CARE 
The last 18 months have represented a sea change for all office-
based physicians. Fewer live medical office visits and the increased 

use of  telemedicine have changed the way 
patients engage with their doctors. 

L. Allen Dobson, Jr., MD, retired as 
president and CEO of  Community Care 
of  North Carolina in mid-2020. In an 
interview, he says, “Independent PCP prac-
tices were not in the greatest financial shape 
anyway, based on the inherent inequities 
of  the payment policies.” The pandemic 

put a great deal of  financial pressure 
on both independent and larger, 
entity-owned practices, especially 
those paid primarily on a fee-for-ser-
vice basis. 

The healthcare environment has 
been pressuring independent clini-
cians to sell their practices to other 
entities or to merge with a larger 
practice. The pandemic ratcheted up 
this pressure significantly. According 
to a report from McKinsey & Com-
pany, “The demand shock from 
COVID-19 is unprecedented, and 
many physician respondents believe 
that the resulting loss of  revenue will 
put their practices at financial risk.” 

The report states that in April 
2020, 53% of  independent physicians worried about their prac-
tices surviving the pandemic. “Almost half  of  all independent 
physician practices said they had less than four weeks of  cash 
on hand.” As a result, independent physicians were increasingly 
considering “partnering with a larger entity, selling their prac-
tice, or becoming employed.” Furthermore, 91% of  family phy-
sicians attributed income declines to the COVID-19 pandemic, 
based on data from the Medscape 2021 Family Physician Com-
pensation Report. 

The federal government did offer a lifeboat to physician prac-
tices through its Paycheck Protection Program (PPP) loan pro-
gram during the pandemic. Furthermore, practices benefited 
from the 2020 implementation of  higher reimbursements on 
current procedural terminology (CPT) coding for evaluation 
and management services, says Ripley Hollister, MD, a Colo-

rado-based PCP, and board member of  the Physicians Founda-
tion, a national advocacy group for doctors. 

The uptake and reimbursement of  telemedicine were bright 
spots during the pandemic, Dobson believes. “I always talked to 
my patients by phone and didn’t get a chance to bill for it. It was 
the easiest way to get my patients’ needs met without them hav-
ing to come to the waiting room and get on my schedule,” he 
says. Dobson pointed out that the telemedicine visits were ini-
tially paid at parity to a live visit, “but insurers cranked down 
the payments,” which left the practices with lower revenues dur-
ing the pandemic. 

That’s the million-dollar question, adds Yul Ejnes, MD, a pri-
mary care practitioner from Cranston, Maine, around “whether 
a televisit is worth the same as an in-person visit.” He points out 
that whereas the overhead may be different, “the cognitive load 
of  a televisit in some ways may be greater than it is to have some-
one in the room with you. How do you value all of  that?” 

PCP practices are fighting today for 
survival, agrees Ejnes. “COVID-19 called 
this out when nothing else could—the 
vulnerability of  most PCP offices paid 
primarily on a fee-for-service basis,” he 
says. In contrast, medical groups paid 
based on capitation or alternative pay-
ment models had a bit more of  a financial 
buffer, according to Ejnes. 

The Physicians Foundation reported 
in 2020 that 72% of  physicians overall 
(but a majority of  PCPs) have experienced 
a COVID-related reduction in income. 
Of  these, 55% noted experiencing income 
losses of  26% or more. 

Physician practices have been under 
a separate financial pressure: to take on 
risk, which is very difficult for a small 

independent practice. Dobson contends, “We’ve basically cre-
ated almost a forced consolidation because of  numbers and 
complexity and stuff. So, now you’ve got hospitals, insurers, and 
venture capitalists all trying to fight to aggregate all the health-
care professionals. A lot of  practices are asking, “Can I make 
it? Do I sell out? What do I do? Do we all merge together? 
There’s lots of  turmoil out there,” says Dobson. He points out 
that also means loss of  autonomy for the provider. He believes 
that ultimately, “that’s going to lead to worse care and less 
options for patients.” 

Loss of  autonomy and control, combined with the pandemic’s 
reduction in doctor-patient contact, has affected physicians in a 
more basic way. It cuts to the core of  why they became doctors 
in the first place. Being unable to see patients and caring for fewer 
of  them has compelled some PCPs to reconsider their long-term 
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plans. One Pennsylvania-based PCP confided that she is aware 
of  several colleagues who are leaving practice. They tend to be 
older physicians who are willing to stick it out until after the pan-
demic and then retire early. The Physicians Foundation survey 
concluded that up to 37% of  physicians would consider early 
retirement. Physician burnout has long been a concern, and the 
COVID-19 pandemic may have made more doctors vulnerable 
to burnout. In this survey, 58% of  respondents have reported 
having “feelings of  burnout” in 2020 versus 40% in 2018. 

Another survey conducted in 2020 found that 30% of  over 
2,000 physicians reported experienced feelings of  hopeless-
ness owing to COVID-related changes in their practices. Stun-
ningly, 22% acknowledged that they knew a colleague who 
committed suicide. 

Another report, based on a survey 
of  almost 800 physicians (three quarters 
of  whom were PCPs), found that two-
fifths were working in practices that rec-
ognized the problem within the past 
year and sought “concrete steps” to 
address burnout.

MORE TIME FOCUSED ON THE 
BUSY REQUIREMENTS
In past years, physician burnout was 
usually associated with the increasing 
time spent on administrative tasks 
compared with caring for patients. That includes time needed 
to comply with data reporting and quality issues, as well as the 
daily requirements of  entering data onto electronic medical 
records, obtaining prior authorizations, coding and billing 
needs, and other strictly non–patient care activities. 

In 2015, a Medscape survey found that approximately 30% 
of  PCPs spent at least 15 hours per week on paperwork and 
administration, and another 30% spent 10-14 hours per week. 
In the 2021 version of  the survey, that figure for family physi-
cians jumped to an average of  17 hours per week. Internists 
reported an average 19.7 hours per week on paperwork and 

administration. 
Ejnes points to some issues that have 

increased the administrative workload over 
the years. “You have that every-January 
extravaganza of  having to reauthorize 
chronic meds that patients have been on for 
20 years because a pharmacy benefit man-
ager changed,” he says. “You have to deal 
with imaging requests that are guideline-

based, recommended, but rejected because the punctuation mark 
is in the wrong place. You’re having to have a peer-to-peer con-
versation that is a time-waster.” 

In practices with the sufficient infrastructure, says Ejnes, a team 
of  pharmacists or nursing staff may be available to handle prior 
authorizations or medication renewals. 

Again, this could mean fewer hours actually engaged in the 
practice of  medicine and patient care—the reason PCPs decided 
to enter the field in the first place.

REVENUE AND TIME CRUNCH FOR FRONTLINERS
The primary care profession is under pressure on multiple fronts: 
practice time constraints and revenue dips, but also personal finances 
and personal time. 

Primary care providers generally earn less than specialists. 
According to reports from 2020, a family physician in Philadel-

phia earns a median compensation of  
$225,400 annually, with one quarter 
earning less than $200,000 (one quarter 
earning more than $258,700). Accord-
ing to a ZipRecruiter survey conducted 
earlier this year, the national average 
annual salary for a PCP was $214,751, 
with similar wide variations. 

In the Medscape Physician Com-
pensation Report 2015, 53% of  PCPs 
indicated that they did not believe they 
were fairly compensated. This was 
based on an average salary of  $195,000 
for those in family practice. Although 

the ZipRecruiter survey cited compensation gains, this varied 
significantly by gender. Women working in family practices aver-
aged only $204,000 in 2021, and 43% of  female survey respon-
dents reported feeling that their compensation was too low. Per-
sistent medical school debt may be one reason for this belief.

In the first quarter of  2021, the publishers of  Medical Econom-
ics conducted its own survey of  physicians, more than half  in 
primary care practices. They found that one-third of  all respon-
dents sought secondary income outside their practice; close to 
one-fifth of  those doctors filled gaps with non-medical work. 
Eleven percent of  family physicians sought non-medical second-
ary income. The secondary income earned was substantial: an 
average of  $53,000 for family doctors, $46,000 for internists.

Notwithstanding the effects of  COVID-19, physicians in busy 
PCP practices are being asked to see their patients, conduct their 
administrative responsibilities, and keep up with the medical lit-
erature during the course of  a “normal” workday. Ejnes says, “A 
lot of  physicians are doing work from home, after dinner, after 
the kids are put to bed, at five o’clock in the morning before they 
go to the office—which is not a good thing.”

The Physicians Foundation’s Hollister adds that the “time 
requirement for documenting care of  the patient has been con-
densed,” and he typically does this documentation in the evening 
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once he gets home. The survey by Medical Economics emphasizes 
the point: 89% of  physicians spend time outside the office on prac-
tice management, financial research, 
and reading clinical research. 

For example, 54% of  those sur-
veyed read their medical journals and 
other clinical content at home rather 
than in the office. “For most physi-
cians, medicine is what we love. We 
enjoy keeping up with medical devel-
opments,” says Hollister, and would 
likely spend off-hours reading medical 
content in any case.  

In Medical Economics’ survey, 37% 
of  197 respondents indicated that they 
also conduct practice management 
and financial research exclusively at 
home, with another 35% reporting 
that it is mostly done at home. Nearly one-fifth spend between 
three and six hours per week on practice management and 
finance reading and research. 

REACHING THE PCP IN TODAY’S PRACTICE
The time demands on family and general practitioners, internists, 
and pediatricians make it difficult to navigate the typical workday. 
Those surveyed emphasized that content in traditional practice 
management and financial resources, such as Medical Economics, 
are still considered highly valuable by PCPs. For example, 46% 
of  survey respondents indicated that they find information in 

Medical Economics influential in their research, 
and 82% use the information provided by 
the journal. 

In 2020, the COVID-19 crisis only spot-
lighted the vulnerability of  these primary 
care practices. Physicians have seen fewer 
pharmaceutical account executives recently, 
whether through new practice policies or 
COVID restrictions. Hollister, for one, 

misses the interactions and opportunities that pharma companies 
bring to his practice and staff, in terms of  “lunch and learns,” 
other potential social activities, and passing of  information, 
“which the clinician can weigh against their whole acumen of  
medical knowledge,” he says. 

Ejnes’ practice curtailed pharmaceutical visits years ago, 
mostly because he felt he could use the time to generate income 
and care for patients. “At times I thought I was doing more for 
the pharma reps during these visits to help them, rather than to 
help me. So, I stopped the visits altogether,” he reflects. Ejnes 
adds, “The whole issue of  samples was starting to become more 
of  a nuisance than a help in terms of  having to track lot numbers 

and maintaining inventory just for safety purposes. So, I don’t 
think many of  the physicians in my office actually see pharma-

ceutical reps. I’m not even sure how 
many even show up to see anyone.”

Although it is more difficult for 
pharma representatives to see these clini-
cians in their offices these days, there is 
still an opportunity to reach them when 
and where they do their financial 
research and read their clinical content. 

For a specialty medicine-obsessed 
pharma industry, Dobson’s advice is 
something that may be easy to overlook: 
“Primary care doctors are probably not 
going to want to be the one putting the 
patient on the specialty med, but if  
you’re talking about accessing the care 
and making sure patients are taken care 

of, the primary care doctor is the one who will be refilling the 
medicines and seeing them in their communities.”

“For the specialty pharmaceuticals to work really well, we 
need to support specialists, but we need to keep primary care 
doctors in the mix so that they can provide the follow-up care 
patients need,” he adds.

Fewer PCPs means an erosion of  access to specialists, and to 
specialty drugs. This should be of  keen interest to a pharmaceu-
tical industry focused on a specialty drug future. 
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Why the Pandemic 
is Rewriting the 
Biopharma Rule Book
Changes necessitated by COVID will drive unprecedented 
transformation of industry

From one of the most terrible crises humanity has faced 
in a generation, has emerged an incredible spirit of col-
laboration and remarkable achievements like nothing 
I’ve seen before in my many years in this industry. As 

we try to predict how our world might change going forward, it’s 
clear that demand is growing for more vaccines, faster develop-
ment, and easier access for patients—all of which means we need 
increased capacity, which has been the biggest challenge we’ve 
faced during the pandemic. Not only do we need to crack this 
capacity challenge, we need to understand how the rise of mRNA 
will drive a seismic shift toward genomic medicines more broadly 
because this will define the biopharma industry here on in.

As companies look to invest in and use mRNA and genomics 
for their therapies, they turn to science and technology companies 
to help them navigate the complex challenges of these new modal-
ities. Our experience of the COVID-19 vaccine race has awoken 
a need for speed in the industry. Biopharma and life sciences 
leaders ask how we can supercharge everything from downstream 
processing to pharmacological characterization. Our operating 
company, Pall Corporation, designed the manufacturing process 
for the Oxford/AstraZeneca COVID-19 vaccine in a record-
breaking eight weeks—something that would previously have 
taken years—by deploying standardized processes and state-of-
the-art single-use technologies. Innovation like this shows what 
remarkable breakthroughs are possible when the partnership 
between biopharma and life sciences strengthens.

BUSINESS MODEL NEEDS TO CHANGE
As biopharma looks increasingly to science and technology com-
panies to help them find innovative ways to efficiently develop 
and biomanufacture genomic medicines at scale and increase 
speed to market, a second center of gravity is emerging in the 
industry. Deep science and technology expertise is now needed 
to complement the traditional—and still essential—focus on 
pathobiology/clinical development. As a result of this new envi-
ronment, biopharma needs to tear up the rule book and write a 

new one—about becoming more efficient, more productive, and 
more agile, and ultimately better able to make high-quality drugs 
more accessible to more people.

Innovation and digital transformation will be absolutely vital. 
We’ve now seen how big data analytics and machine learning/
AI can help us understand the spread of  disease, map variants, 
and model enzymes. This technology is being deployed across all 
parts of  the industry, from early drug discovery to large-scale 
manufacturing. Biopharma cannot transform alone, as we’ve seen 
in the work of  our operating companies with their industry cus-
tomers. For example, one of  Danaher’s operating companies, 
IDBS, has developed the world’s first biopharma life cycle man-
agement system, called IDBS Polar. It’s a new cloud-based data 
management platform that enables biopharma companies to 
curate the highly contextualized data needed to support insight, 
analytics, and machine learning.

There will be greater demand for technologies like this going 
forward, and greater collaboration between biopharma and sci-
ence and technology companies to solve the increasingly complex 
scientific challenges that arise. The ties that have been strength-
ened during the pandemic will get much closer moving forward, 
to the benefit of  all parties. 

INDUSTRY’S FUTURE
People have asked me if I think the biopharma and life sciences 
industries will merge in the near future. If by life sciences, we 
mean science and technology—the equipment, technological 
innovation, and know-how fundamental to everything from scal-
ing up the manufacture of a COVID-19 vaccine, to using 
machine learning to analyze research data, or performing in-line 
testing of new drugs in the manufacturing suite—then, I’d say 
that while these industries will probably not become indistin-
guishable, the degrees of separation are becoming smaller every 
day. It’s an evolution I welcome and believe will greatly benefit 
all partners involved, especially the patients that both industries 
ultimately serve. 

JOSE-CARLOS 
GUTIÉRREZ-RAMOS, PhD
Chief Science Officer,
Danaher
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