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As pharma companies have become increasingly global 

organizations, the need to integrate forecasts across the 

regional and global levels has grown. Country-level forecasts 

leverage detailed knowledge from individuals with experience 

in a market to make predictions at a more granular level, but 

oftentimes global forecast teams struggle to get full and timely 

information from these local market experts. A cumbersome 

‘forecast submission’ process, complicated Excel spreadsheets, 

and version control issues make forecasting a huge headache 

for both global and regional teams.

In this webinar we’ll discuss how a pivot to “glocal” forecasting 

can more effectively engage regional affiliates in the forecast 

process. We’ll take a look at how real-time web tools make it 

simple and easy for affiliates to submit and update data. And 

we’ll provide actionable tips for how global and regional teams 

can build a joint forecast model that combines the best data 

and insights from both teams.

3 Key Takeaways

• How to use new tools to build real-time forecasts for 
regional and global teams

• Tradeoffs between affiliate-led forecasts vs. global  
“top-down” control

• How to move past the old-fashioned ‘submission process’ 
for regional forecasts
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From the Editor

CRISPR for Diversity, 
and Humanity’s, Sake
In late October, the Chamber of Commerce for Greater Philadelphia’s 
regional CEO Council for Growth, and its partners in the Cell & Gene 
Therapy and Connected Health Initiative, held a media briefing with 
Eric B. Kmiec, PhD, director, Gene Editing Institute (GEI), Helen F. 
Graham Cancer Center & Research Institute, ChristianaCare. Dr. 
Kmiec, who has headed GEI since 2014, has an amazing background 
(https://bit.ly/2JILqh7) and is well known for his pioneering work in the 
fields of molecular medicine and gene editing. 

G EI is unique in that it is embedded within a health 
system that is nationally known for its excellence 
in patient care. Based in Wilmington, DE, Kmiec 
allowed that it may seem a strange location for such 

an advanced science institute, but elaborated: “We have found 
it’s actually been the best location for the development of a bio-
therapeutic product, especially one that is so innovative as 
CRISPR. The reason for that is being embedded in a system 
where we see all levels of socioeconomic development with the 
people coming through our doors, who have sometimes never 
seen a doctor. We see a level of underserved communities, which 
gives us a perspective that this is not about the technology—not 
really about CRISPR—it’s actually about the patient. And as 
we move forward on the technology, we do want to translate 
this into the patients and we have a very strong purpose at GEI 
to reduce the healthcare inequity and health disparities that 
we see.”

To that end, one product that GEI recently helped launch 
will be structured to inspire and engage a generation of  future 
scientists from the exact underserved communities that Christi-
anaCare serves. 

In early September, GEI, Delaware Technical Community 
College, and Rockland Immunochemicals teamed up to launch 
CRISPR in a Box, literally a box, which contains GEI’s gene 
editing tools and CRISPR/Cas complex, a target DNA mole-
cule, mammalian cell free extract, and a synthetic DNA mole-
cule. CRISPR in a Box is designed for use in educational sessions 
in high schools, community colleges, universities, and companies 
(and also suitable for remote learning) and is for sale through 
Rockland. 

Says Kmiec, “It teaches kids how to basically go through a 
gene editing experiment.”

Where Kmiec hopes to take this to the next level in address-
ing health disparities is through GEI’s belief  that CRISPR can 
be used to cure sickle cell disease, a condition that dispropor-
tionately impacts African-Americans. With his experience 
observing the ChristianaCare community; his observation that 
breakthrough technologies seldom reach underserved commu-
nities; and the reality of  the African-American scientific experi-
ence through discussions with scientist team members, Kmiec 
believes there is a lack of  trust, as well as education, in advanced 
scientific technologies among the community. 

Through a grant, GEI is continuing research into the diver-
sity of  responses in African-American regenerative cells to var-
ious forms of  CRISPR. Kmiec is exploring a program that will 
combine a high school and college-level curriculum, live stream 
production, and CRISPR in a Box to educate the students about 
gene editing and to engage them on sickle cell research. 

“We’d like to livestream and chat on a weekly or biweekly 
basis to engage high school students and to let the students fol-
low us as an institution as we work on sickle cell disease,” says 
Kmiec. “Our message to the high school students and college 
students is to come join us in the fight against sickle cell disease. 
We’re going to give you the ammunition to accomplish it, but 
we need your help. And, most importantly, we need their per-
spective.”

This is but one example of  an organization putting its best 
efforts to the front lines of  addressing diversity on multiple lev-
els. Next month, Pharmaceutical Executive will hold its next closed 
CEO Leadership Roundtable on the topic of  diversity. We will 
report our findings in February.  

We hope to be a part of  advancing the discussion by sharing 
insights and accomplishments in action for the pharmaceutical 
industry. 
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JILL WECHSLER
is Pharmaceutical Executive’s
Washington Correspondent.  
She can be reached at
jillwechsler7@gmail.com

A s multiple COVID-19 vaccine candidates near the 
finish line for clinical testing, industry and govern-
ment experts are contending with multiple issues 
related to testing and approval of  effective preven-

tives. At the recent meeting of  FDA’s Vaccines and Related Bio-
logical Products Advisory Committee (VRBPAC), leading scientists 
discussed policies and data requirements for determining that a 
pandemic vaccine is safe and effective when based on more limited, 
early trial data. A main goal for FDA officials was to reassure the 
public that it will take all precautions to ensure the safety of  any 
vaccine approved under an Emergency Use Authorization (EUA).

The Center for Biologics Evaluation and Research (CBER) 
specified in its recent guidance that it expects an EUA application 
to provide two months or more of  safety data for at least half  of  
the participants in a trial following completion of  the full vaccina-
tion regimen. As most serious side effects appear within six weeks 
of  individual vaccination, this timeframe is designed to provide a 
sufficient period for detecting rare events such as vaccine-induced 
enhanced respiratory disease.  

A particularly challenging issue for the advisors was how grant-
ing EUA status to an initial product would interfere with further 
assessment of  the vaccine’s safety and with ongoing trials for other 
preventives. FDA and the expert panel want the sponsor of  an 
authorized vaccine to continue blinded follow-up assessment to 
gain added safety information plus fuller comparisons among 
patient groups with differences in age, sex, comorbidities, and eth-
nic characteristics. And because data will be limited on how long 
immunity will last from initial vaccines, both manufacturers and 
regulators look to further assess when boosters might be needed. 

While randomized, placebo-controlled clinical trials are key to 
understanding true effects of  a medical product on larger popula-
tions, researchers and sponsors of  initially approved vaccines fear 
it may be unethical to retain trial participants in a placebo arm 
following EUA approval. Some subsequent vaccines may affect 
certain populations differently, and varying formulations may be 
more suitable for distribution in certain regions. But continued 

development of  alternative preventives may be hindered by diffi-
culties in enrolling subjects in randomized trials when a vaccine is 
on the market. 

COMPLICATED DISTRIBUTION
FDA approval of the first vaccine will launch a complex and 
relatively untested process for delivering millions of doses to 
appropriate healthcare sites. Important complications are that 
some vaccines require two shots about three weeks apart and 
must be shipped frozen, one at sub-sub-zero temperatures. Addi-
tionally, it’s not clear how manufacturers, distributors, and pub-
lic health officials will deal later with multiple approved vaccines 
with different potencies and administration schedules. 

In hopes of  avoiding the confusion and mistakes that stymied 
access to diagnostic tests and personal protective equipment when 
the pandemic erupted six months ago, the administration’s Oper-
ation Warp Speed has established a COVID-19 vaccine delivery 
system that involves a cadre of  military logistics experts working 
with the Centers for Disease Control and Prevention (CDC), as 
outlined in a plan issued in mid-September. Initial vaccine distri-
bution will follow recommendations of  the CDC Advisory Com-
mittee on Immunization Practices (ACIP), which is expected to 
establish several phases for vaccine allocation. A CDC distribution 
contract with McKesson will handle the first vaccine deliveries from 
manufacturers to states and other jurisdictions, initially to treat 
front-line health workers and first responders. 

Early vaccine distribution is expected to run through mid-
2021, followed by phase two covering about 60 million to 80 mil-
lion essential workers and high-risk individuals; the experts don’t 
expect a sufficient volume of  doses for the general US population 
until mid-2022. Tracking a two-dose vaccination schedule prom-
ises to be confusing, as seen in the approach outlined by a CDC 
official at the FDA advisory committee: patients receiving a first 
dose will be given a card specifying time and type of  dose to hand 
in at the second visit. “What could go wrong with that plan?” 
quipped one observer. 

Vaccine Authorization, 
Distribution Raise 
Multiple Challenges 
Authorities fear distrust of early preventives and complications for 
ongoing COVID-19 research

mailto:jillwechsler7@gmail.com
https://www.pharmexec.com/
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CLAY ROMWEBER
EVP, Chief Growth Officer,
BioPharm Communications

D ue to restrictions during COVID-19, marketers now 
face greater challenges in communicating their 
brand messages to target healthcare professionals 
(HCPs). More traditional promotional tactics, such 

as personal selling, conferences, and key opinion leader (KOL)-
led meetings, have been significantly impacted—some to the 
point of no longer existing.

Marketers are pivoting to create brand engagement via webi-
nars and other tactics aligning to virtual conferences. Additionally, 
they have been looking to integrate brand opinion leaders into 
more traditional, non-personal multichannel campaigns to main-
tain share of  voice with their key clinical messaging.

HCPS TRUST CONTENT PRESENTED BY KOLS

In clinical practice, HCPs look to opinion leader experts to pro-
vide unbiased, clinically relevant information that guides their 
treatment decisions. A recent HCP Digital Education Survey 
indicated that 83% of HCPs are likely to prescribe a new drug if 
it’s endorsed by an opinion leader. This finding was further rein-
forced at a Cardinal Health Specialty Solutions summit meeting 
where 156 community oncologists stated that national opinion 
leaders have significant impact on their treatment behaviors.

Data also shows that HCPs are much more likely to engage 
with content that is KOL-derived. A ZS Associates study found 
that emails containing opinion leader clinical insights were the 
most likely to be opened by HCPs, by a significant margin. In 
the HCP Digital Education Survey, 85% of the 3,985 HCP 
respondents ranked KOL-derived content materials as having 
high educational and clinical value.

 
CRITICAL TO THE OMNICHANNEL MARKETING MIX
A comprehensive omnichannel marketing plan requires brand 
resources to impact target HCPs at all stages of their product 
adoption curve. Whether a brand is launching or more mature, 
physicians’ interests in brands vary, and different messages reso-
nate with different physicians. A critical time in physicians’ adop-
tion of a brand is when they are truly evaluating brand benefits 
and considering a trial with a new patient.  

Currently, HCPs need to be familiar with the core brand story 
(e.g., mechanism of  action, efficacy, dosing, safety, access), as well 
as seek to understand how opinion leaders and peers are using the 
brand (e.g., in what patient types will this brand be most effective?).  
It is then that opinion leader content can clinically educate with 
a high level of  trust. Effectively delivering this KOL content, in a 
more clinical format and often in collaboration with trusted third-
party engagement partners, fills an important role in a compre-
hensive omnichannel plan.

LEVERAGING KOLS IN THE NEW NORMAL
In today’s market, we are seeing brands with a renewed focus 
on delivering opinion leader messaging through omnichannel 
campaigns. With all the increased digital activity in the market-
place due to COVID-19, KOL campaigns can help brands cut 
through the clutter and continue to drive high levels of brand 
engagement.  

Additionally, digital transformation is creating innovation in 
the structure of  opinion leader campaigns. Innovative ways to 
leverage KOLs in your omnichannel marketing efforts include:
• Personalized journeys (message, channel, segmentation, geography) 
• Virtual KOL video recordings 
• KOL roundtables 
• Interactive learning modules
• Social media channels
• Regionalization of campaigns with local KOLs
• Providing sales reps with marketing assets featuring KOLs

Digital marketing activities are at an all-time high as brands 
emphasize non-personal efforts and empower their sales reps to 
engage virtually. These activities have a significant impact on the 
amount of  messaging received by target HCPs. To execute suc-
cessful marketing campaigns, brands need to be precise, efficient, 
thoughtful, and personalized. 

Equally as important are the types of  messaging that market-
ers leverage from traditional branded content to more clinical 
KOL-derived content to drug coverage and reimbursement infor-
mation. Be sure your partners can help drive the most relevant 
omnichannel user experience for your customers. 

The Importance of 
KOL Content in a 
Digital Transformation
Marketers are working to reimagine how they leverage key opinion 
leader support during COVID-19

https://www.pharmexec.com/
https://www.biopharminternational.com/
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REFLECTOR
is Pharmaceutical Executive’s
correspondent in Brussels

COVID-19 remains at the forefront of the priorities of 
the leaders of the European Union. The discussion of 
Europe’s responsiveness was a major item on their 
October summit in Brussels, to such an extent that the 

pandemic was right up at the top of the statement the 27 member 
states’ prime ministers and presidents signed up to at the end of 
their two-day meeting.

“The European Council”—as these summit meetings are 
known—“assessed the current epidemiological situation, which is 
unprecedented and gives rise to very serious concern,” the state-
ment concluded. That may seem nothing more than a routine 
statement—even an understatement—of  the obvious. But in the 
context of  Europe’s complex governance, the statement is the 
equivalent of  diplomatic dynamite. Placing health issues at the top 
of  the EU agenda—ahead of  the customary topics of  climate 
change, economic recovery, Brexit, or relations with Russia or Tur-
key—is an inversion of  more than 50 years of  EU policymaking, 
during which health languished as barely more than an occasional 
footnote to the deliberations of  heads of  state and government.

The statement explicitly welcomed “the work at EU level on the 
development and distribution of  vaccines”—work which has itself  
reached unprecedented levels of  intrusion into the EU’s customar-
ily hands-off approach to the way its member states handle health 
matters. Not only has the EU ploughed upwards of  $2 billion into 
backing half-a-dozen selected companies developing vaccine can-
didates, it has also issued what amounts to instructions to national 
authorities about how to allocate and distribute any of  the vaccines 
that become available. And it has set up an EU-wide system interop-
erability gateway between the multiple national contact tracing apps. 
On top of  that, it has started to make purchase agreements for other 
COVID drugs. Shortly before results emerged from the WHO trial 
about the indifferent performance of  Gilead’s Veklury (remdesivir), 
and amid shortages of  the medicine in Europe, the EU arranged 
to buy sufficient doses of  Veklury to treat some 3,400 patients.

And this is where the stakes are getting very high. The vigorous 
EU action on promoting a response to the pandemic has won praise 
for establishing a new level of  coordination among countries noto-
rious for going their own way on health policy. Advocates of  greater 
EU collaboration on this fundamental aspect of  European citizens’ 

lives see the pandemic as a catalyst for a radical and long-overdue 
change in the EU’s approach to health, and have revelled in the EU 
Commission’s evident ambition to create what is now being referred 
to as a European Health Union. But already questions abound on 
the effectiveness and appropriateness of  this top-down drive toward 
systematic—and manifestly centralized—collaboration.

The most immediate question as October drew to a close was 
the decisions taken over remdesivir. The EU authorities granted 
the product conditional approval in early July for the treatment of  
COVID-19 in adult and adolescent patients with pneumonia 
requiring supplemental oxygen (the US approved Veklury for 
COVID last month). Now, in Europe, questions are being raised 
as to the quality of  that rushed decision, and over the wisdom of  
an advance purchase arrangement of  a medicine whose efficacy 
was still to be demonstrated. The EU’s own medicines agency then 
revealed that its safety committee had started a review of  potential 
severe renal adverse events of  Veklury. A wave of  skepticism arose 
rapidly about crisis-driven action, with demands for further infor-
mation about how the EU could have made such decisions.

But that is a side-show compared with the questions that will 
have to be answered about the massive investments the EU has 
promised to drug firms to develop and manufacture effective vac-
cines. Awkward queries are starting to be raised about the trial pro-
tocols for the subsidized products, about their likely efficacy, and 
about the return that manufacturers are likely to make on the back 
of  major public investment: at least one of  the beneficiary firms has 
provoked ire already by conditioning non-profit promises to only 
“as long as the pandemic lasts.” Wider realization is also dawning 
that—contrary to the depiction of  vaccines as something like a cure-
all that could restore normality by next year—it will need a much 
wider therapeutic arsenal to control COVID, and restoration of  
normality is far from guaranteed, next year or even in the years after.

The EU’s assertive approach can be seen as noble. Few would 
argue against the logic of  combining forces to fight a pandemic. 
But the EU has set itself  a difficult challenge at a difficult time. If  
its plans do not produce dramatic positive results in 2021 that match 
the expectations it has built up, the disappointment will be over-
whelming. That could tip the balance against maintaining its cred-
ibility—and not just for health. 

EU Leaders in 
High-Stakes Gamble
on COVID Responses
Must maintain trust in face of customary, non-pandemic challenges
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F ormer US Surgeon General Dr. C. Everett Koop once 
aphoristically said, “The best prescription is knowl-
edge.” This thought permeates much of what drives 
market access, but it is missing the essential word of 

the sentence, and that is “Insightful” knowledge. 
Dr. Koop practiced medicine during a time when information 

was limited to individual practices and groups. Today, hospital sys-
tems, payers, and pharmaceutical firms have access to excessive 
amounts of  data—and it is our task to turn this volume into some-
thing accurate and actionable, something of  value. Additional chal-
lenges coincide with data saturation as well. A cacophony of  voices 
sharing both true and false information has led to a more discerning 
but often anxious patient base; payer groups are reconsidering acces-
sibility and reimbursement procedures in light of  consolidation; and 
the cost of  pharmaceutical research has expanded in a parallel 
fashion with increasing drug complexity. Market access seeks to align 
these outwardly disparate concerns using technology and tools like 
ACTICS, and for those with the creativity and adaptability neces-
sary to succeed in this task, the end result is better patient outcomes. 

MANUFACTURERS ARE EMBRACING KNOWLEDGE 
Over the past decade, data and knowledge have increasingly been 
used in decisions, and tactics have been employed to improve 
patient outcomes. Manufacturers in particular have taken a keen 
interest in patient experience programs—a comprehensive suite 
of coordinated and intertwined services that are as important to 
a brand as the individual campaigns themselves. 

What begins with market research and insights, clinical trial 
patient enrollment, and medical information and pharmacovigi-
lance doesn’t end with a written prescription. To successfully treat 
patients and deliver value, manufacturers need to do more. From 
patient CRM platforms to behavioral health, text message support 
services, in-home nursing, and available nurse practitioner phone 
support, medication campaigns are far more than a set of  colors 
and taglines used in a CVA. These programs give patients the 
opportunity to be accountable with their own health, and they give 
manufacturers direct communication and data access. Working 
with a partner who can embrace the way payer stakeholders think 
will allow patient access programs to thrive.

HEALTH ECONOMICS & REAL-WORLD EXPERIENCE
Changes in today’s healthcare landscape place a greater impor-
tance on integrated, real-world evidence synthesized for actionable 
insights and decision-making. Value-based care demands that 
manufacturers demonstrate economic and clinical value to 
improve patient outcomes while identifying opportunities to lower 
the total cost of care. Integrating health economics and real-world 
evidence starts at the beginning of a medication’s lifecycle. This 
continues with patient-experience programs through data collec-
tion, patient enrollment and, ultimately, sustained adherence.
 
QUALITY-OF-CARE STARTING POINT
Genuine outreach leading to better patient outcomes requires a 
deep understanding and expertise of the payer landscape and 
innovative patient relationship management. Technology has 
given a tremendous opportunity to recruit patients not only for 
clinical trials but also for ongoing service and support. Patients 
are online and connected—more accessible by technology than 
through traditional channels of engagement. 

It is essential for manufacturers to work with a partner that under-
stands the payer landscape—a partner that can effectively break 
down the complexity of  reimbursement with traditional payers and 
new, evolving models of  care. The ability to provide high levels of  
strategic support in combination with tactical execution excellence 
will enhance all patient access and reimbursement programs. Pay-
ers, just as patients and HCPs, need education on novel therapies. 

MARKET ACCESS PARTNERSHIPS 
Just as healthcare has evolved from pen and paper, volume-based 
care to complex data collection, value-based care, successful man-
ufacturers are supporting patients, providers, and payers with 
accurate knowledge and precise data. These strategies provide the 
best results when they start at the beginning of a product’s devel-
opment and run through commercialization. This includes offer-
ing patients more say and accountability, resulting in a higher 
quality of life and better treatment adherence. Innovation in the 
marketplace will continue its drive forward, changing the way 
we approach healthcare and ultimately leading to improved 
clinical and financial outcomes. 

Market Access
and Treatment
Outcomes
Shifting from the volume of data to the value of insights
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W hen COVID-19  forced workers to suddenly shel-
ter in place last March, most companies had no 
choice but to shift to remote work. Executives 
were forced to face a new employment model, 

one that many weren’t convinced could succeed in a pre-COVID 
world. But with increasing employee interest in a flexible work 
schedule and a generally positive example rendered by COVID, 
remote work should be looked at more closely as a new way of 
doing business, not just a stop-gap measure.

Owl Labs’ State of  Remote Work 2019 indicated that 80% of  
employees want to work from home at least some of  the time. This 
model has been gaining in popularity as people look to achieve 
better work-life balance. According to Virtual Vocations, an online 
telecommute job board, from 2015 through 2019, the number of  
jobs it added per year increased by 197%. Among the reasons why 
people seek remote jobs are schedule flexibility, the ability to care 
for family members at home, the ability to work around their own 
health concerns, and time and money savings. 

Many companies have long had doubts about letting employees 
work on their own. They often struggle with control and trust (know-
ing if  employees are really working) and the ability to collaborate 
virtually. Technology and security concerns are other factors often 
cited. Michael Bailey, president and CEO of  AVEO Oncology, used 
to think along these lines. In a recent closed virtual roundtable with 
Pharm Exec, he admitted he was wary of  moving to a remote work 
environment during COVID. However, he has been pleasantly sur-
prised and attributes the success to a forged sense of  trust. “I used 
to be one who said, “Jeez, is it good or bad as a leader to allow 
people to work remotely and have flex hours and do all this?” he 
said. “We had always integrated that into our organization and 
allowed it, but now this was like complete, full-on flexibility. And I’ve 
been impressed by the increase in productivity that the team has.”

Productivity is just one benefit of  remote work. Global Workplace 
Analytics estimates that a typical employer can save an average of  
$11,000 per half-time telecommuter per year. In addition to produc-
tivity, it cites lower real estate costs, reduced absenteeism and turn-
over, and better disaster preparedness as other contributors to savings.

The group also predicts that the longer people are required to 
work at home, the greater the adoption of  remote work will be in 

the COVID aftermath, estimating that 25% to 30% of  the workforce 
will be working at home multiple days a week by the end of  2021.

HOW TO MAKE IT WORK
For employers who have been converted to the benefits of remote 
work, there are some important practices to consider. First, com-
panies should value people who are strong in leadership, indepen-
dence, organization, communication, collaboration, and technol-
ogy. These are attributes to look for in new remote hires, while 
enrichment programs could help develop these skills in current 
employees who are transitioning to a remote role.

Building a sense of community, both professionally and cultur-
ally, is also important. Inviting new hires into the office to meet 
the full team can help put faces to names. And in the absence of 
water cooler talk, in-person team-building, and happy hours, com-
panies can bring people together virtually in creative ways. Com-
pany-wide enrichment programs such as midday meditation ses-
sions, online team-based challenges, and virtual happy hours are 
some ways to connect.

“It can be challenging for a team member to fully absorb and 
benefit from your culture when they are missing out on the energy 
and buzz that happens within the walls of your company,” says 
Jason Hersh, managing partner of the executive recruitment firm 
Klein Hersh International. “Our partner companies have recog-
nized the importance of having new employees spend time on-site 
when starting their role, to lay the foundation for relationship and 
team building.”

If a sense of community is strong, it will be easier to build trust 
and overcome any lingering doubts about remote work. Open 
lines of communication also can help employees feel valued and 
create mutual respect.

“The right cadence of communication is important to ensure 
a culture of collaboration,” says Hersh. “Many successful man-
agers opt to have a daily call with their remote employees. This 
could take the form of a series of one-on-one calls or a team call. 
The important feature is that the calls are regular and predict-
able, and that they are a forum in which employees know that 
they can consult with you, and that their concerns and questions 
will be heard.” 

Making Remote 
Work a Success 
Beyond COVID
How the pandemic helped prove a point
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W hen Tzvia Bader received her cancer diagnosis 
in December 2013, the first thing she did—as 
almost everyone in that situation does—is go 
online. But she remembers feeling completely 

lost. “I couldn’t find anything that told me, ‘OK, those are your 
options.’” When she visited her community oncologist, she could 
only speak with him for five minutes after waiting for three hours. 
And even then “he didn’t have anything of much value to share 
with me.” As her frustration boiled over, Bader took her cancer 
journey into her own hands. She realized that if she wanted the 
best chance of beating cancer, “the most innovative and effective 
option would be a clinical trial.” She spent weeks reading through 
different websites and investigating ClinicalTrials.gov. Soon, she 
found a new oncologist who was open to exploring innovative 
treatments and who pointed her to the right trial options. The 
first trial gave her a year of clean scans, but the cancer came back. 
A second trial gave her a further six months of remission. But the 
third trial, she says, saved her life.  

An entrepreneurial “techie” with many years of business devel-
opment and strategy behind her, Bader started TrialJectory in 
2017 to offer to others what had not been available to her. Devel-
oped with the aim of “becoming the go-to site for chronic cancer 
patients to help them see all their patient options,” TrialJectory is 
an AI-powered technology platform that allows patients “to find 
the most advanced treatments available,” including clinical trials. 
“We started with melanoma, then added colorectal and breast 
cancer, and now the platform covers more than 10 indications. 
We add a new indication every six weeks or so,” Bader told Pharm 
Exec. Growing at a rate of over 1,000 patients a month, the 
COVID pandemic has further increased the use of the platform, 
says Bader, “as people are turning online because they can’t see 
their doctor.” 

To match patients with trials, Bader and her team developed 
an AI capability that quickly reads through treatment protocols 
and connects with trial databases. (There are more than 100,000 
trials in oncology, with 19,000 currently recruiting.) “We devel-

oped our own natural language processing engine and created 
advanced AI algorithms over governmental databases of clinical 
trials to provide accurate and up-to-date matches for cancer 
patients,” she explains. 

The software seeks out keywords in unstructured treatment 
descriptions and extracts relevant data, then groups the informa-
tion into clusters and standardizes it into a database of patient 
attributes that correspond with appropriate trials. 

By transferring all the complex treatment protocols into a data-
base that can be queried, curated, and analyzed quickly, the plat-
form helps patients to be “active participants in discussions with 
their oncologists,” says Bader. It allows patients to self-report their 
condition or their physicians to upload electronic medical records.

The patient-friendliness of the enterprise is paramount; Bader 
is positioning TrialJectory as “the Zillow of cancer.” She explains, 
“From day one, we knew we had to give a seamless experience, 
a Zillow or TripAdvisor experience. In our everyday lives, we’re 
now used to having access to information that we never had 
before, and that information can be searched easily and intuitively. 
We wanted to mimic this experience, bringing as much informa-
tion to the patient as possible in a way that is ‘patient-first.’”

As for pharma, Bader is also trying to “change the paradigm” 
in terms of the data her platform brings to companies. With less 
than 3% to 5% of patients enrolling in trials, recruiting patients 
is one of the greatest challenges for the industry. “Pharma com-
panies publish their trials, set up their sites and wait to recruit, 
but it doesn’t happen at the pace they would like it to,” Bader 
explains. “Because of the way our engine works, we can share 
real-time patient journeys with companies, so they can see where 
the barriers are, identify which of the eligibility criteria present 
the biggest hurdles for the relevant patient population, and then 
work to accommodate them.” 

With the industry losing almost $3 billion a year because of 
patient recruitment delays, overcoming these issues, Bader says, 
has the potential to reduce operational costs and expedite drugs’ 
time to market. 

Expediting 
the Cancer 
Treatment Path
Following her own experience, a health tech entrepreneur turned to 
AI to better guide other patients through their treatment journeys
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W ho would have predicted back in early March 
as we went into a COVID-induced lockdown, 
that the biopharma sector would see a fierce 
record streak of financings? 

Of  the $100 billion raised during the first nine months of  the 
year by private and public biopharma companies, $85 billion of  
it was raised in the second and third quarters, following the onset 
of  the COVID-19 pandemic. This blows away the prior record 
of  $69 billion in 2015 and may add to a total for the year that 
could exceed the money raised in 2018 and 2019 combined.

The IPO market in 3Q 2020 maintained its blistering pace, 
with deal volume up almost four-fold and deal value up over four-
fold versus the same period last year. 

Venture capital rounds backing private companies this year 
have also hit record levels. At $18 billion 
in the first nine months of  the year, they 
are 12% above all of  2019 and 6% 
above the record set in 2018 of  $17.4 
billion. 

M&A activity also picked up steam 
in the third quarter, with four multibil-
lion-dollar deals crossing the tape. 
Given continued strong cash flows, this 
should continue to be a source of  alpha 
for biopharma investors. The top 12 
global pharma companies have more than $170 billion in “dry 
powder” for M&A, comprised of  $76 billion in excess cash, and 
$94 billion in debt capacity.

In attempts to access innovation, achieve economies of  scale, 
and to diversify their portfolios, these companies should be 
expected to continue a long-established addiction to M&A to sus-
tain their growth.

Biopharma has been front and center in the fight against 
COVID-19 with more than 2,000 clinical trials for therapeutics 
and more than 165 preclinical and clinical trials underway for 
vaccines against SARS-COV-2/COVID-19. These initiatives lit-
erally are viewed as holding the keys to reopening the global econ-

omy and keeping it open. It should come as no surprise that inves-
tors have flocked to the sector.

And not all things are COVID-related. The FDA also appears 
to have not been slowed down by the pandemic and is on track in 
meeting PDUFA dates. In the first nine months of  2020, the 
agency has approved 46 new drugs, and there are 21 more expected 
to be approved by year end. Will the FDA set a new record as well?

Half  of  these approvals were for oncology drugs. It should then 
come as no surprise that the largest number of  dollars invested in 
financings this year has been in the oncology space. 

Biopharma businesses have held up well, with third-quarter 
earnings across biopharma continuing to show an industry with 
remarkable resilience during the pandemic, which I expect will 
continue. In general, biopharma revenues have held up, and there 

have been few changes in revenue guid-
ance for 2020. Clinical trial delays ram-
pant during the second quarter due to 
COVID have been followed in the third 
quarter with company announcements 
that many of  these have been resumed. 
In addition, despite concerns early in 
the pandemic of  the FDA becoming 
bogged down, as mentioned earlier, 
there is no evidence of  that. 

Despite the solid fundamentals, bio-
pharma shares did slump in the third quarter, likely due to valu-
ation fatigue following the substantial outperformance in the first 
half  of  the year, rotation into more cyclically sensitive industries 
whose businesses will benefit as global economies accelerate with 
the V-shaped recovery. Additionally, concerns over the presidential 
elections and pricing rhetoric have also left investors more tepid.

Will the recent underperformance continue?
Perhaps, as the presidential election uncertainties pass, and with 

the second wave of  COVID threatening more shutdowns, inves-
tors will regain their enthusiasm for the sector as we close out the 
year. Therapeutics and vaccine progress later this year and into 
early next year could spark renewed investor enthusiasm. 

A Record Year, But   
Will Recent Valuation 
Fatigue Continue?
Biopharma raises an unprecedented $100 billion

The top 12 global pharma 
companies have more 

than $170 billion in “dry 
powder” for M&A
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Synthetic 
Biology and the 
Environment
SynBio opens new environmental sustainability possibilities for pharma

E nvironmental concerns are the first aspect of sustain-
ability that engages many people. That was certainly 
my path, learning about greenhouse gases, carbon 
credits, and biofuels. But important as these issues are, 

they’re not unique to biopharma, and our sector isn’t a major 
source of obvious environmental damage. In response, much of 
the focus has been on social impacts, especially healthcare inno-
vation and access to medicine, and equitable long-term gover-
nance, the “S” and “G” components of ESG strategy.

Perhaps it’s time for that to change. I recently had the pleasure 
of  attending the SynBioBeta 2020 Global Synthetic Biology con-
ference, and was struck by a disconnect between the amazing 
opportunities this new field is creating on one side, and the limited 
focus of  biopharma sector participation on the other. George 
Church was there from Harvard, talking about potential “moon-
shots” like universal vaccines and de-extinction for large herbivores 
to mitigate climate change in Siberia. Start-up companies were 
talking about new processes for making industrial proteins, creat-
ing synthetic meats, and engineering crops to deal with changing 
climate. Even a few large consumer products and agtech companies 
were there, talking about new foods and beverages, and biomateri-
als inspired by spider silk.

For biopharma, it was the R&D and external innovation folks 
who were there, seeking new research tools and therapeutics. The 
“Pharma meet SynBio” session, for example, focused on accelerat-
ing therapeutic and vaccine development. Other biopharma-ori-
ented sessions discussed “printing” vaccines, designer enzymes, and 
sorting cells with light. But as exciting as these technologies are, 
much of  the conference was focused elsewhere, on the long-term 
potential of  engineering biology to create new biomaterials, lower-
energy manufacturing processes, and enable a circular carbon 
economy—all areas that might help biopharma companies address 
our own environmental concerns.

John Cumbers, CEO of  SynBioBeta, said, “Computation, auto-
mation, and the ability to read, write, and edit genetic material, 
are poised to change the way biopharma works. Synthetic biology 
brings these disciplines together to provide new platforms not only 
for drug discovery, but for production, delivery, packaging, and 
disposal as well.” It’s those last few points that I want to focus on 

now, as they may hold the key to meeting emerging biopharma 
environmental challenges.

Until now, environmental sustainability has not been seen as a 
core component of  biopharma business and operational strategy.  
Though that is changing with breakthrough commitments to car-
bon neutrality, and even net-positive impact, from the likes of  
Novartis, Biogen, and GlaxoSmithKline, the legacy is that envi-
ronmental applications aren’t top of  mind for the R&D and exter-
nal innovation staff that typically attend events like SynBioBeta.

Biopharma companies should move toward a broader perspec-
tive on environmental impacts, beyond the gateway topics of  reduc-
ing carbon emissions, energy and water use, and landfill. Much of  
our impact comes indirectly, through our global supply chains and 
manufacturing technology, product packaging, and delivery pro-
cesses. Product disposal is another challenge, both recovery of  
unused medications and environmental remediation for those that 
have been used and passed along. The growing threat of  anti-
microbial resistance can also be seen as an environmental impact, 
one that healthcare systems worldwide must cope with.

Thinking effectively about sustainability requires not only risk 
reduction—doing less bad—but seizing opportunities for positive 
change as well. Can we not just remove toxic chemicals from a 
production step, but radically reduce its energy requirements? Can 
we not just reduce packaging, but reengineer products and delivery 
processes to eliminate cold chain and simplify administration? Can 
we not just come up with a better medication return method, but 
engineer drugs that decompose safely and rapidly? Can we use our 
central position in the healthcare value chain to make a positive 
difference for society beyond the direct value of  our products?

With all the exciting new technology on display, why weren’t 
there more of  our colleagues at the conference, looking for novel 
solutions in production, distribution, and product stewardship? An 
important step would be for biopharmas to start reviewing the scope 
and remit of  their external innovation teams, ensuring that they 
are looking for technology and making connections not only for 
R&D, but for their manufacturing, supply chain, packaging, access, 
and stewardship teams as well. Next year, I hope to see a much 
broader biopharma presence at the conference, seeking opportuni-
ties to achieve our environmental as well as therapeutic goals. 
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T
his fall, in conjunction with CBI-Informa Connect’s 
Accounting and Financial conference events, Pharma-
ceutical Executive brought together a group of biotech-
nology chief f inancial off icers who had recently 

brought their respective organizations through the IPO process, 
only one pre-COVID-19 pandemic. 

Most of the participants had participated in an IPO previously, 
some in former roles as bankers or investors. At press time, there 
were 80 biotech IPOs in 2020 (see https://bit.ly/32f0xoD) and 
most of those against the backdrop of the coronavirus crisis in the 
US, which we will define as starting in mid-March, though clear 
signs were developing prior. 

In the following discussion, we found similarities among exec-
utives taking their companies over the IPO line, including their 
actual hiring—or the hiring of a key executive—as the factor 
for igniting an IPO; as well as the key milestones to set the foun-
dation for the IPO, which include external vetting of a Big Four 
accounting firm; establishing a group of trusted outside advisors; 

and developing a successful company narrative or story to inform 
their investors and the flow of the S-1 filing.

PE: What initial steps did you take to prepare for your company for an IPO? 
Chad Cohen, Adaptive Biotechnologies: The long pole items are 
always the accounting, but also governance and committees. Those 
committees can be a pretty long pole item for many companies—
there are transition rules that allow you to have insiders serve on 
various independent committees for about a year. But we wanted 
to satisfy the Nasdaq requirements for independence as much as 
we could out of  the gate. Which meant the role of  the audit chair 
became very important. I was audit chair before I stepped into 
the role as CFO, and we had never back-filled that role. 

Finding a competent committee chairperson for your audit, 
their comp committee, and making sure the right structure is in 
place are important.
Peter Garcia, ALX Oncology Holdings: I joined ALX Oncology in 
January—in the process of closing a Series C—which closed in 

Going Public During Lockdown
IPO Insights from Five Biotechnology CFOs
Chief financial officers gather virtually to share the stories of directing their company IPOs        
over the finish line amid the COVID-19 pandemic

By Lisa Henderson
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Roundtable Participants
(Listed in alphabetical order by company, followed by date 
of their company’s IPO)

 Chad Cohen, CFO, 
 Adaptive Biotechnologies
 ADPT 6/27/19

 Peter Garcia, CFO, 
 ALX Oncology Holdings
 ALXO 7/17/20

 Shaun Holt, CFO, 
 Berkeley Lights, Inc.
 BLI 7/17/20

 Dominic Piscitelli, CFO, 
 ORIC Pharmaceuticals
 ORIC 4/24/20

 Melissa Epperly, CFO, 
 Zentalis Pharmaceuticals
 ZNTL 4/3/20

February and immediately went into IPO mode. The biggest 
issue was getting our financials audited. We had to move up our 
audit to get 2019 financials completed by our Big Four audit 
firm, as well as getting the first quarter financials done. 

Our company had never been audited or reviewed on a quar-
terly basis, so those were the gating items for us to go public 
because the market was, obviously, very frothy in April, May, 
June of  this year.
Shaun Holt, Berkeley Lights: I joined Berkeley Lights in Novem-
ber 2015 when we were still a development-stage company engi-
neering our initial digital cell biology platform, the Beacon, a 
high-end platform that is priced on the higher end of the Life 
Science Tools CapEx pricing spectrum. 

Well before we started considering going public, we established 
the “meet or exceed” mantra, so that we began, very early on, 
setting the right expectations with our board and private inves-
tors, and got in the mode of  operation running the company as 
if  it were public.

The other key area was undertaking a process to identify the 
key risks and constraints within the business, and with growing 
the business, then putting risk mitigation strategies around those 
to ensure that when we did go public we could continue to grow 
the business and execute. 

You don’t want to be doing all of these things in parallel to 
the IPO process. You want to do it well before to set yourself up 
for success.
Dominic Piscitelli, ORIC Pharmaceuticals: At ORIC, there were 
some changes at the senior management team level. There was 
a new CEO brought in mid-2018, and they were just wrapping 
up a Series C round, with the vision of going public over the 
next year or so. They had a crossover round in mid-2019. When 
they decided they wanted to put the pen to paper for the IPO, 
they decided to hire a CFO and I was brought in to co-lead that 
effort in September.

The best thing we did—I’m sure we all did—was get orga-
nized and understand the various processes that needed to hap-
pen and they key constituents. We didn’t have inside counsel at 
the time, so we leveraged our outside counsel and outlined key 
workstreams, timelines, and processes to understand the various 
workflows and assign responsibilities to each workstream. My 
role was analogous to a quarterback—the person was driving 
the process and making sure everything was moving along and 
on the timeline. 

We had smaller group meetings with key individuals, and 
then broader group meetings on a regular basis to touch base 
and provide a status update. 

Another big thing is watching what other companies are 
doing. We were watching Melissa at Zentalis closely because 
they were probably one of the first to go out in the middle of the 
pandemic; so the question was: “What’s going on with Zentalis?” 

on a regular basis to understand when we should launch, because 
we had originally planned to launch in mid-March but then 
everything was upended.
Melissa Epperly, Zentalis Pharmaceuticals: In regard to what 
Dominic is saying, the companies that went public early in the 
pandemic have made IPO history. I joined Zentalis in Septem-
ber with the goal of taking the company public as quickly as 
possible, and we were ready to go by mid-March. I started by 
calling bankers that I’d worked with or knew of over the last 
20-ish years, and we were off to the races preparing a private 
company to go public. 

We potentially would have been able to launch as early as 
March 16, however, we delayed that by two weeks due to the 
uncertainty that we were facing with the pandemic. The IPO 
window was temporarily shut and the VIX (volatility index) was 
extremely high. IPOs generally don’t occur when the VIX is 
over 30. In fact, I cannot name a company that has launched 
an IPO when the VIX was over 30, yet we launched when the 
VIX was over 55, a record to date. 
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PE: What external members or resources did you lean on to support your 
moves? 
Cohen: We had an outside counsel team, a large international 
firm that had been providing support from day one. From an 
audit perspective, we’d been with the same firm from the begin-
ning, and we had some tricky accounting issues around one of 
our collaborations and spent a number of sessions with the SEC 
and its examiners walking them through our position. In terms 
of having a great external audit team that has national resources 
to pull from, as well that experience with the SEC, it helps to 
have the expertise of a Big Four firm.

PE: How did you develop your company’s story? How important was that?
Piscitelli: You need to have a vision and strategy and leverage 
whatever key assets are in the company. In our case, we were 
founded by Charles Sawyers, MD, who has been associated with 
discovery and development of a number of key drugs like 
XTANDI and ERLEADA, that 
are on the market today. Our 
chairman and co-founder, Rich-
ard Heyman, PhD, was the 
founder and CEO of two previous 
companies (Aragon and Seragon), 
which were both sold to large 
pharma. 

We had very successful found-
ers and board members and, obvi-
ously, leveraged that to become a 
key component of our story.

Your story could be how the 
company was developed; key 
high-profile assets; prior successes of an experienced management 
team; your therapeutic area of focus; differentiated platform—all 
of these attributes go into the mix. And once you choose the main 
theme of your story, you will lead with it, emphasize those points, 
and refine them so they resonate with Wall Street. 
Holt: Our story started with our founding CEO, the sort of serial 
entrepreneur and visionary individual who saw a technology and 
immediately was able to connect the dots to the markets where 
it could apply and add significant value. With our new CEO, 
Eric Hobbs, who took over in February of 2017, we took decks 
from prior fundraising rounds, as well as feedback from the 
Board, key advisors to the company, and from bankers, obviously, 
to assess what our strengths and “super powers” are in order to 
position ourselves appropriately in the sector and markets we 
serve, but also ensure we were positioning and differentiating 
ourselves from any other technology out there, and other core 
comps and competitors in our space as well. 

Beyond this, we spent a great deal of time trying to articulate 
our vision, mission, growth strategy, and business model and how 

these will evolve over time in such a way that investors could eas-
ily understand and model.
Garcia: At ALX, we hired an outside firm to help us with our 
corporate deck. We received a lot of positive feedback, which 
made our story easier. We also had the advantage that one of our 
competitors, Forty Seven, Inc., was being acquired by Gilead for 
$5 billion, so that laid the foundation in terms of telling our 
story—only we felt that we had a better story with less toxicity, 
for example. Those were key things for us.
Cohen: Adaptive, as a platform technology focused on the immune 
system, we don’t fall into a diagnostic or therapeutic bucket, so 
we needed to simplify the story to focus on the value and the IP 
we created around our immune system platform. 

That allowed the narrative to unfold around the value inflec-
tion points—how we’re creating value; the embryonic state of 
the company at that point; the partnerships we executed over 
recent years; the credibility of the platform; and opening up a 

huge initial TAMS (total address-
able market) and potential addi-
tional TAMS beyond that, which 
could drive value longer-term.

PE: What are the key internal finance/
accounting roles you hired or needed?
Garcia: I was fortunate enough to 
have worked with someone who 
could run circles around most of 
the accountants that he deals 
with and I was able to get him in 
March. With my start in Janu-

ary...we literally hit the ground running.
Cohen: When I started at Adaptive, I brought along Kyle Piskel, 
who is now our VP of accounting. I knew I needed a great accoun-
tant alongside me and he’s been instrumental in helping prepare 
for the IPO. We also wanted an internal IR (investor relations) 
person. We initially hired an agency on the IR side because it 
took us some time to find the right person to be our internal IR, 
which we just filled.
Holt: My chief accounting officer, Matt Rosinack…I could not 
have done the IPO process without him. To have a strong num-
ber two to help facilitate the process on the financials side, the 
technical accounting and reporting side, was invaluable. Of 
course, our entire accounting team played an integral role 
throughout the process.

We supplemented the team with external help on the techni-
cal accounting and SEC reporting sides, leveraging world-class 
consultants and advisors because we didn’t want to burn head 
count on an SEC reporting person or other roles, when we were 
going back and forth on whether to go [public] or not.
Garcia: We definitely needed, and hired, a CPA.

Once you choose the main 
theme of your story, you will 
lead with it, emphasize those 

points, and refine them so they 
resonate with Wall Street
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PE: What do you think about the timing and the process driving it and 
keeping it moving?
Holt: Once you decide this is your path, very early on, you need 
to have a single owner of the process. At Berkeley Lights, that 
was myself as the CFO; I quarterbacked the process from begin-
ning to end. I had Matt on the financial side. Stuart Merkadeau, 
our GC, has a wealth of experience with IPOs as well, and was 
incredible on the legal side, the banking team. And, then, obvi-
ously, the CEO. But I was managing the process and all the 
deliverables, tracking and managing any key constraints or bot-
tlenecks in order to ensure we stayed on track toward our targeted 
timeline.

While the leadership team was involved early on, we contin-
ued with a very concentrated team working on the IPO so as to 
not disrupt business operations and executing on objectives and 
revenue targets outside of the IPO process. 

It was important to us not to have the IPO be a distraction. 
So we limited the activities to the core folks and the external 
support.

One of the negatives with that approach was not bringing the 
leadership team back in at the appropriate time to ensure they 
were aligned on the S-1 content before the document was final-
ized. And we may have waited a week or two too late to do that. 
That’s one thing I’d do differently—bring in the broader leader-
ship team a little earlier in the S-1 finalization process.
Epperly: The CFO logically is the person driving the IPO. But, 
as the individual that’s going to make this happen, you have to 
know who to pull in and when. 

It is critical for the success of 
an IPO to engage with external 
resources, including investment 
bankers or other specialists, con-
sultants, and technical accoun-
tants, as well as leveraging the 
knowledge of your internal team. 
You are responsible for marshal-
ing all the troops together to 
deliver a successful IPO.

Organizational skills are crit-
ical, as it is extremely important 
to stay on course and remain focused on the reason the company 
is driving toward an IPO: to fund potentially life-changing sci-
ence. I found that having a smaller group of core individuals 
focused on the IPO was very helpful, so the rest of the organiza-
tion can keep driving the science forward.
Garcia: I would add, for timing, is to identify your timeframe and 
stick to it. For example, the market, as I said, was frothy, and it 
felt as if the bankers were trying to force things because of uncer-
tainty. But we were more comfortable to keep with our schedule, 
related to the SEC filings and such.

PE: Are there specific examples you could share about the pivot to the 
virtual environment?
Epperly: Normally, an IPO roadshow is eight days long with a 
weekend in the middle. Since the world was changing so sig-
nificantly by way of policy, rising COVID cases, and bailouts 
for different industries, we shortened our roadshow to only four 
days to lessen the market and macro risks.

Before coming into an investment, it is extremely important 
for investors to have ample time to conduct diligence on that 
company and its science. If you are in the investor seat when the 

IPO deal is launched, you don’t 
have time to do the necessary 
research needed to confirm your 
investment decision. 

We definitely benefited from 
being on the road every day in 
February. Even toward the end of 
the month, we still had face-to-
face meetings and were able to 
meet investors, wave to them, or 
even air elbow bump, since every-
one was already getting quite, 
rightly so, nervous about COVID.

Going forward, everyone will have to adjust to this com-
pressed timeline and not meeting people face-to-face. The ques-
tion is, are people comfortable investing in companies even when 
they haven’t met the management team in person? Or can you 
feel comfortable with a Zoom call? 

I think people are getting there, but we’re still only several 
months into this new world.  

If we’re still fully virtual in the future, it will be very interest-
ing to see how companies adapt. Currently, there are many com-
panies that are testing the waters (TTW) virtually. However, for 

The question is, are people 
comfortable investing in 

companies even when they 
haven’t met the management 

team in person? 

MoiraM - stock.adobe.com

Investor engagement—and executing on carefully formulated 
business planning—is a work in progress for companies 
adjusting to the current virtual environment.
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companies that are new to the scene, it’s going to be an exciting 
challenge for them to operate in a virtual world.
Cohen: I don’t know whether IPOs will ever go back to being the 
same. The cost of executing an analog IPO has to be a quarter- 
million to a half-million dollars, and that’s a real cost of capital. 
It’s money coming out of your coffers. This is an interesting 
change.
Garcia: At ALX, we did both test the waters and the roadshow 
all virtually. Since we did do a Series C financing, we had cross-
over investors that were familiar with us and there were many 
people familiar with the CD-47 space, which helped.

We were able to do over 60 TTW meetings. With the road-
show, which was really three days, we had one large group meet-
ing and a number of one-on-one meetings for a total of over 100 
investors. There’s no way we could have done that previously…
the typical roadshow would have been two weeks, but, obviously, 
the three-and-a-half days look a lot more efficient.
Holt: Accelerating a two-week process to three-and-a-half days, 
the pricing discussions and aspects around that get dramatically 
accelerated. There are two weeks of learning in a normal road-
show with respect to how the book is building, how pricing is 
evolving. 

That said, I suggest getting a little more strategic about sched-
uling certain funds during your roadshow—getting large orders 
in early to see how the order book is starting to build early on. 
This helped guide us in terms of how/if we should potentially 
upsize the round and/or increase price. But everything just gets 
accelerated, and it makes it hard for the banks as well to go 
through those learning cycles with respect to how pricing and 
demand is shaping up.
Piscitelli: There were definitely some learning through the vir-
tual roadshow. I am not sure if we fully revert back to the pre-
COVID format of doing a roadshow. I think there’s a happy 
medium. Maybe you don’t have to go through eight cities, and 
rather focus more the large cities to be efficient and meet a num-
ber of investors. 

It’s not efficient to fly to New York from San Diego, take a six-
hour flight there, stay overnight for a two-hour meeting, then fly 
back. We should have always been doing telephone calls or virtual 
Zoom calls for these types of meetings.

But I do think there’s some balance that some of these confer-
ences will be back in person, where you do have an opportunity 
to meet new investors or potential partners to foster relationships. 
This may also be more important for new investors and new 
management teams. 

Financial Trends to Watch
A pair of financial consulting professionals provide their 
takes on today’s biopharma landscape. RSM US LLP is 
an audit, tax, and consulting firm focused on the middle 
market in the US. It’s a member of the global accounting 
network RSM International.

Adam Lohr, Assurance Partner and 
Senior Analyst, RSM US LLP 

“One of the trends we are seeing across 
our life sciences clients this year is a need 
to move even faster and more efficiently.

The disruption to offices, labs, and clinical trials this 
year caused numerous delays and highlighted outdated 
processes and systems. As a result, companies are 
questioning the way they have done things in the 
past and are adopting new technology to make their 
teams more efficient. This takes the form of companies 
directly connecting lab equipment and LIMS (laboratory 
information management systems) to the cloud to speed 
data processing and enable advanced analytics. It 
takes the form of using machine learning and artificial 
intelligence to design clinical trials and run simulations 
before the first patient shows up at a study site. Finally, it 
takes the form of automating mundane tasks like creating 
purchase orders from vendor catalogs using punch-out, 
using robotic process automation to speed the processing 
of accounts payables, and using advanced forecasting 
tools for cash-flow planning. These are all technologies 
that existed in 2019, but the pace of adoption has greatly 
accelerated in the current environment.”

Chris Martin, Senior Director,  
Technical Accounting Consulting, 
RSM US LLP 

“The capital markets continue to be highly 
receptive to companies in the life sciences

space, a leading industry in the number of transactions 
during the year.  As a result, we are seeing life sciences 
companies opportunistically access the capital markets.  
Companies are doing this through the traditional IPO 
approach, as well as alternative methods, such as 
special purpose acquisition companies (SPAC), often 
undertaking this process sooner than leadership had 
originally planned. Thus it is critical for executive teams 
and board members to assess organizational readiness 
in order to be prepared to take advantage of the current 
environment.”

https://www.pharmexec.com/


NOVEMBER 2020 PHARMACEUTICAL EXECUTIVE

Event Overview
Managing clinical trials is challenging and fraught with pressure to adhere 
to timelines and keep costs down. Too often, emerging pharma and biotech 
companies do not have the time or resources to research and implement 
innovative technology to efficiently conduct clinical trials. In turn, they default to 
what they’ve used previously, or rely solely on their CROs to establish process. In 
either scenario, they may be missing a significant opportunity to drastically improve 
trial timelines and reduce trial costs. Understanding the technology landscape, 
and working as educated partners with CROs, they can help determine the most 
effective, fit-for-purpose solution and reduce the heavy burden of multiple systems 
with limited capabilities and insight.

Join this webinar to see how small to medium sized companies can benefit from 
a unified platform, with lessons learned from Michele Taylor-Scott, Head of Data 
Management at Health Decisions, a specialty CRO focused on women’s health and 
diagnostics. Michele will share how a shift in their technology environment has 
allowed her to build a full study in a matter of weeks, and easily execute mid-study 
and post-production changes in real-time allowing her to reduce the overall time it 
takes for her customers to bring a drug to market.

Key Learning Objectives
Join us to:  

• Understand your options for clinical trial management and how to dramatically 
improve timelines and costs

•  See how Health Decisions is efficiently managing clinical trials by leveraging a 
user-friendly, intuitive and scalable solution

• Learn how you can quickly and easily make changes to your study in real-
time, without the traditional delays and system complexity
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strategy for clinical trials
• Director, VP level, and Executive Management 
• Clinical Operations and Innovations 

Sponsored by Presented by

Presenters

Michele Taylor-Scott 
Head of Data Management

Health Decisions 

Moderator

Lisa Henderson
Editorial Director

Applied Clinical Trials &  
Pharmaceutical Executive

For questions or concerns, email 
mdevia@mjhlifesciences.com

How to Work with Your CRO 
to Significantly Improve 
Clinical Trial Management 
and the Bottom Line

ON-DEMAND WEBCAST
Aired: Tuesday, October 20, 2020

All attendees will receive a FREE executive summary of 
the webcast!

Register for this free webcast at:  
www.pharmexec.com/pe_p/bottom_line

Michael McGloughlin 
Sales Director, Emerging Biopharma 

Oracle Health Sciences 

Bill DeSousa 
Master Principal Solution Consultant 

Oracle Health Sciences 

mailto:mdevia@mjhlifesciences.com
http://www.pharmexec.com/pe_p/bottom_line
https://www.pharmexec.com/
https://www.oracle.com/industries/life-sciences/
https://www.appliedclinicaltrialsonline.com/


AEMS: THE ERA OF HIGH-THROUGHPUT MASS SPECTROMETRY

SPONSORED BY

Acoustic Ejection Mass Spectrometry: 
The Era of High-Throughput Mass 
SpectrometryA Q&A

Gavin Fischer, Sr.
Director of LC and  

Integrated Solutions
SCIEX

LCGC: What is Acoustic Ejection Mass 
Spectrometry (AEMS)—can you explain 
what this technology is?
Fischer: It is several technologies brought 
together. The acoustic ejection was 
developed by Labcyte, whom we recently 
acquired, and it’s used in compound 
management and a variety of other 
industries. We brought that together with 
Open Port Interface technology, which 
was developed as a collaboration between 
SCIEX and Oakridge National Lab in 
Oakridge, Tenn. 

The acoustics can be dispensed quickly—
up to three samples a second without 
contact. This way, we don’t have to 
worry about contamination, carryover, 
or other issues associated with liquid 
chromatography (LC). That feeds into the 
Open Port Interface, which is an upside 
down vortex similar to a toilet bowl—the 
droplet fires out of the well, goes briefly 
through the air into the vortex, and then 
it moves in a laminar flow fluid across 
to an electrospray ionization (ESI) in a  
mass spectrometer. 

The magic is on the front-end, using 
acoustics to very quickly and cleanly 
dispense samples and get those into the 
mass spectrometer as rapidly as we can.

LCGC: Acoustic Droplet Ejection was 
pioneered in the liquid handling world 

by Labcyte as a technique for plate 
reformatting. Where did the idea evolve 
to use this technique for ultra-fast 
sampling for high-throughput mass 
spectrometry? 
Fischer: The idea evolved because we 
failed a lot. We tried to do it within SCIEX 
using LC. In a normal LC setup, the mass 
spectrometer spends a lot of time idle 
because you’re regenerating the column, 
flushing things, and washing things. 
And while you’re doing that, the mass 
spectrometer is just sitting there. So, we 
went down a lot of paths looking for the best 
way to saturate the mass spectrometer. We 
eventually realized working with Labcyte for 
the acoustics was the best way to cleanly 
and quickly dispense the liquid. 

LCGC: Conventional high-throughput 
analysis has traditionally been done by 
LC-MS—how does AEMS compare?
Fischer: It’s way faster. LC-MS can take 
eight to 15 seconds, depending on the 
manufacturer and how it’s measured. And 
we’re out the gate one second a sample. All 
of these techniques that are running at very 
high speeds are running directly without 
a lot of cleanup or separation. And in our 
case, none. When it all comes together, it’s 
about speed. 

We’re not going to play in the spaces that 
need separation, so the entire LC-MS 

market is not addressable by this technology, but a lot of it 
is. We offer a great detector and high speed. We’ll get you 
the answers that you could get with LC-MS, but we’ll get 
them faster with AEMS.

LCGC: Where do you see its biggest impact in the 
pharmaceutical industry?
Fischer: We initially launched in the high-throughput 
screening (HTS) and the high-throughput absorption, 
distribution, metabolism, and excretion (HT-ADME) market, 
and it’s having a huge impact in those markets because 
today, what you’re really working with are plate readers.

The problem with plate readers is you have to develop a 
complete assay—you have to get antibodies or fluorescent 
markers or other things that traditional HTS does. In the 
end, you have false positives or false negatives. 

We are bringing the precision of the mass spectrometer 
to the high-throughput screening world. Now, laboratories 
can screen their full compound library, which was 
something they couldn’t do before—it would have taken 
weeks or months, whereas now we can do it in days. 

We are seeing the immediate impact from our collaborators 
who are showing data—Pfizer, Merck, VMS, etc. They are 
able to find the initial targets quicker and bind quicker and 
more accurately than with plate readers. You could always 
use an LC-MS to do it but getting rid of the LC and upping 
the speed has a huge impact on the front end.

LCGC: You mentioned HTS and HT-ADME—why do 
these areas of drug discovery require speed, and how 
does that compare to traditional labeled plate reading 
technologies?
Fischer: This is where you have to have both speed and 
quality. If it’s a drag race, the plate reader is going to 
win. However, there’s a serious false-positive and false-
negative issue that happens with plate readers. You have 
to do technical replicates because you don’t have the 
precision—there is off-target binding of either the antibody 
or the ligands that use the fluorescence. 

In terms of getting the final result, AEMS is going to win. 
Data shows it will win because we cut down on the false 
positives and negatives. Running the actual plate, we’re 
a little bit slower, as a plate reader can read the whole 
place in a second or two, but we’re well ahead because of 
precision and accuracy.

LCGC: The speed and scale AEMS offer are highly 
desirable for drug discovery; however, thinking 
about the sheer scale and the amount of automation 
used in these environments, how would an AEMS 
system, such as the Echo® MS System, fit in to those 
workflows?
Fischer: From the ground up, the Echo MS System was 
designed with automation in mind, both in its hardware 
capabilities—we tested it to ensure the arm could put a 

plate in and take a plate out—and its software capabilities—
it can be controlled. There’s an open-driver set up, and we 
provide the software development kit (SDK). 

In terms of the data portability, which is just as important 
as the physical and software control, we take the data in a 
CSB file. If you want to provide us instructions, that’s part 
of the SDK, and we spit out the final result from the mass 
spectrometer in a CSB file as well. This enables it to be 
moved into your lab management system and visualization 
tools like Spotfire. 

From the beginning, we designed it to be compatible 
with any automation system from all major vendors and 
all major platforms using CSB files. It is very open and  
easily integrated.

LCGC: If we consider the future of AEMS in pharma, 
where do you see the future and any potential segue 
into other areas of the pharmaceutical industry?
As stated before, we focused on HTS and HT-ADME 
markets. Coupled to that, SCIEX is known for its triple 
quadrupoles, so we focused on getting our triple 
quadrupole online, integrated, and out the door first. There 
is more for us to do to polish the edges around HTS and 
HT-ADME, but expanding into medicinal chemistry by 
bringing a time-of-flight (TOF) online and by expanding to a 
deeper integration with informatics tools—something we’re 
actively working on—allows us to bring your data to life and 
enable us to get deeper into the chemistry side of drug 
development. A simple question that we’re looking at is, 
“Have I made the right molecule?”

That’s our next evolutionary step, to get into the medicinal 
chemistry world and start looking at compound quality 
control and things like that. From there, we want to expand 
to kinetics—repeated measurements from the same well. 
This goes back to the technology, the beauty of using 
the small droplets that we got from Labcyte, the acoustic 
technology. We’re shooting nanoliters, so if you’re working 
in a 384-well plate, we can go back and sample from that 
well over and over again. 

A high-throughput system for AEMS offers speed, scale, 
and reproducibility for drug discovery and new innova-
tions in the pharmaceutical industry.

“

”

Data shows it will win because we 

cut down on the false positives 

and negatives.
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reformatting. Where did the idea evolve 
to use this technique for ultra-fast 
sampling for high-throughput mass 
spectrometry? 
Fischer: The idea evolved because we 
failed a lot. We tried to do it within SCIEX 
using LC. In a normal LC setup, the mass 
spectrometer spends a lot of time idle 
because you’re regenerating the column, 
flushing things, and washing things. 
And while you’re doing that, the mass 
spectrometer is just sitting there. So, we 
went down a lot of paths looking for the best 
way to saturate the mass spectrometer. We 
eventually realized working with Labcyte for 
the acoustics was the best way to cleanly 
and quickly dispense the liquid. 

LCGC: Conventional high-throughput 
analysis has traditionally been done by 
LC-MS—how does AEMS compare?
Fischer: It’s way faster. LC-MS can take 
eight to 15 seconds, depending on the 
manufacturer and how it’s measured. And 
we’re out the gate one second a sample. All 
of these techniques that are running at very 
high speeds are running directly without 
a lot of cleanup or separation. And in our 
case, none. When it all comes together, it’s 
about speed. 

We’re not going to play in the spaces that 
need separation, so the entire LC-MS 

market is not addressable by this technology, but a lot of it 
is. We offer a great detector and high speed. We’ll get you 
the answers that you could get with LC-MS, but we’ll get 
them faster with AEMS.

LCGC: Where do you see its biggest impact in the 
pharmaceutical industry?
Fischer: We initially launched in the high-throughput 
screening (HTS) and the high-throughput absorption, 
distribution, metabolism, and excretion (HT-ADME) market, 
and it’s having a huge impact in those markets because 
today, what you’re really working with are plate readers.

The problem with plate readers is you have to develop a 
complete assay—you have to get antibodies or fluorescent 
markers or other things that traditional HTS does. In the 
end, you have false positives or false negatives. 

We are bringing the precision of the mass spectrometer 
to the high-throughput screening world. Now, laboratories 
can screen their full compound library, which was 
something they couldn’t do before—it would have taken 
weeks or months, whereas now we can do it in days. 

We are seeing the immediate impact from our collaborators 
who are showing data—Pfizer, Merck, VMS, etc. They are 
able to find the initial targets quicker and bind quicker and 
more accurately than with plate readers. You could always 
use an LC-MS to do it but getting rid of the LC and upping 
the speed has a huge impact on the front end.

LCGC: You mentioned HTS and HT-ADME—why do 
these areas of drug discovery require speed, and how 
does that compare to traditional labeled plate reading 
technologies?
Fischer: This is where you have to have both speed and 
quality. If it’s a drag race, the plate reader is going to 
win. However, there’s a serious false-positive and false-
negative issue that happens with plate readers. You have 
to do technical replicates because you don’t have the 
precision—there is off-target binding of either the antibody 
or the ligands that use the fluorescence. 

In terms of getting the final result, AEMS is going to win. 
Data shows it will win because we cut down on the false 
positives and negatives. Running the actual plate, we’re 
a little bit slower, as a plate reader can read the whole 
place in a second or two, but we’re well ahead because of 
precision and accuracy.

LCGC: The speed and scale AEMS offer are highly 
desirable for drug discovery; however, thinking 
about the sheer scale and the amount of automation 
used in these environments, how would an AEMS 
system, such as the Echo® MS System, fit in to those 
workflows?
Fischer: From the ground up, the Echo MS System was 
designed with automation in mind, both in its hardware 
capabilities—we tested it to ensure the arm could put a 

plate in and take a plate out—and its software capabilities—
it can be controlled. There’s an open-driver set up, and we 
provide the software development kit (SDK). 

In terms of the data portability, which is just as important 
as the physical and software control, we take the data in a 
CSB file. If you want to provide us instructions, that’s part 
of the SDK, and we spit out the final result from the mass 
spectrometer in a CSB file as well. This enables it to be 
moved into your lab management system and visualization 
tools like Spotfire. 

From the beginning, we designed it to be compatible 
with any automation system from all major vendors and 
all major platforms using CSB files. It is very open and  
easily integrated.

LCGC: If we consider the future of AEMS in pharma, 
where do you see the future and any potential segue 
into other areas of the pharmaceutical industry?
As stated before, we focused on HTS and HT-ADME 
markets. Coupled to that, SCIEX is known for its triple 
quadrupoles, so we focused on getting our triple 
quadrupole online, integrated, and out the door first. There 
is more for us to do to polish the edges around HTS and 
HT-ADME, but expanding into medicinal chemistry by 
bringing a time-of-flight (TOF) online and by expanding to a 
deeper integration with informatics tools—something we’re 
actively working on—allows us to bring your data to life and 
enable us to get deeper into the chemistry side of drug 
development. A simple question that we’re looking at is, 
“Have I made the right molecule?”

That’s our next evolutionary step, to get into the medicinal 
chemistry world and start looking at compound quality 
control and things like that. From there, we want to expand 
to kinetics—repeated measurements from the same well. 
This goes back to the technology, the beauty of using 
the small droplets that we got from Labcyte, the acoustic 
technology. We’re shooting nanoliters, so if you’re working 
in a 384-well plate, we can go back and sample from that 
well over and over again. 

A high-throughput system for AEMS offers speed, scale, 
and reproducibility for drug discovery and new innova-
tions in the pharmaceutical industry.

“

”

Data shows it will win because we 

cut down on the false positives 

and negatives.
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Patients 
as the 
North Star
Matt Ros, EVP, chief strategy 
and business officer of Epizyme, 
talks to Pharm Exec about his 
career in oncology and his role in 
transforming an epigenetics R&D 
company into a fully integrated 
commercial business

By Julian Upton

Executive Profile
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J ust out of  college with a bachelor’s degree in 
Business Administration, Matthew (Matt) Ros 
started selling photocopiers door-to-door, cold 
calling on accounts in Upstate New York. He 

soon switched to healthcare, moving to Burlington, VT, 
to sell health insurance. When he learned from friends 
and colleagues in pharma about “the enthusiasm with 
which companies were helping patients and physi-
cians,” he set his sights firmly on joining the industry. 
This he achieved in 1990 when he was hired as a rep 
in the oncology division of  Mead Johnson Labs, part 
of  Bristol Myers Squibb. 

Having no pharma industry experience at that time, 
he “jumped right into the oncology world and began 
selling all sorts of  chemotherapies.” 

Ros would stay with BMS for 17 years, working in 
divisions such as sales 
management, marketing, 
franchise strategy, and 
business development, 
before becoming senior 
director of  oncology mar-
keting. He says his time at 
BMS was an “unbeliev-
able experience—I really 
learned from the best.” 

With these skills, he 
then moved to Boston to work for a small-cap biotech, 
ARIAD Pharmaceuticals, as SVP of  commercial oper-
ations, where he functioned as co-architect of  global 
commercialization and development strategy for their 
oncology programs. 

He returned to big pharma three years later, joining 
Sanofi’s cancer business as associate vice president and 
global commercial lead. When Sanofi acquired Gen-
zyme, Ros stepped outside oncology for a time to 
become one of  the first employees to join Genzyme’s 
rare disease business. He served as global franchise 
leader for Pompe disease for two years before returning 
to Sanofi’s oncology division, this time as chief  operat-
ing officer and vice president. 

Ros believes that his career benefited greatly by tak-
ing the opportunity at Genzyme to work in the rare 
disease field. There, he led the commercial, medical 
affairs, clinical development, and lifecycle management 
strategies for the orphan-drug Pompe disease treatment 
Myozyme, and implemented its first global Pompe dis-
ease awareness campaign. But, with most of  his 30-year 
career spent in oncology, he acknowledges that “people 
would call me an oncology person.” 

Ros adds, “I would say going into oncology is some-
thing that I decided early on. It was rooted in some fam-
ily experience; I lost my grandmother to cancer when I 
was a young boy. When I had the opportunity to join 
BMS in 1990, in some respects, it connected me to the 
loss of  my grandmother. It was very important to me 
that I could help to enhance the lives of  cancer patients 
with the medicines I was offering to the community.”

ADVANCING EPIZYME
Ros eventually came to the attention of  Epizyme, a 
company founded in 2007 “to rewrite treatment for 
cancer and other serious diseases through novel epi-
genetic medicines.” Epigenetics is a broad biological 
regulatory system that controls gene expression without 
altering the makeup of  the genes themselves. Epizyme 

has pioneered the discov-
ery and development of  
small molecule inhibitors 
of  histone methyltransfer-
ases (HMTs), histone acet-
yltransferases (HATs) and 
helicases, which regulate 
gene expression. 

When Ros met with 
Epizyme CEO Rob Baze-
more, the two “immedi-

ately clicked.” He says, “I knew he was the person that 
I wanted to work for.” Ros duly joined Epizyme as chief  
operating officer in May 2016. His responsibilities 
would range from commercial, CMC, and program 
management to IT, facilities, corporate affairs, and 
investor relations, and even, for a time, clinical opera-
tions. In August 2018, he became chief  strategy and 
business officer. Since joining, Ros says he is proud to 

FAST FOCUS
» Matt Ros oversees corporate strategy and 
business functions for Epizyme, a biotechnology 
company based in Cambridge, MA.

»  Epizyme’s scientific approach includes using 
the gene editing tool CRISPR to identify targets 
where the company sees a clear signal for selec-
tive activity in specific tumor types. 

» Before joining Epizyme, Ros served as chief 
operating officer (COO) and global head of Sano-
fi–Genzyme’s $1.4 billion oncology franchise.

» Ros currently sits on the Board of Directors of 
Cogent Biosciences (formerly Unum Therapeu-
tics), which focuses on precision therapeutics.

It was very important to me 
that I could help enhance the 

lives of patients with the 
medicines I was offering
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have helped transform “a company anchored in epigenetics R&D 
into a fully integrated commercial business.” 

In January 2020, Tazverik (tazemetostat), Epizyme’s epithelioid 
sarcoma (ES) therapy for patients aged 16 or older, became the 
first FDA-approved EZH2 inhib-
itor and the first-approved treat-
ment specifically indicated for ES 
patients. Just six months later, 
FDA approved the supplemental 
new drug application for Tazverik 
for adult patients with relapsed or 
refractory follicular lymphoma 
(FL), whose tumors are positive 
for an EZH2 mutation and adult 
patients with relapsed or refrac-
tory FL with no satisfactory alter-
native treatment options.

INNOVATING FOR PATIENTS
Ros has seen some significant changes during career, but one 
industry development he has particularly welcomed is the shift 
toward patient centricity. “There’s a more appropriate focus on 
the patient community now, and more patients are interested in 
how companies go about their decision-making,” he says. “Com-
panies are more focused on integrating that patient perspective 
in how they think about developing their medicines, whether that 
is in relation to clinical trial design or sharing outcomes with 
patient communities.” 

For Epizyme, the patient community “serves as our North 
Star,” adds Ros. “It has guided all those values that are woven 
into who we are as a company—collaboration, innovation, open-
ness, camaraderie, discipline, patient-focused, and resilient.” 

COVID-19, of  course, has been a major disruption to this 
ongoing progress. “I don’t know if  the pandemic is the biggest 
challenge the industry has faced, but it certainly ranks near the 
top. It took us by surprise as a global community,” says Ros. “Just 
seeing what it has done to patient communities, how it has 
affected patients managing their healthcare, is a wake-up call. It 
has made me reflect on the impact on a patient who is ready for 
their next treatment, only to be told by their physician, ‘I can’t 
bring you in because of  the circumstances related to COVID,’ 
or ‘We may have to delay this another week.’ It is hard to imag-
ine the level of  anxiety that a patient in that situation is going 
through.” Ros believes that “we probably won’t understand the 
full impact of  COVID on patients like this for the next two to 
five years—at the very least.” 

Ros does, however, feel proud about how the industry has 
responded to the pandemic, “how it is doing everything in its 
power to manage the crisis in the best way for patients and doing 
this outside all the political rhetoric.” Also, he says the forced 
rethink of  the industry-patient dynamic presents an opportunity 
as much as a challenge. “It requires us as an industry to be cre-
ative about how we educate patient communities and how we 
talk to physicians about treatment options,” he says. “I’ve certainly 

seen and appreciated how we’re 
trying to innovate through this, 
how we continue to reach our cus-
tomers, despite their offices being 
largely off limits.” 

Right now, Ros is thinking 
about the next five years and how 
Epizyme can evolve as an organi-
zation. “In the near term, we 
want to be incredibly successful 
in the launch of  Tazverik in the 
US for the two indications we 
received approval for,” he says. 

“Then we can continue to develop the drug in multiple indica-
tions in both hematologic malignancies and solid tumors.” The 
company’s Vision 2020 plans also look to growing the pipeline, 
with at least three new product candidates in clinical develop-
ment, and further establishing the company’s leadership in the 
field of  epigenetics and chromatin remodeling in oncology to 
enable long-term, sustainable business growth. “It’s important 
to maintain the respect of  those in epigenetics and ensure that 
our approach as a company is grounded in science,” says Ros. 
“At the same time, we need to remain firmly focused on the 
patient community and delivering Tazverik to them. 

There’s a more appropriate 
focus on the patient community 

now, and more patients are 
interested in how companies go 

about their decision-making

A diagram of transcription elongation, the first step of gene expression. 
Epizyme develops small molecule inhibitors that help regulate gene 
expression.
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JENNIFER PETERS
SVP, Business Director/Agency 
Services/Network Navigator, 
The Truth Serum NTWK

A lec Issigonis, the inventor of the Mini automobile, 
also invented a proverb that’s truer today than ever: 
A camel is a horse designed by a committee. Of 
course, he was speaking of a dynamic where effec-

tive ideas face their worst enemy: groupthink. 
When applied to the internal workings of a single company, 

the worst that can happen is a one-off idea at odds with customer 
values. However, when such a dynamic takes hold of an entire 
industry, the industry puts itself in jeopardy of irrelevance. Look 
at the makeup of the large healthcare networks today. Such car-
bon-copy models only make sense in the land of groupthink. 
Traditional networks have become committees, and that’s not 
good for business.

WHY IT’S NECESSARY TO 
RETHINK THE RELATIONSHIP
In the not-too-distant past, pharmaceutical marketers sorted 
through the individual and diverse agency brands to find one 
that felt right. The agencies had names on the doors. They had 
personalities that were characterized by an intuitive understand-
ing of what clients were looking for. The blockbuster decades of 
the 1990s and 2000s, with their global visions of success, made 
it necessary for healthcare agency networks to expand their foot-
print both in capabilities and size. They built networks to last 
with the assumption that times would never change. Well, the 
blockbuster era is over for now. Small and mid-sized biotech, and 
special disease-focused or platform-based marketers, have become 
just as vital as their larger counterparts. 

Clients shouldn’t have to settle for prefab partners. Therefore, 
the concept of a healthcare agency network must change once 
again.

CREATING A MODEL THAT’S NOT A MODEL AT ALL
The word “model” implies a fixed structure, incapable of trans-
formation due to its size and investment in itself. Not so today. It 
should be organic and fluid, engineered around a client’s DNA 
rather than the other way around. So, let’s strip everything down, 
and start to create a network from scratch, not by committee, but 

by the minds of a few industry veterans—ex-patriots of the big-
network world. 

TRUTH SERUM: A NEW CONCEPT EVOLVING 
WITH YOU, NOT ON ITS OWN
The engine that drives the Truth Serum NTWK is not a flagship 
agency at all, but rather the largest privately held publication and 
multimedia company, MJH Life Sciences. MJH engages 7.6 mil-
lion unique monthly visitors to their brands each month, by deliv-
ering trusted healthcare and scientific information to professional 
audiences and patients across all therapeutic areas. The Truth 
Serum NTWK provides services to businesses looking to reach 
and better understand these professional audiences. Discovery, 
strategy, concepts, messaging, and so on—every single aspect of 
what we do is informed and vetted by them in real time. This 
approach not only produces on-target, impactful work as one might 
imagine, but also cuts down the time it takes to get things done. 

Add to this nucleus, a service model engineered around you. 
What if  you didn’t have pay your network to learn on your dime? 
By tapping into the Truth Serum, we get up to speed and ready 
for work on day one. What if  your network concentrated on elevat-
ing your brand rather than managing its profitability? At Truth 
Serum, we don’t keep time sheets because we don’t sell time. We 
set a fixed fee and challenge ourselves to manage it, so there are 
no budget surprises, or any reluctance to pick up the phone out 
of  concern that the meter is running.

ALWAYS QUESTION THE STATUS QUO
When considering working with a network, then you should ask 
yourself these questions:
1. Are you accommodating their model?
2. Will they be selling hours or results?
3. Do they allow unlimited access to customer-insight data in 
real time?

The answers will make the points articulated here not just a 
concept but rather a reality. It’s time for healthcare agency net-
works to stop thinking like a committee, and get back to acting 
like a true partner. 

Evolving Client/Agency 
Model Beyond Just a 
Menu of Capabilities
Are you working with a network or a committee?

https://www.pharmexec.com/
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I n July, Husseini Manji, MD, FRCPC, was named by 
Johnson & Johnson as the head of its new Science for 
Minds endeavor. The appointment follows Manji’s eight-
year tenure as global therapeutic head for Neuroscience 

at Janssen Research & Development (a J&J company) and draws 
on his prior experience as chief of the Laboratory of Molecular 
Pathophysiology & Experimental Therapeutics at the National 
Institutes of Health (NIH). 

As well as founding and co-directing NIH’s graduate course 
in the neurobiology of  neuropsychiatric illness, Manji developed 
and served as the director of  the NIH’s Mood and Anxiety Dis-
orders Program (MAP) from 2004–2008. MAP was the world’s 
largest research program of  its kind; it brought together almost 
450 scientists with diverse expertise—human genetics, epidemi-
ology, molecular biology, experimental therapeutics, biomarkers, 
etc.—to investigate the diagnosis, treatment, and prevention of  
serious mood and anxiety disorders, with the development of  
novel therapeutics as its top priority. Taking the MAP experience 
as a template on which to develop and guide his mission as J&J’s 
head of  Science for Minds, Manji spoke with Pharm Exec recently 
to discuss his new role and how he hopes to foster new ways to 
treat dementia and serious mental disorders and provide holistic 
mental care.

PE: What attracted you to working for the 
industry after a long and successful 
career at the NIH? 
Manji: I thought I’d be at NIH for-
ever until J&J contacted me and con-
vinced me that, with the scientific 
advances taking place, I could actu-
ally help millions of  people by help-
ing to develop new treatments. 
Research is important, of  course, but actually coming up with 
new treatments is something else. I had been one of  those people 
in academia who thought they were achieving good target valida-
tion, for example, until they come into the industry and realize 
the level of  rigor. 

I realized that a lot of my findings were probably going to just 
sit there unless there was some sort of concerted effort to take it 
forward where industry could pick them up and develop new treat-
ments. So I was delighted to join J&J. As the global therapeutic 

head of neuroscience for Janssen 
Research & Development, I created, 
led, and provided oversight for the 
neuroscience therapeutic area end-
to-end strategy from discovery of 
small and large molecules through 
commercialization. I was delighted 
during that time to have launched the 
first novel antidepressant mechanism 
in about six decades, Spravato.

PE: Can you outline the Science for Minds project and your role within it?
Manji: Science for Minds was created to bring together what we 
might consider an inclusive and open research culture, focusing 
on the pillars of  science, innovation, and society to really tackle 
some of  these psychiatric and mental health issues in a very mean-

Some of these projects are 
going to be completely 

open, with data sharing and 
non-proprietary research

The Science for Minds
Advancing New Ways to Treat Mental Illness
Head of J&J endeavor discusses the group’s inclusive research approach in tackling  
serious psychiatric and mental health disorders 

By Julian Upton

Dr. Husseini Manji, head of J&J’s Science for Minds
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ingful way. Some of  these projects are going to be completely 
open, with data sharing and non-proprietary research. Some 
might have shared IP, so that industry partners can pick up a 
treatment and license it. The three big areas we’re going to focus 
on are dementia, serious mental disorders, especially in the youth, 
and holistic mental care. 

In the dementia treatment space, one of  the problems we’ve 
had is establishing early clinical proof  of  concept compared with, 
say, oncology, where you can often get the information you need 
in Phase I. There have been a lot of  advances in terms of  genome-
wide association studies, but true target validation is still a bit 
lacking, as are experimental medicine tools and technologies. So, 
one of  the things that I’m going to do is to form a consortium, 
comprising experts from different companies, different govern-
ments, different universities, that will work together, and I mean 
physically work together. 

There have been advances in dementia in terms of  novel tar-
gets and many of  the genome-wide association studies. But 
they’re not at the point where you can really execute interven-
tions. So this is going to require a Manhattan Project-like 
approach. 

On the other hand, people with 
mental health issues, mood disorders, 
are not on a downward course like 
those with neurodegenerative disor-
ders. These conditions are highly 
cyclical and recurrent; they can be 
helped with things like digital technol-
ogy and understanding how to medi-
ate symptoms. There have been lots 
of  advances, certainly in biology but 
also in digital technology, but we 
haven’t quite figured out how to marry 
both biology and digital technology 
to improve outcomes. Tackling this 
issue is something Science for Minds will be focused on. We’re 
also launching—with the National Academy of  Medicine, the 
Wellcome Trust, and Garen Staglin of  One Mind—the Healthy 
Brains global initiative, for which we’re trying to bring together 
$10 billion of  new research funds to drive things forward. Hope-
fully, this will result in some very novel science, but also some 
novel funding mechanisms.  

PE: How has COVID-19 further impacted your efforts on issues such as 
depression and anxiety? 
Manji: COVID-19 has brought mental health issues into even 
sharper focus, and is affecting people with and without pre-exist-
ing mental health conditions. It is also affecting those who provide 
care. One of  the initiatives we have in the US is called First 
Responders First, which recognizes that first responders and pub-

lic healthcare workers are under tremendous stress. They have 
had to endure a lack of  personal protective equipment; they had 
to work incredibly long hours, often in intensive care units. They 
have had to watch people die. And they couldn’t even be with 
their relatives because of  fear of  infection; many didn’t even go 
home to live because they were concerned about taking the infec-
tion to their families. So we’ve got a major mental health and 
resilience effort underway to help them, in collaboration with 
Harvard School of  Public Health and others. It is not about state-
of-the-art medication; it’s teaching people about ways to cope 
and encouraging positive changes in mental health and well-
being, delivering content and practices that are evidence-based 
and grounded in action for those braving the pandemic head-on.  

PE: The stigma around depression and anxiety is being lifted to some 
extent, with people talking about these issues much more openly. Is that 
something we need to happen for conditions such as schizophrenia?
Manji: I think that, much like HIV or even cancer, once you have 
the science that shows that someone was seriously ill, and then 
they become well again after treatment, that starts to reduce the 

stigma. My main goal is to come up 
with better treatments and care for 
people with conditions such as schizo-
phrenia. But even the treatments we 
have that work don’t get to many 
patients, or at least don’t get to them 
until they are at the equivalent of  
stage-four cancer, because of  the sur-
rounding stigma and lack of  aware-
ness. That’s a big problem we’re trying 
to address. 

We have an initiative called Science 
Over Stigma to really get the word out 
about some of the scientific underpin-
nings of these conditions. Just as you 

cannot will your pancreas to secrete more insulin if you are dia-
betic, you cannot control your symptoms of severe depression or 
schizophrenia. 

PE: Looking at it from a company perspective, are there concrete mile-
stones that Science for Minds needs to hit? 
Manji: Like any business, you can’t just dabble, so to speak. You 
have to have some serious milestones. I would say our mission 
is more concrete, making a focused effort to make sure that the 
research really is related to identifying and validating targets. 
J&J may or may not pick up the targets. The idea, though, is 
that if  we can really advance the science—and the unmet need 
is staggering—we can really develop tools that make clinical tri-
als easier or more executable, and that is clearly something that 
is core to J&J. 

It is not about state-of-
the-art medication; it’s 
teaching people about 

ways to cope and 
encouraging positive 

changes in mental health 
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S ustainability remains business-critical for life sciences 
organizations—both today and in the future. Even 
before the onset of the COVID-19 pandemic, consum-
ers were demanding greater responsibility from bio-

pharmaceutical organizations. That responsibility has increased 
as a result of the pandemic, as a greater spotlight shines on the 
importance of access to care and the systematic ethnic and socio-
economic disparities that compromise health outcomes.

Investors are becoming more demanding, too. Beyond mar-
gin and top-line growth, investors are increasingly evaluating 
life sciences companies based on intangibles such as how their 
solutions contribute to overall societal, environmental, and eco-
nomic outcomes. As the demands of these stakeholders grow, 
biopharma manufacturers must better articulate their value 
proposition and how sustainability investments improve financial 
performance. 

Unfortunately, that is difficult to do. Why? For starters, most 
sustainability frameworks are not specifically designed with life 
sciences organizations in mind. At best, they only approximate 

the value biopharma companies create. In addition, there is lit-
tle consensus on how best to measure sustainability in the life 
sciences industry. 

This article explores how organizations can incorporate sus-
tainability directly into their business strategy and help C-suite 
executives and boards think more strategically about building 
a biopharma-specific model to measure long-term, sustainable 
value. 

MEANING OF SUSTAINABLE VALUE CREATION
In sustainable value creation, social value is the most important 
parameter, given the goal of  drug manufacturers to produce and 
deliver socially responsible products. For instance, as biopharmas 
mobilize to develop medical solutions for COVID-19, the societal 
value of  their medicines is more obvious. One result: trust in the 
pharmaceutical sector rose from 59% of  respondents in 2019 to 
73% in April 2020, according to the 2020 Edelman Trust Barom-
eter.1 This means life sciences organizations have a tremendous 
opportunity to capitalize on this goodwill. One step to consider 

Especially critical amid the continuing global pandemic, key metrics are laid out to help life 
sciences companies define, measure, and effectively communicate sustainability practices 
and progress—and build foundations for long-term business value 

By Pamela Spence 

Global Health Sciences and Wellness Leader, Ernst & Young
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Wider 
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is the adoption of  reporting frameworks that showcase how their 
products improve social value over the long term. 

Biopharmas should also consider how their products and ser-
vices create environmental and economic value. There is a clear 
linkage between worsening climate and poor health, as reduced 
air quality and rising temperatures contribute to diseases such as 
asthma and diabesity. Biopharma products that treat these 
chronic conditions, as well as the adoption of  cleaner manufac-
turing and supply chain practices, contribute positively to the 
environment and overall health. Because their medicines deliver 
value to patients in the form of  improved health outcomes, bio-
pharmas generate economic value in terms of  how much money 
is added to a country’s GDP. 

Two metrics that health economists already employ— disabil-
ity-adjusted life year (DALYs) and quality-adjusted life year 
(QALYs)—could be used more systematically 
to measure the productivity gains that result 
from countries having healthier citizens. 
DALYs measure years of  perfect health lost 
and QALYs measure the gain in years lived in 
perfect health. In practice, these metrics can 
be difficult to track consistently across popula-
tions. An acceleration in the use of  new reim-
bursement models that link payment to the 
health outcomes delivered would help. 

However, to accurately reflect the full value 
of  life sciences products and services, these 
models must move beyond clinical measure-
ments of  value to include patient-reported outcomes. 

BENCHMARKING BIOPHARMA ON               
SUSTAINABLE VALUE CREATION
Given these challenges, EY reviewed existing sustainable value 
metrics to develop a list of  sustainability metrics that reflect the 
value proposition of  life sciences companies. As part of  this anal-
ysis, EY Global Health Sciences and Wellness professionals 
reviewed more than a dozen secondary sources, including inves-
tor indices, sustainability frameworks from standards setters, and 
the Embankment Project for Inclusive Capitalism.2

Based on this research, we have prioritized eight metrics for 
life sciences organizations that reflect two primary areas of  sus-
tainability: social value and environmental value (see chart on 
next page). These eight metrics describe progress in the following 
four areas: 

• Responsible innovation. Companies are developing new 
biopharma products to help address unmet diseases—from 
autoimmune disorders and cancers—to more common con-
ditions such Parkinson’s disease or depression. Organizations 
that scored highly in this area have prioritized therapies that 
don’t just manage symptoms but are also designed to help 

modify or cure the disease. In addition, because of  their focus 
on disease areas where treatments don’t yet exist, these com-
panies have often been awarded accelerated approval for 
their medicines by regulators. 

• Access and affordability. Biopharmas are striving to 
improve public health by making certain life-saving medi-
cines widely available. Scores on the Access to Medicines 
Index reflect a range of  strategies companies employ to link 
the value of  their products to improved health outcomes 
and enable access to needy patients.

• Trust and quality. Preservation of  a medicine’s safety 
and efficacy is paramount. Life sciences companies address 
this by maintaining quality throughout the supply chain, 
rigorously testing the safety and usefulness of  products under 
development and complying with ethical promotional prac-

tices. Companies that scored highly 
here received fewer warning letters 
or voluntary or official actions than 
from during inspections.

• The health impact of  climate 
change. The life sciences sector pro-
duces 55% more greenhouse gas 
emissions than the automobile man-
ufacturing sector, according to a 
2019 study released by Elsevier.3 
This has a negative impact on human 
health. Rising levels of  greenhouse 
gases lead to global warming and 

catastrophic weather events, which, in turn, reduce air qual-
ity and the nutritional value of  foods. One way to score high 
on this dimension is to use real-time environmental risk assess-
ments to minimize environmental impacts.

These eight metrics form the basis for a preliminary model 
that allows cross-company comparisons with regard to sustain-
ability. For example, companies can use the scores on individual 
metrics as a guide to identifying areas of  leadership or opportu-
nities for improvement.

The metrics aren’t necessarily perfect measures of  sustain-
ability, but they are aligned with changing stakeholder needs and 
sustainability themes developed by standard setters and investor 
indices. For example, we’ve identified three metrics that quantify 
responsible innovation. These metrics represent themes the 
World Economic Forum (WEF) describes in its prosperity pillar, 
while our measurement of  the health impact of  climate change 
aligns with the WEF’s planet pillar.4 

There is also close alignment with the Sustainability Account-
ing Board Standard’s (SASB) recommendations for pharma and 
biotech companies; four of  the eight metrics we prioritize cor-
respond to SASB metrics measuring access, drug safety, or ethi-
cal marketing.5

Organizations have 
a tremendous 
opportunity to 
capitalize on 
this goodwill 
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Importantly, these metrics represent a subset of  possible indi-
cators where data are readily available and reported in standard-
ized ways. As such, they represent as a starting point for further 
assessments. 

ESTABLISHING CORRELATION BETWEEN 
SUSTAINABLE VALUE AND FINANCIAL VALUE
In a majority of  cases, EY found that companies’ sustainability 
scores weren’t reflected in their financial performance. Using 
10-year average multiples, EY calculated the financial perfor-
mance of  leading biopharma companies and mapped the findings 
to the organizations’ sustainable value scores. 

We chose the 10-year average valuation multiple as an indica-
tor of  financial value because it better reflects potential cash flow 
generation and the level of  risk associated with strategic business 
decisions. 

Our analysis reveals a weak positive correlation between sus-
tainable value and financial value, indicating that only a few com-
panies have a sustainable value performance that matches their 
financial value. While more should be done to establish a causal-
ity between sustainability and long-term corporate performance, 
our analysis also suggests that life sciences companies need to do 

a better job of  communicating their sustainability initiatives so 
that investors give them credit for these efforts.

THE PATH FORWARD
In light of  the social and environmental crises we face today, it is 
more important than ever that life sciences organizations over-
come challenges associated with which sustainability framework 
and metrics they should use to more accurately measure value 
creation. They must find ways to concretely measure their sus-
tainability journey and efforts and communicate what they are 
doing in this space. Their ability to create lasting future value 
rests on harnessing innovation to meet real human needs—and 
placing sustainability at the heart of  their business strategy. 

References
1. https://www.edelman.com/trustbarometer
2. https://www.epic-value.com
3. https://www.sciencedirect.com/science/article/abs/pii/
S0959652618336084
4. http://www3.weforum.org/docs/WEF_IBC_Measuring_Stakeholder_
Capitalism_Report_2020.pdf
5. https://www.sasb.org/wp-content/uploads/2018/11/Biotechnology_
Pharmaceuticals_Standard_2018.pdf

Source: EY Global Health Sciences and Wellness 
These metrics form the basis for a preliminary model that allows cross-company comparisons with regard to sustainability.

A Results-Minded Mission

Value category Dimension LS-specific sample metrics Link with sustainability Value driver

Social value

Responsible 
innovation

Number of Fast-Track Designations 
won in the US (2012–19)

Indicates pipeline potential of  
a company to address unmet 
medical needs

Expands 
addressable market 
and increases 
market share

Number of curative therapies on the 
market and in late-stage trials

Demonstrates commitment to 
treating not just symptoms but 
underlying disease cause

Number of rare diseases for which the 
company has medicines on the US 
market and in late-stage pipeline

Demonstrates commitment  
to serious disease with small 
patient base

Access and 
affordability

Score on Access to Medicines  
2018 Index

Demonstrates progress in  
enabling the needy to have  
access to medicines

Improves consumer 
buy-in and product 
uptake

Trust and 
quality

Number (since 2010) of Official 
Actions Indicated (OAIs) and 
Voluntary Actions Indicated (VAIs) 
issued by the US FDA as part of 
quality assurance inspections

Indicates company’s focus on 
consistency in quality across 
manufacturing and supply chain

Mitigates risk and 
reduces legal 
expenses

Number of warning letters received 
from US FDA for drug promotion 
non-compliance since 2010

Demonstrates company’s 
patient-centric approach in 
drug promotions

Number of serious cases reported for 
company’s top five drugs on US FDA 
Adverse Event Reporting System 
(FAERS) until December 2019

Demonstrates commitment to 
transparency about potential 
side-effects of products enabling 
physicians and consumers to make 
informed decisions

Environmental 
value

Health impact 
of climate 
change

DALYs resulting from GHG released 
(MT CO2e, Scope 1 and 2) per US$ 
billion in revenue generated in 2018

Shows the impact of a company’s 
contribution to climate change on 
the health of the global population

Reduces cost of 
capital
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I n the rapidly changing fields of medicine, such as hematol-
ogy/oncology and specifically with respect to the manage-
ment of patients with chronic lymphocytic leukemia (CLL), 
education is a key component of keeping clinicians current 

on changes to treatment paradigms. Continuing medical educa-
tion (CME) is an effective option as it provides scientifically rigor-
ous, independent, accurate, and clinically relevant information 
that hematologists/oncologists need to treat their patients. 

THE CHANGING TREATMENT LANDSCAPE
The assessment and treatment of patients with CLL has changed 
greatly in the past few years. In December 2018, a major shift took 
place in the treatment paradigm for CLL related to which patients 
received targeted therapies as opposed to chemoimmunotherapy. 
Since then, data have continued to emerge about novel regimens, 
and NCCN Guidelines® have changed several times to accommo-
date these data. In 2019, a study in Clinical Lymphoma, Myeloma 
& Leukemia found that education gaps existed for community 
hematologists/oncologists regarding the need to perform molecu-
lar testing on patients with CLL and the incorporation of new 
treatment regimens into practice. It found that many in community 
practice were not following testing guidelines and they were mak-
ing incorrect treatment selections based on out-of-date informa-
tion.1 Four new treatments and combinations have been approved 
for CLL since September 2018, and even more are being evaluated 
and may be approved in 2020 and 2021. All of these rapid changes 
point to the need for effective, on-demand continuing education in 
order to keep clinicians current on the changes taking place. 

Leaders in the field of oncology agree. “As the landscape of CLL 
management continues to rapidly evolve, it is essential that physi-
cians, advanced practice providers, pharmacists, nurses, and all 
members of the care team are able to help patients make the right 
therapeutic choice for them. There are an increasing number of 
options available, and as a result, it is becoming increasingly impor-
tant to ensure that all members of the team are educated regarding 
these choices,” said Dr. Jonathan B. Cohen, Assistant Professor at 
Emory University, Winship Cancer Institute in Atlanta, Georgia.

EFFECTIVENESS OF EDUCATION ON 
CLINICAL BEHAVIOR
It is not only critical that clinicians receive education, but it is vital 
that the education be effective. A 2020 peer-reviewed study pub-
lished in collaboration with the FDA demonstrates the power of 
Medscape digital education to affect clinical behavior and posi-
tively impact public health. The study examines the efficacy of 
targeted short-form messaging and CME aimed at reducing over-
prescribing of fluoroquinolone antibiotics. The study examined 
nearly 24,000 high prescribers of fluoroquinolones and divided 
11,774 into 3 treatment groups to evaluate and measure the effec-
tiveness of communication and education methodology:
• Group 1 - Received short-form targeted messaging only (n = 8895)
• Group 2 - Received CME activity only (n = 1756)
• Group 3 - Received both short-form targeted messaging and 
CME (n = 1123)

The trial featured a case-matched control group (n = 11,774), 
and results were compared against that population. The study 
demonstrated the statistically significant impact of Medscape 
digital CME (with or without messaging) to reduce inappropriate 
clinical behavior.2

Medscape is the leading source of digital healthcare informa-
tion for physicians worldwide3 and is a trusted learning partner 
for the medical community, with a proven ability to deliver edu-
cation that makes an impact. As new research becomes available 
and treatment landscapes change, Medscape Education is com-
mitted to providing effective digital CME to learners where, 
when, and how they want to learn. 

---
1. Mato AR, Barrientos JC, Ghosh N, et al. Prognostic testing and treatment pat-
terns in chronic lymphocytic leukemia in the era of novel targeted therapies: results 
from the informCLL Registry. Clin Lymphoma Myeloma Leuk. 2020;20(3):174-183.

2. Whyte J, Winiecki S, Hoffman C, Patel K. FDA collaboration to improve safe 
use of fluoroquinolone antibiotics: an ex post facto matched control study of tar-
geted short-form messaging and online education served to high prescribers. Pharm 
Pract (Granada) [Internet]. April 24, 2020 [cited July 9, 2020];18(2):1773. Available 
from: https://pharmacypractice.org/journal/index.php/pp/article/view/1773.

3. DRG Digital Taking The Pulse® US, 2019.
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G
ene therapies will revolutionize healthcare by offer-
ing potential curative treatments for patients dealing 
with genetic diseases. Recently approved gene thera-
pies are showing significant promise in saving or 

enhancing patients’ lives. Today, the development pipeline has 
hundreds of gene therapies that work by replacing a disease-
causing gene or inserting a new or corrected gene or directly 
editing genome (in vitro) in patients. Despite the enormous market 
opportunity this new sector presents, many challenges remain 
for gene therapy—the science is complex, treatments are costly, 
the supply chain is tenuous, and the regulatory pathway is not 
as straightforward as conventional therapies. And then also 
impacting the mix are the challenges for biopharma associated 
with navigating the ongoing COVID-19 pandemic. 

The approach to market access in this gene therapy space 
requires a radical rethinking to ensure that patients who could 
benefit from gene and curative-type treatments have timely 
access. There continues to be legitimate concern that the sizable, 
one-time upfront payments for these expensive drugs might pose 
an undue burden on the healthcare system. However, given that 
the lifetime cost of treating and managing many genetic condi-
tions may be significantly higher than the one-time cost of these 
drugs, it is essential to evaluate the long-term clinical and cost-
effectiveness tradeoffs. 

As the sector continues to grow, manufacturers must explore 
new commercialization models to collaborate with providers, 
payers, and policymakers to optimize market access to these 
therapies. This article examines lingering commercialization 
uncertainties that may hamper the successful adoption of excit-
ing novel gene therapies.

SLOWLY COMING INTO ITS OWN
The American Medical Association has identified around 4,000 
diseases linked to gene disorders, including cancer, cystic fibro-
sis, hemophilia, Parkinson’s, Alzheimer’s, and ALS. Approxi-
mately 10% of the US population suffer from diseases linked to 
genetic disorders. A handful of gene therapies have been 
approved to date. Two notably launches in recent years, Lux-
turna and Zolgensma, are experiencing early commercial suc-

cess. Both adeno-associated virus vector-based treatments, Lux-
turna is indicated for treating patients with confirmed biallelic 
RPE65 mutation-associated retinal dystrophy, while Zolgensma 
targets pediatric patients less than two years of age with spinal 
muscular atrophy (SMA) with biallelic mutations in the survival 
motor neuron 1 (SMN1) gene.

Several new companies with promising technologies have 
recently attracted significant growth capital, while established 
biopharma companies are actively engaged in deals to expand 
their capabilities. Currently, there are over a hundred gene ther-
apy candidates in the pipeline. Some prominent ones that may 
enter the market soon include BioMarin’s valoctocogene roxa-
parvovec (BMN270) for hemophilia A and Bluebird Bio’s Len-
tiGlobin for beta thalassemia and sickle cell disease.

ACCESS HURDLES, ECONOMIC BURDEN
Once a new gene therapy gets regulatory approval, the main 
impediments are gaining payer market access and ensuring 
patient access/affordability. Physicians’ and patients’ ability to  
prescribe gene therapy gets challenging, especially in situations 
where the conditions are not life-threatening. There is no fair 
way to directly compare gene therapy costs with other currently 
available medications. Though the direct and indirect cost asso-
ciated with gene therapy administration tends to be expensive, 
they are also offering potential curative options in most cases. 
Payers must incorporate them into their formularies while ensur-
ing patient affordability. These market access challenges will 
compound as more gene therapies become available, and cost 
burden increases.

Long-term effectiveness must be established. Though 
gene therapies offer the promise of a potential cures, the likely 
efficacy and durability tend to vary, and their long-term effec-
tiveness should be monitored. Some of the most recent evidence 
raises questions about the long-term durability. If this is indeed 
proven to be the case, then patient selection becomes even more 
critical if the performance tends to vary based on patient char-
acteristics. Real-world studies could address these perplexing 
issues and empower stakeholders to make optimal medical and 
access decisions.

SUBBARAO JAYANTHI
 Managing Partner, 

RxC International

Access & Gene Therapies
Uncertainties Impact Commercial Uptake
A check on the evolving challenges and potential solutions in steering 
future market adoption of curative-intended treatments
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Covering all patients is cost-prohibitive in the near-
term. The principal challenge is how individual patients can 
avail of gene therapies given the high cost—should they be made 
available to only high-risk patients? What criteria helps to assess 
these near-term vs. long-term clinical/cost-effectiveness tradeoffs 
for each patient? We show potential 
scenarios that could come into play 
when identifying the right patients for 
these gene therapies (See figure above). 
This dynamic is perhaps one of the 
most challenging areas for public and 
private payers to tackle in each disease, 
and stakeholder alignment is critical to 
ensure long-term success. The current 
system may f ind it challenging to 
absorb large, one-time payments but 
could perhaps sequence patients in the 
near-term until these therapies become less expensive and more 
broadly available to patients in the future.

Gene therapies must compete and coexist with other 
treatment modalities. They could be the only treatment 
option for patients dealing with certain genetic diseases with 
high unmet medical needs. However, if other options (surgery 
or medications) exist, gene therapies have to compete or coexist 
with them. For example, in sickle cell disease, gene therapies 
are in late-stage development. When approved, they will have 
to compete with an existing curative treatment, allogeneic hema-
topoietic stem cell transplantation (HSCT), and recently 
approved medicines Oxbryta and Adakveo intended to prevent 
vaso-occlusive crises. In these situations, physicians/payers have 
to personalize treatment algorithms and ensure access by weigh-
ing clinical/cost dynamics.

Rationalizing the value of potential curative treat-
ments. The value of gene therapies is misconstrued, and often, 
policy experts point to their high prices without understanding 
the long-term health economics. For example, there are currently 

an estimated 20,000 hemophilia patients in the US, 80% of 
whom are hemophilia A patients. If a gene therapy for hemo-
philia costs $1 million to $3 million per patient, treating the 
entire US patient population could cost $20 billion to $60 billion. 
However, assuming that these treatments are durable, one-time 
curative treatments, these costs must be compared with lifetime 
costs for the patients. Currently, hemophilia drugs alone (without 
accounting for indirect disease management costs) are estimated 
to cost $4.6 billion a year, according to AllianceBernstein, or 
$115 billion over 25 years. In the long run, the macroeconomics 
of gene therapies could prove to be attractive, with a net positive 
impact on the healthcare system.

Payers are taking an incremental approach to cov-
erage decision. Though our healthcare system currently cov-
ers specific, expensive one-time procedures (e.g., most transplant 
surgeries cost over $500,000), the cost burden stemming from 
gene therapies could put an additional burden on the system. 
Payers are trying to assess tradeoffs between the cost-effective-
ness of these novel treatments and the associated innovation 

premium. In recent times, payers have 
covered relatively expensive rare disease 
products, costing hundreds of thousands 
per patient annually. However, they 
slowly realize how accumulating cost 
could pose even more burden in the 
future. The Centers for Medicare & 
Medicaid Services’ (CMS) position on 
gene therapies is still evolving and lean-
ing toward value-based pricing and 
reimbursement approaches. For exam-
ple, Massachusetts was one of the early 

states to change policies to embrace gene therapies. The ability 
to track the effectiveness of long-term performance opens ave-
nues for outcome-based contracts.

NEW PAYMENT MODELS MAY LESSEN BURDEN
For Zolgensma, for example, Novartis has negotiated a five-year 
pay-over-time option with Accredo Health Group and out-
comes-based contracts both commercially and with Medicaid. 
Other new payment models will have to be developed to address 
challenges in the current systems. Models such as outcomes-
based pricing, extended payments, reinsurance, consumer loans, 
third-party financing, securitization of therapies, manufacturer 
managed financing, and government financing are being con-
sidered. Amortization is a common theme, though it may be 
hard to avoid default situations without significant recourse if 
patients decide to forego payments in the future, and adequate 
penalties cannot be imposed to forestall such behavior. These 
models have to be further evaluated to understand their utility 
and sustainability within healthcare budgets. 

Physicians/payers have 
to personalize treatment 
algorithms and ensure 

access by weighing 
clinical/cost dynamics
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Event Overview
The COVID-19 pandemic has—without warning—turned clinical operations on 
its head, forcing the clinical research industry to re-evaluate how to manage 
clinical trials. In an instant, physical access to patients across the globe ceased 
to be an option and the impact on data collection and patient monitoring has 
been significant. 

In this new environment, many organizations have accelerated their plans to 
shift to a decentralized clinical trial model. With this transition comes many 
benefits and challenges, and begs the question: are clinical development 
organizations prepared for this paradigm shift? 

Oracle Health Sciences, in partnership with Informa Research, gathered insights 
on the impact of the COVID-19 pandemic on clinical data collection and clinical 
operations by conducting an industry-wide survey. The survey reveals the 
depth of the pandemic’s impact on clinical trials and reveals industry leaders’ 
future predictions for clinical development beyond 2020.
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I
t is widely recognized that people living with a rare disease 
have significant obstacles on their path to the right treat-
ment. The diagnosis process is often slow as more common 
diseases are “ruled out” one by one. Once a rare disease is 

diagnosed, informational and other resources are often limited, 
and (in some cases) access to therapy may be restricted.

Life sciences companies that develop and commercialize ther-
apies for the treatment of  rare diseases must take steps as early 
as Phase II of  clinical trials to build an enduring relationship with 
patients, caregivers, and healthcare providers (HCPs). This article 
outlines two key actions—the development of  a managed access 
program and a “concierge” approach to support and service—
and the recommended timing.

PHASE II: DEVELOPMENT OF A MANAGED 
ACCESS PROGRAM
Early planning ensures a managed access program will be in place 
once a rare disease treatment is approved and commercialized. 
Implementing such planning maximizes the program’s significant 
benefits, including providing product to 
patients who otherwise could not receive 
it—either because they do not fit the clin-
ical protocol or live in a country where 
the therapy is not yet approved.

In addition to helping patients, man-
aged access programs can also be benefi-
cial as strategies to collect information 
and ultimately obtain country-by-country 
approval for the product. Companies can 
benefit from having a partner to navigate 
each country’s regulatory landscape and help deliver managed 
access—and medicine management—programs in an effective 
and compliant way.

PHASE III: DEVELOPMENT OF A 
CONCIERGE APPROACH
For patients
When a clinical trial for a rare disease therapy enters Phase lll, 
it’s time for the developer to begin active planning for the post-

approval handling of  its medical information, pharmacovigilance, 
and patient-support solutions. The availability to interact with 
patients and caregivers should be in place and ready to go as of, 
and contingent upon, the product’s approval date.

Rare diseases, by nature, have smaller patient populations, with 
generally fewer patient and caregiver resources to tap into. Apply-
ing a concierge team approach is valuable, as it ensures that every 
element of  patient support is handled in an integrated way, by a 
dedicated team—including medical information, reimbursement 
assistance, and general customer care support. A portion of  the 
team, which typically reports into the company’s medical affairs 
group, is composed of  nurses and pharmacists who have extensive 
knowledge about the disease state and the drug. Other team mem-
bers, who may report to commercial contacts within the organi-
zation, handle the reimbursement approvals and general customer 
support. All are trained to recognize adverse events and handle 
reporting according to company and regulatory guidelines. 

The concierge team is there to educate and provide support 
through every aspect of  the patient’s journey—answering ques-

tions they have at the beginning of  ther-
apy, recognizing and coping with poten-
tial side effects, affordability concerns, 
and any other issues or obstacles that may 
arise along the way.

The concierge team must be available 
to meet a multitude of  needs, and must 
do so using multiple channels (e.g., calls, 
email, video, chat, and text). Patients 
newly prescribed a self-injection drug may 
want to make their first couple of  injec-

tions while on a video call. Patients traveling out of  town can text 
a member of  their team to ask a quick question about how to 
maintain optimal storage temperatures. A patient who has a ques-
tion about their prescribed drug’s compatibility with a certain type 
of  food may benefit from a chat on the phone.

The concierge team approach provides patients with the con-
fidence to adhere to their therapy. It also provides caregivers 
with information they need to be an effective source of  support 
to the patient.

The diagnosis process 
is often slow as more 
common diseases are 
“ruled out” one by one

NATALIE DOUGLAS
Co-Founder, RareiTi

MARY ANNE GREENBERG
CEO, Diligent Health 

Solutions, LLC

A Rare-Disease Must?
Building Long-Term Relationships
The importance of life sciences companies focused on rare diseases 
to take early steps to bridge connections with patients, caregivers, 
and healthcare providers
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Customer Engagement

For HCPs
The concierge team also extends their 
reach to the patient’s healthcare team. 
Specialists may have treated few (or 
even no) patients with the disease, and 
it can be challenging for them to rec-
ognize an expected side-effect or other 
nuance of the disease or therapy. 

Having the concierge team as a 
resource eases the burden on the spe-
cialists and supports a good outcome 
for the patient.

An added benefit for HCPs is the 
inclusion of  PharmDs who can act as “virtual” medical science 
liaisons (MSLs). HCP demand for the services of  MSLs is report-
edly expected to grow by a minimum of  20% in the next three 
years. And because of  busy schedules and the COVID-19 pan-
demic, HCPs—including those that treat rare diseases—are 

increasingly requesting virtual 
engagements.

One overarching point: A non-
siloed approach to the support of  
patients and HCPs is advanta-
geous, and—due to the typical size 
of  these companies—is easier for 
rare disease organizations to imple-
ment and maintain than it is for 
larger biopharma organizations. 

EARLY RETURNS
As life sciences companies launch 

clinical development projects targeting orphan and rare disease 
conditions, early and ongoing planning about the programs that 
will be in place post-commercialization is crucial for creating 
enduring and outcome-focused relationships with patients, care-
givers, and HCPs. 

P O D C A S T

Have you listened to Pharm Exec’s new podcast? 

Every episode, we talk out topics and trends that matter 

most to the C-suite. Stay connected to the best of 

Pharm Exec from wherever you are! Available on iTunes, 

SoundCloud, Google Play, Stitcher, and Overcast.

LET’S GO BEYOND 
THE PAGES
Expert insights on the go

pharmexec.com/pharmexecpodcast  
Listen now:

PODCAST

A non-siloed approach to 
the support of patients and 

HCPs is easier for rare 
disease organizations to 
implement and maintain 
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SANJIV SHARMA 
Chief Commercial Officer,     
HLS Therapeutics, Inc. 

SUSAN SCHWARTZ    
MCDONALD, PhD
CEO, NAXION

I n February, a small pharma company was poised for the 
Canadian launch of a drug approved to reduce the risk of 
cardiovascular (CV) events in high-risk patients. “All dressed 
up” with what seemed like “nowhere to go,” the team 

scrapped a meticulous launch plan and improvised. In the eight 
months since, over a third of target customers have been reached 
and hundreds of physicians have begun prescribing even without 
benefit of in-person sales calls. Success was driven by a flywheel 
of critical factors—namely mindset, agility, customer focus, and a 
willingness to “unlearn” time-honored principles that didn’t fit the 
moment. These are lessons to launch by, even in “ordinary” times.

WINNING MINDSET
The courage of conviction is essential to any launch, but to launch 
in the early days of the pandemic, a double dose was needed. This 
team was energized by two vital ideas: (1) deep commitment to 
the product value proposition and (2) confidence in the ability to 
improvise. A sense of urgency about patients in need inspired a 
belief that commercial success was achievable, even if the terms 
of success needed to be redefined. The animating principle for the 
team was a belief that going forward meant going full-throttle.

AGILITY 
For a launch with no pandemic playbook and no option for direct 
patient engagement through DTC, agility and adaptability were 
both crucial. Key elements of a retooled launch—leveraging sev-
eral late-breaking product data in the first-ever virtual ACC, 
mobilization of thought leadership, and creation of an entirely 
digital sales plan—all required empowerment and an ability to 
pivot quickly if something failed. The new launch “plan” emerged 
ad hoc as a mandate to gather ideas, try multiple approaches, and 
course-correct rapidly—treating missteps as education, not failure.

GENUINE CUSTOMER FOCUS
Agility also drove a fresh way of thinking about customer cen-
tricity. Marketing’s first principle is genuine customer empathy, 
and failure to earn trust in a launch can have lasting effects on a 
brand, especially when customers are feeling vulnerable. Hoping 

that radical changes in practice logistics might free up physicians’ 
time for genuinely valuable CME, the company threw itself into 
development of an impromptu program that addressed urgent 
COVID-related challenges to CV disease management broadly, 
rather than focusing myopically on its own drug. In a matter of 
weeks, the company was holding webinars to present emerging 
thought leadership on the relationship between the ACE inhibitor 
pathway and COVID vulnerability, including an important mes-
sage for concerned physicians to stay the course with ACEs rather 
than put patients at added risk. The gamble paid off. Instead of 
dozens of attendees per program, there were hundreds. By tapping 
into concerns about high-risk patients who could not be closely 
followed during the pandemic, the company established itself as a 
customer-focused partner with a holistic view of CV management.

UNLEARNING LESSONS
Once the traditional sales model was upended, routine forecasting 
assumptions had to be revised and the uptake curve redrawn. A 
plan that had focused initially on high-value targets was replaced 
by a strategy that put broad-based digital sales tools to extensive 
and effective use—upending the classic pyramid and seeding a 
broader community of prescribers from day-one. As a result, many 
Rx’s are coming today from physicians who were not on the target 
list and would never have been actively pursued within the first six 
to nine months. With the gradual introduction of personal sales 
back into the marketing mix, the top of the pyramid (high-volume, 
high-value targets) can now be addressed with renewed energy.

IMPLICATIONS FOR THE FUTURE
Any predictions we make about the post-COVID world are 
bound to be a little right and a little wrong, but it’s safe to say that 
nothing will ever be quite as it was—not the way we dispense 
healthcare, nor the way we launch products. The pandemic sim-
ply accelerated an evolution toward mixed models, and creative, 
technology-intensive resource deployment customized to specific 
markets. Future brands will need to go to market with a readi-
ness to iterate scenarios because a single launch plan, baked to 
perfection, will be a luxury of the distant past. 

Case Study: A 
Drug Launch into 
COVID Headwinds
Lessons to launch by during a pandemic—or otherwise
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Event Overview
Industry experts, Chris Manchester and Billy Tamulynas will 
walk you through every stage of the business life-cycle, from 
securing funding, through clinical trials and planning an IPO, 
to address common pitfalls they’ve seen from working with 
over 50 Life Sciences organizations, and how you can avoid 
these impediments to growth.

Key Learning Objectives
•  Scale the business while still running lean
•  Better manage clinical trials
•  Prepare for equity events

Who Should Attend
• Biopharma in oncology market:  Executives, Sales, 

Marketing and Brand managers/Directors, VPs 

For questions or concerns, email 
kbarry@mjhlifesciences.com

Start-up to Commercialization 
– What Life Sciences 
Companies Need to Know 
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www.pharmexec.com/pe_p/commercialization

Presented bySponsored by

Presenters

Moderator

Lisa Henderson
Editorial Director

Pharmaceutical Executive

William Tamulynas
Managing Consultant

Sikich

Christopher Manchester
Managing Consultant

Sikich

ON-DEMAND WEBCAST
Aired: Wednesday, November 11, 2020

mailto:kbarry@mjhlifesciences.com
http://www.pharmexec.com/pe_p/commercialization
https://www.pharmexec.com/
https://www.sikich.com/


©2020 Truth Serum NTWKTM. A brand of MJH Life Sciences™.

Meet Proximyl Health® – a full-service agency where  
insights, creativity, and expertise come to life.

What if you had…

Find out how Proximyl Health can elevate your brand through the power of co-creation. 
Request a virtual capabilities meeting.  

Email Jennifer Peters at jpeters@proximylhealth.com or call (347) 406-3683.

Are you releasing  
your brand’s  
full potential?

Create ideas with your customers in real time

Engagement is built into our methodology. We believe that co-creating concepts, strategies, 
and messaging with your customers give you the most effective content your brand needs 

to thrive. We do this through our proprietary process called Immuno-marketing, which shapes 
and strengthens your brand by using real-time customer feedback at every phase of strategic, 

creative, and tactical development. This constant feedback loop ensures your brand is 
delivering spot-on, customer-driven creative that changes behavior and drives results. 

Set fees?Limitless access  
to customer insights?

Accelerated results that  
propel your brand forward?

©2020 Truth Serum NTWKTM. A brand of MJH Life Sciences™.

Meet Proximyl Health® – a full-service agency where  
insights, creativity, and expertise come to life.

What if you had…

Find out how Proximyl Health can elevate your brand through the power of co-creation. 
Request a virtual capabilities meeting.  

Email Jennifer Peters at jpeters@proximylhealth.com or call (347) 406-3683.

Are you releasing  
your brand’s  
full potential?

Create ideas with your customers in real time

Engagement is built into our methodology. We believe that co-creating concepts, strategies, 
and messaging with your customers give you the most effective content your brand needs 

to thrive. We do this through our proprietary process called Immuno-marketing, which shapes 
and strengthens your brand by using real-time customer feedback at every phase of strategic, 

creative, and tactical development. This constant feedback loop ensures your brand is 
delivering spot-on, customer-driven creative that changes behavior and drives results. 

Set fees?Limitless access  
to customer insights?

Accelerated results that  
propel your brand forward?

©2020 Truth Serum NTWKTM. A brand of MJH Life Sciences™.

Meet Proximyl Health® – a full-service agency where  
insights, creativity, and expertise come to life.

What if you had…

Find out how Proximyl Health can elevate your brand through the power of co-creation. 
Request a virtual capabilities meeting.  

Email Jennifer Peters at jpeters@proximylhealth.com or call (347) 406-3683.

Are you releasing  
your brand’s  
full potential?

Create ideas with your customers in real time

Engagement is built into our methodology. We believe that co-creating concepts, strategies, 
and messaging with your customers give you the most effective content your brand needs 

to thrive. We do this through our proprietary process called Immuno-marketing, which shapes 
and strengthens your brand by using real-time customer feedback at every phase of strategic, 

creative, and tactical development. This constant feedback loop ensures your brand is 
delivering spot-on, customer-driven creative that changes behavior and drives results. 

Set fees?Limitless access  
to customer insights?

Accelerated results that  
propel your brand forward?

©2020 Truth Serum NTWKTM. A brand of MJH Life Sciences™.

Meet Proximyl Health® – a full-service agency where  
insights, creativity, and expertise come to life.

What if you had…

Find out how Proximyl Health can elevate your brand through the power of co-creation. 
Request a virtual capabilities meeting.  

Email Jennifer Peters at jpeters@proximylhealth.com or call (347) 406-3683.

Are you releasing  
your brand’s  
full potential?

Create ideas with your customers in real time

Engagement is built into our methodology. We believe that co-creating concepts, strategies, 
and messaging with your customers give you the most effective content your brand needs 

to thrive. We do this through our proprietary process called Immuno-marketing, which shapes 
and strengthens your brand by using real-time customer feedback at every phase of strategic, 

creative, and tactical development. This constant feedback loop ensures your brand is 
delivering spot-on, customer-driven creative that changes behavior and drives results. 

Set fees?Limitless access  
to customer insights?

Accelerated results that  
propel your brand forward?

©2020 Truth Serum NTWKTM. A brand of MJH Life Sciences™.

Meet Proximyl Health® – a full-service agency where  
insights, creativity, and expertise come to life.

What if you had…

Find out how Proximyl Health can elevate your brand through the power of co-creation. 
Request a virtual capabilities meeting.  

Email Jennifer Peters at jpeters@proximylhealth.com or call (347) 406-3683.

Are you releasing  
your brand’s  
full potential?

Create ideas with your customers in real time

Engagement is built into our methodology. We believe that co-creating concepts, strategies, 
and messaging with your customers give you the most effective content your brand needs 

to thrive. We do this through our proprietary process called Immuno-marketing, which shapes 
and strengthens your brand by using real-time customer feedback at every phase of strategic, 

creative, and tactical development. This constant feedback loop ensures your brand is 
delivering spot-on, customer-driven creative that changes behavior and drives results. 

Set fees?Limitless access  
to customer insights?

Accelerated results that  
propel your brand forward?

mailto:jpeters@proximylhealth.com
mailto:jpeters@proximylhealth.com
mailto:jpeters@proximylhealth.com
https://www.proximylhealth.com/
https://www.proximylhealth.com/



