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From the EditorSEPTEMBER 2016 PHARMACEUTICAL EXECUTIVE

WILLIAM LOONEY

Editor-in-Chief

william.looney@ubm.com

Follow Bill on Twitter:

 @BillPharmExec

Rise of the Vox Populi 
AS THE WORLD’S LEADING MAKER OF MEDICINES—an essential public good—you might think 

that big Pharma has a healthy sense of its own vulnerability to geopolitical risks. A closer look 

at the industry’s armamentarium to counter everything from macroeconomic headwinds to 

reputational hits from local politicians suggests otherwise.  

C
ompany investments in NGO advocacy 
and academic policy research are down. 
Trade association initiatives to build 
cross-industry consensus to shape the 

external environment have been sidelined by beg-
gar-thy-neighbor competition for product access. 
Waves of M&A consolidation have eclipsed the 
painstaking task of stakeholder engagement, 
resulting in ever larger companies with the internal 
distractions—and inertia—of a mini nation state. 
Most important, the industry has lost the leverag-
ing power that comes from speaking with a single 
voice. It signals a diminished capacity to influence 
a world where resolving problems depends on 
group affiliations.  

Big Pharma may no longer be viewed as an 
authoritative player in global policy debates. In a 
July 29 online post in Nature Drug Discovery, for-
mer Goldman Sachs chief economist Jim O’Neill, 
chair of a UK government inquiry on antimicrobial 
drug resistance (ADR), referred to the biopharma-
ceutical industry using words like “unimaginative” 
and “narrow-minded,” noting sarcastically that the 
industry welcomed everything in his team’s report, 
“except for the section that said they’d have to spend 
more money.” O’Neill’s position in the top tier of 
finance hardly paints him as a bomb thrower, but 
still he offers faint praise for drugmaker’s political 
savvy, claiming that “the pharmaceutical world 
thinks our proposals (for a new ADR drug financ-
ing mechanism) just popped out of my team’s head.”   

Underlying O’Neill’s critique is big Pharma’s 
habit of failing to look at the big picture. Attacks 
on its pricing and R&D model get the most atten-
tion in the C-suite, but there are two larger, tran-
scendent forces that may add considerably to the 
industry’s exposure to risk.

First is the backlash against globalization, a way 
of organizing commerce and institutional relation-
ships that, over the past half-century, has arguably 
benefited biopharma more than any other sector. 
Cost and quality efficiencies from a globally inte-
grated supply chain is one example; so too is the 
progress made on convergence of national regula-
tory and surveillance standards as well as multilat-
eral endorsement of a minimum benchmark for IP 
protection and enforcement, across borders. Second 
is declining economic growth and productivity, 
driven by a persistent lag in private investment. This 
is evidenced from both a sectoral and geographic 

perspective: the IT revolution has yielded up much 
of its connectivity gains, with Internet access stabi-
lizing at roughly three billion users worldwide, while 
once-promising emerging country markets face 
higher debts and other structural challenges that 
have pushed GDP growth well below the double-
digit rates of the past decade.  In Europe and Japan, 
demand is flat and deflation has taken root. 

The consequences for pharma of these two 
macro trends are damaging. Opposition to global-
ization has imperiled the Trans-Pacific Partnership 
treaty (TPP), a US-led effort to counter China’s mer-
cantilist influence over Asia’s most promising future 
markets for healthcare, with a consistent standard 
for IP recognition of next-generation, US-grown 
biologics included as part of the core package. Like-
wise, in a deglobalizing world, there is little pros-
pect for a globally aligned strategy on market 
access: limiting the bleed from compulsory licens-
ing and reference-based pricing only to the poorest 
countries with a recognized emergency need.  

Stagnant growth is even worse. A lot of the fis-
cal deficit friction targeting the drugs bill could be 
avoided if the US and Europe delivered a GDP 
growth rate at the historical post-war standard of 
3% or more. There is no better “grand bargain” 
for health than that. And the best way to secure it, 
here in the US, is a comprehensive tax reform 
benchmarked to the competitive rates set by our 
key trading partners—the global approach. The 
last such reform took place back in 1986, when US 
drug industry revenues were $25 billion, less than 
10% of the estimated $300 billion US-based drug-
makers now have idling  abroad, awaiting a change 
in the law.  

The good news is big Pharma is beginning to 
incorporate awareness of this troubling macroeco-
nomic landscape in their business planning. Proac-
tive assessment of currency, economic and tax 
trends is now part of the CFO skill set, while the 
globalization backlash is now ingrained in contin-
gency planning for  foreign investments. Indeed, 
the politics behind the recent acquisition battle 
between Pfizer and AZ reveals that being stateless 
in a world of nation states is not an option. Adja-
cent sectors like banking are signaling the way. 
Citicorp has coined a new form of business risk in 
the years to come—Vox Populi risk—where the 
“will of the people” mutates to the unpredictable 
agida of the flash mob.  
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O
ne issue that Demo-

crats and Republicans 

agree on is that too 

many Americans are 

dying or becoming addicted to 

powerful prescription pain medica-

tions, and that the government, the 

medical profession and the phar-

maceutical industry need new 

strategies to halt the spread of opi-

oid abuse across the nation. States 

are suing pharma companies for 

misleading promotional messages, 

while Congress complains about 

high prices for antidotes and for 

safer formulations. Politicians of 

all stripes demand limits on opioid 

prescribing and dispensing and 

more treatment for addicts. 

An estimated 19,000 Ameri-

cans died last year from prescrip-

tion opioid overdoses, and thou-

sands end up in emergency rooms 

every day, largely related to overuse 

and abuse of extended release/long-

acting (ER/LA) pain medications. 

Prices and access

FDA is working to improve access 

to pain medicines that resist abuse, 

as well as non-opioid alternatives 

and “rescue” treatments such as 

naloxone to counter overdoses. 

The agency has approved six drugs 

with abuse-resistant formulations 

(ADFs) since 2011, and in August 

added Pfi zer’s Troxyca ER to the 

list. Guidance fi nalized in April 

2015 advises sponsors on ADF 

testing and labeling, which has 

helped spur development of inno-

vative products with technologies 

that are harder to crush or that 

counter the opioid effect. While 

such therapies may help reduce opi-

oid abuse, they are expensive to 

develop and manufacture and thus 

carry higher prices. Payers and 

patients may accept more expen-

sive pain medicines if they also help 

reduce health spending. A recent 

report by nonprofi t FAIR Health 

documents how heavy opioid users 

incur high-cost medical services, 

rocketing up outlays in this area 

3,000% from 2007 to 2014. 

One response is to support 

development of generic ADFs to 

inject competition into the ER opi-

oid market, similar to the situation 

with immediate-release pain meds. 

To this end, FDA issued draft guid-

ance in March advising sponsors 

on developing, testing and docu-

menting similarity of generic opi-

oids with ADF features.  

There’s also concern about high 

prices and shortages of naloxone. 

This newly-important “rescue” 

therapy has been cheap and widely 

available in the past, but now more 

scarce as generics makers have 

exited the market, leaving Pfi zer’s 

Hospira and Mylan the main pro-

ducers of this sterile injectable. 

Meanwhile, new intranasal nalox-

one products and an auto-injector 

version have made the drug easier 

to use, but also more expensive.

Concerns about affordability 

and access have been raised by the 

Centers for Disease Control and 

Prevention (CDC) and Senate lead-

ers. A main thrust of the Compre-

hensive Addiction and Recovery 

Act (CARA), signed by President 

Obama in July, is to support state 

and local programs that provide 

access to naloxone and other opi-

oid alternatives. 

Payers step in

The prospect of cutting costs, while 

also preventing death and patient 

harm, is prompting insurers and 

health plans to do more to reduce 

opioid prescribing. BlueCross 

BlueShield of Massachusetts, for 

example, requires prior authoriza-

tion for new LA opioid prescrip-

tions and refi lls beyond 30 days, 

authorizes pain management pro-

grams for heavy users and seeks  

better communication with physi-

cians to prevent “doctor shopping.”  

Aetna has identified nearly 

1,000 “super-prescriber” doctors 

who refi ll prescriptions for pain-

killers at unusually high rates—not 

including oncologists and pain spe-

cialists who normally handle high 

volumes of serious cases. The 

insurer isn’t taking action against 

individual physicians or implying 

fraud, acknowledging that some 

heavy prescribing is perfectly legit-

imate. Medicare also seeks to 

address the rise in opioid prescrib-

ing by Part D drug plans. A June 

report from the HHS Offi ce of the 

Inspector General (OIG) found 

that spending on opioids exceeded 

$4 billion in 2015, up 165% from 

2006 to 2015. The OIG wants 

more reporting of potential fraud 

and abuse by plans.

Initiatives to reduce inappropri-

ate prescribing emphasize the 

importance of better educating 

physicians in proper pain manage-

ment and prescription drug abuse 

treatment. FDA instructed manu-

facturers to provide such programs 

to medical professionals under a 

risk evaluation and mitigation 

strategy (REMS) established in 

2012. But relatively few prescribers 

have completed available courses, 

prompting calls for a mandatory 

educational effort. 

Opioid Epidemic Prompts 
More Finger-Pointing 
Traditional sales, pricing practices face legal challenges, 
political backlash

Opioid 

Marketing 

Under Fire

bit.ly/2bl4R8u
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Technology can’t 
replace people —
why Patient Support Programs  

need a personal approach

Learn more about

Patient support programs (PSP) must be 
dynamic in their approach to ensure that they 
meet the needs of all patients. As the industry 
makes the shift from transactional approaches 
to a more relationship-based approach, what 
tools can we utilize and where does the nurse 
fit as we move towards digital approaches? 
In our upcoming webinar, we bring together three 
Quintiles experts to examine the changing patient support 
landscape. Peter Rutherford, Vice President of Integrated 
Market Access examines the current landscape and recent 
research. Helga Williams, Senior Nurse Advisor shares her 
experiences of working directly with patients engaged with 
support programs and Rebecca Galbraith, Practice Area 
Head, Patient Support and Adherence explores the multi-
channel approaches being harnessed to maximize positive 
outcomes for patients. 
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N 
ow in its ninth year, Pharm Exec’s Emerging Pharma 

Leaders (EPL)—16 for 2016—is our ongoing tableau 

of an industry on the move. Selected in an open, non-

sponsored process with the active participation of the maga-

zine’s Editorial Advisory Board, this year’s EPL roster demon-

strates how the industry’s deployment of essential human 

capital has changed in line with a business model that is no 

longer static and predictable—or should we say complacent?

Instead, the industry requires talent that can function effec-

tively in a climate of contradictions. One where competitive 

threats emerge suddenly, from all directions, while opportuni-

ties are short-lived and hence can easily be missed. This 

requires in turn a fl exible business culture able to generate 

more market-disrupting ideas and to execute swiftly toward 

a successful end-game whose ground rules are starkly clear. 

All our 2016 leaders agree that success means a global market 

orientation; differentiated, dominant brands, sustainable 

through the entire product life cycle; superior, leading-edge 

technologies that yield not just data, but answers; and a strong 

value proposition to customers. These are the EPLs’ marching 

orders. And forget about that annual performance review as 

the benchmark for reward—what matters to these leaders is 

constant daily feedback, the gift of authenticity in real time. 
— William Looney, Editor-in-Chief

2016 
Emerging Pharma Leaders

VAS NARASIMHAN, Global Head, Drug 

Development, and Chief Medical Offi cer, 

Novartis

HABIB DABLE, President, US 

Pharmaceuticals, Bayer

CHRISTOPHER GODFREY, Founder and 

CEO, Bloodbuy

MICHAEL NALLY, President, Global 

Vaccines, Merck & Co. (MSD outside of the 

US and Canada)

ANDREW A. RADIN, ANDREW M. RADIN, 

Co-Founders, twoXAR

GWENDOLYN WHITNEY, Senior Director 

of Sales Analytics and Operations, Gilead 

Sciences 

STACY FELD, Senior Director, Consumer 

Scientifi c innovation, Johnson & Johnson 

Innovation

NOUHAD T. HUSSEINI, Vice President, 

Business Development, Regeneron 

Pharmaceuticals

MIKE KLOBUCHAR, Vice President, 

Business and Financial Planning, Merck & Co.

SABINA EWING, Vice President, Business 

Technology, Pfi zer inc.

ERIC JORDAN, Vice President, US Payer & 

institutional Strategy Lead, Shire

JASON SMITH, Managing Director, 

Singapore and Asian Emerging Markets, 

Novartis

KAYA PAI PANANDIKER, Vice President, 

Psychiatry Marketing, Lundbeck US

SACHIN KAMAL-BAHL, Vice President and 

Head, Innovation Center, Global Health and 

Value, Pfi zer inc.

CHRISTOPHER DILLARD, Senior Director, 

Marketing, XenoPort

And the Leaders Are ... 
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Driving 
‘Incredible 
Science’
Vas Narasimhan, Global Head, 
Drug Development, and Chief 
Medical Offi cer, Novartis

V
as Narasimhan’s pharma journey 

did not start with a game plan other 

than wanting to achieve “the biggest 

possible impact on public health.” He 

went to Harvard Medical School, and 

then onto Harvard’s Kennedy School of 

Government, with the goal of becoming 

a public health physician. After graduat-

ing, he worked extensively in Africa, 

Peru, and India on projects focused on 

HIV/AIDS, tuberculosis (TB) and 

malaria. After taking in the experience 

of on-the-ground medical systems in the 

developing world, he eventually decided 

he wanted to expand his knowledge of 

management; he felt that “what was 

lacking in the public health community 

was the ability to lead and manage com-

plex global organizations.” So he went 

to work as a consultant and engagement 

manager at McKinsey & Co. for two 

years, learning a lot about the industry 

and, crucially, how to lead.

“When I was working in Peru on a 

TB program, running a project with the 

Ministry of Health, I saw how diffi cult 

it is to get the various stakeholders from 

around the country together and align 

around a common goal,” he says. “I 

remember thinking how little you actu-

ally know when you have to make com-

plex decisions—but people are still look-

ing for you to lead. McKinsey taught me 

that, how to make decisions with limited 

information.”

In 2005 Narasimhan joined Novartis, 

working primarily on pipeline develop-

ment, and in 2007 became global head 

of its meningitis franchise. By 2009, as 

head of US Vaccines, he was leading the 

whole of the Novartis operation’s pan-

demic H1N1 response, an experience 

that gave him “a lot of confi dence in my 

ability to get people behind a common 

purpose.” He had to galvanize the global 

organization to develop four different 

vaccines and produce hundreds of mil-

lions of doses in a short amount of time. 

“I had to keep people moving toward a 

goal that they didn’t think was possi-

ble,” he says, “and also take care of the 

external environment, where, for exam-

ple, you’re testifying in front of Congress 

and trying to manage a huge range of 

stakeholders.”

Spending the best part of a decade 

building Novartis’s vaccine development 

pipeline also had its humbling moments. 

“You get so passionate about what 

you’re doing that you desperately want 

it to succeed,” says Narasimhan. “We 

did everything we could to build and 

grow that business, but in the end we 

had to understand that there was a bet-

ter owner for it and we sold it to GSK.” 

But Narasimhan looks back on this 

turn of events philosophically, as another 

valuable experience. “Sometimes it’s 

important to take a step back and realize 

that, even if it feels like a personal set-

back for you, it’s the best thing for that 

enterprise to go in a different direction. 

It took time to be comfortable with it, 

but in the end it was the right decision.”

Narasimhan’s career trajectory, nev-

ertheless, continued apace. Now, as 

global head of drug development and 

chief medical officer at Novartis, he 

leads more than a 10,000-person staff 

spanning over 140 programs. For him, 

overseeing such a large number of people 

comes back to those common goals. “In 

a large organization, you’re only as good 

as your immediate team—and the team 

around that immediate team— because 

they’re the ones that have to take those 

objectives forward,” he says. “It’s about 

driving a culture of openness and col-

laboration. I spend a lot of time on the 

selection of the top 200 people; if you 

can drive that culture through your top 

leadership, that will really help shape 

how the organization operates.”

Narasimhan is as passionate about 

the managerial aspect of his role as he is 

working on “the incredible science.” He 

says that “every day there is a stream of 

problems that you have to tap into your 

brain to really think about solving. A 

few years ago I would have said, just 

focus on the objectives and on driving 

results. Much more now I realize it’s the 

time I spend with people and the power 

of inspiring them. And you have to be 

genuinely curious and treat every meet-

ing and every conversation as an oppor-

tunity to learn.”

That Narasimhan is earmarked for 

even greater things was confi rmed by his 

inclusion in Fortune’s “40 Under 40” 

annual ranking last year of “the most 

infl uential young people in business,” 

sharing the platform with the illustrious 

likes of innovators and disruptors such 

as Bank of America managing director 

Karen Fang, Hillary Clinton’s campaign 

manager Robby Mook, and a young 

singer-songwriter named Taylor Swift. 

But in the midst of such accolades, he 

has kept his feet on the ground and his 

mind on the job. “I’ve trained myself to 

really just focus on the day, the week, 

the month,” says Narasimhan. “In the 

last three years I went from head of vac-

cines R&D to now heading up drug 

development and being the chief medical 

offi cer across all of Novartis. I wouldn’t 

have scripted it, and that makes me ret-

icent about over-engineering my career.”
 — Julian Upton
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L
ong associated with that very earliest 

staple of the medicine chest—aspirin—

Bayer is today a company with a commit-

ment to shortening the horizon line for 

drug innovations of the future. Leading 

that repositioning in the US—Bayer’s larg-

est market—is Habib Dable, 45, a 22-year 

company veteran and the man behind the 

launch of some of the industry’s most 

iconic brands, including the ophthalmol-

ogy blockbuster, Eylea. The following are 

thoughts from one of this year’s Emerging 

Pharma Leaders on motivating colleagues, 

managing culture change and navigating 

from the top to secure what he contends 

is a bright future for medicines innovation.

PE: Is there a story or anecdote that helped 

shape and defi ne who you are today?

Pursuing what I was truly passionate 

about was the key to shaping who I am 

today. At the University of New Bruns-

wick (UNB) in Canada, I started as a stu-

dent in the science program, but I quickly 

realized that was not the program for me. 

I was intrigued by science, but I discov-

ered that I did not want to be a physician. 

Rather, I moved toward business, per-

haps as a CEO someday. I transferred to 

the business program, worked as hard as 

I could, took extra courses, and enrolled 

in summer classes so I would graduate on 

time. I then got an MBA, also from UNB. 

Ironically, my fi rst job out of business 

school was with a company called Bayer, 

focused on Science for a Better Life. I’m 

still as passionate about the business 

today as I was then. Gathering feedback 

from those you trust is important, but 

nothing can replace your gut instincts.

PE: What are the most critical assets and 

skills from your background that you 

must draw on in managing people, defi n-

ing strategy, and executing objectives?

I learned, early on, the importance of 

interpersonal awareness to excel at net-

working and building strong stakeholder 

relationships. This really allows you to 

have the data and perspective necessary 

to manage and set a strategic course. And 

related to this, I’m an active listener. In 

making decisions, I seek out people with 

different perspectives as a way to test my 

own judgment and avoid complacency. 

Complacency is a trait that has to be sys-

tematically addressed and rooted out, 

particularly in large organizations. 

In that regard, one of the things that 

has kept me at Bayer for 22 years—it’s 

actually the only place I have worked—

is its strong support for professional 

growth. Our performance management 

program strives to activate employees’ 

motivation by aligning their individual 

objectives and behaviors with the com-

pany’s strategy and “LIFE” values—that 

is —Leadership, Integrity, Flexibility, 

and Effi ciency. This serves to increase 

our employees’ sense of belonging and 

loyalty to the company. I’ve seen it in 

action, and it works. 

PE: How important are cross-disciplin-

ary teams in driving the agenda of bio-

pharma companies today?What makes 

a good team work and what factors tend 

to make a team less successful?  

Cross disciplinary teams are critical 

to our business success at Bayer. Perhaps 

this wasn’t always the case but the mar-

ketplace is increasingly complex and 

constantly evolving. There are multiple 

stakeholders with different needs, and 

effective teams drive for results, collabo-

rate, value different points of view, and 

hold themselves accountable. When 

these elements are missing, teams can 

become sources of confl ict.   

PE: Where is the industry going? Based 

on that, what are the three most impor-

tant management skills and leadership 

characteristics that you believe are 

going to be most relevant to achieving 

career success in the future?    

It’s a great time to be working in bio-

pharma. US healthcare venture investments 

hit an all-time high in 2015 and FDA 

approved more new drugs—45—in 

decades. The industry is now open to look-

ing at new ideas—creativity is critical, given 

the regulatory and financial challenges 

companies face today. The key is to under-

stand the unmet medical needs of patients. 

Knowledge of biochemical processes and 

underlying genetic causes of diseases is 

growing at record speed, and R&D requires 

a degree of specialization that a single orga-

nization can no longer achieve on its own. 

We, like others in the industry, recognize 

that cultivating ideas also includes looking 

for innovation outside of Bayer. 

Given that, I see the most relevant lead-

ership characteristics for the future are 

applying knowledge of the business and 

marketplace to the organization’s goals; 

seeing ahead for future possibilities to 

develop breakthrough strategies; building 

strong teams that apply diverse skills and 

perspectives to achieve common goals; and 

stepping up to address diffi cult issues and 

saying what needs to be said. 

PE: Human capital is critical to a knowl-

edge-based industry like biopharma. Do 

you ascribe to the notion that changing 

the mindset of a workforce is an exercise 

that must begin and be supervised from 

the very top? Is the CEO the one who sets 

the culture of a company or is the concept 

of “culture” more linked to a legacy 

drawn from the contributions of many 

individual leaders over time? If it’s the 

latter, how do you change the culture?   

See Dable, page 31

The Feedback Gift
Habib Dable, President, US Pharmaceuticals, Bayer 
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S
ometimes a change in the weather 

can be life-changing. So it was for 

Chris Godfrey, a Dallas-based invest-

ment professional whose new start-up is 

attracting plaudits—and investment-

grade partners—for addressing a persis-

tent gap in the US medical supply chain. 

His company, Bloodbuy, is using inno-

vative data management technologies to 

create a transparent and consistent pro-

cess for exchanging price and supply 

information around the core commodity 

of healthcare: blood. And, like most 

entrepreneurs, Godfrey scoffs at the 

notion that inspiration came from one 

of those fabled “eureka” moments. 

Instead, it was something far more pro-

saic: an epochal ice storm coinciding 

with the 2011 NFL Super Bowl that shut 

down the Dallas/Fort Worth area for 

days and led to critical spot shortages of 

blood, whose ripple effects were felt in 

hospitals throughout the entire region.

Godfrey was curious about fi nding an 

explanation for the widely reported plunge 

in blood inventory, which also featured a 

hasty, largely uncoordinated series of 

appeals to the public to donate. “Part of 

my role as SVP of private equity firm 

HealthCap was to identify promising busi-

nesses in the healthcare market that were 

underperforming and to fi nd out why,” 

Bloodbuy’s 34-year-old founder and CEO 

told Pharm Exec. “I reached out to con-

tacts within the blood industry and started 

going down the rabbit hole, posing the 

basic question of how such a deeply rooted 

supply network could simply crash, espe-

cially as everyone had been able to see this 

weather event coming. I found it absurd 

that, with all the advances in data manage-

ment and integration as well as the rise of 

predictive analytics, a predictable weather 

event could cause our patient population 

to face such a major public health risk.”  

Godfrey discovered a fragmented 

national blood supply infrastructure, 

unevenly distributed resources, with 

sharp geographic abnormalities, resulting 

in a system mired in a constant state of 

disequilibrium. A silo mentality was per-

vasive and fi ercely protected. Very few in 

the system shared information, while the 

vast majority of blood bank communica-

tions in this second decade of the new 

millennium relied on 1970s technology—

phone and fax. “None of these infrastruc-

ture challenges seemed unsolvable, if only 

because blood procurement and supply 

is a remarkably small universe compared 

to other parts of the health system, with 

a participating national network of 4,500 

hospitals, the Red Cross and some 50 or 

so independent blood centers. To me, it 

was a model opportunity to thoughtfully 

engineer a solution that would bring the 

entire blood ecosystem on line, using a 

modern IT infrastructure, and at a rela-

tively modest cost,” Godfrey said. 

Godfrey prepared a business plan for 

Bloodbuy, the centerpiece of which was 

a cloud-based, interactive, silo-busting 

web app that institutions could join to 

manage their stocks of blood. It used 

proprietary algorithms that fi lter key 

data on fulfi llment, and matches need 

with available supply at a cost-effective 

price based on real-time conditions in 

the market. It’s essentially about diver-

sifying risk. Hospitals will have a better 

chance of getting the blood products 

they need, when needed, and at an opti-

mal price point. The blood supply cen-

ters get help with addressing the institu-

tional decline in acute care services and 

resultant lower blood utilization, which 

makes decisions on how much blood to 

collect increasingly challenging, by 

seamlessly connecting the centers to new 

customers in need located outside their 

geographic space. Notes Godfrey, “Our 

pitch to partners from both sides is sim-

ple: Bloodbuy acts as a Priceline for 

blood products.” 

Bloodbuy was incorporated as a pri-

vately held enterprise in 2013, with a staff 

of 12 and Godfrey as CEO. After launch-

ing pilot programs in cooperation with 

facilities at Texas Medical Center and 

other teaching hospitals, Bloodbuy closed 

an institutional fi nancing round, raising 

$3.75 million with two strategic partners:  

Premier Inc. (NASDAQ: PINC), a leading 

healthcare process improvement fi rm; and 

St. Joseph Health, a California-based inte-

grated care provider with facilities 

throughout the state and in New Mexico 

and Texas. Bloodbuy also signed a part-

nering deal with Premier Inc. in March. 

The two organizations now work closely 

to make Bloodbuy’s technology solutions 

readily available to the 3,600 hospitals 

participating in the Premier network. And 

in April, Godfrey and team won the fi rst 

Harvard Business and Medical Schools’ 

joint award, the Health Acceleration Chal-

lenge, which recognizes innovative solu-

tions that raise healthcare value. Bloodbuy 

beat out nearly 500 applicants from 29 

countries, netting a $100,000 prize as well. 

Godfrey earned an Executive Master’s 

degree in Healthcare Leadership from 

Brown University by evaluating just a few 

of the hurdles that had to be overcome 

to turn his concept into a viable business. 

Relates Godfrey, “Innovation is a popu-

lar catchword in healthcare right now, 

but the real truth behind it is painful. The 

healthcare system imposes an endless 

cycle of checks and balances that must 

be carefully understood and then lever-

aged in the context of the business plan. 

See Godfrey, page 31

Going Down the Rabbit Hole
Christopher Godfrey, Founder and CEO, Bloodbuy
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A
n economics graduate, Michael 

Nally began his career at an invest-

ment bank in Chicago, but the work left 

him with “a bit of an empty feeling.” 

He went back to business school and 

while there was introduced to Merck & 

Co. (known as MSD outside the US and 

Canada) and MSD’s then Chief Finan-

cial Offi cer Judy Lewent, who brought 

him into the company to work on com-

petitive intelligence. From that point 

on, Nally’s career has left him feeling 

anything but empty; during his first 

years, he was “exposed to the company 

at the 30,000-foot level,” working in 

portfolio analytics, on the pre-commer-

cialization of Januvia, and in commu-

nications as an external spokesman for 

the company at the time of the Vioxx 

trials and again during the merger with 

Schering-Plough.

The years of 24/7 working hours and 

wall-to-wall pressure were exhilarating 

and offered a steep but rewarding learn-

ing curve. Nally says he got to see “every 

part of the business, and only a handful 

of jobs have that perspective.” But he 

eventually knew it was “time to dial in 

and get a proper job” and chalk up expe-

rience of actually running an organiza-

tion. Not being a scientist, he felt he 

needed to get closer to the end product. 

So he took an opportunity to lead the 

company’s Swedish business as manag-

ing director. The posting also turned out 

to be a great learning experience, not 

least from a cultural standpoint. “Swedes 

and Americans look similar on the out-

side, but the underlying orientation cul-

turally is different. It forced me to grow 

and listen, to be patient.”

Squaring up to cultural challenges 

continued when Nally moved to the UK 

two-and-half years ago to take up the 

position as managing director, UK & 

Ireland. He notes that the political inter-

face in the UK is much bigger than in 

Sweden. “In the UK, I probably spend 

40-50% of my time externally ori-

ented—with the government, with the 

Department of Health, with NHS Eng-

land —working on policy-related issues. 

Also, we have a much bigger footprint 

as an organization here, so it’s a lot more 

about leading through others than indi-

vidual leadership.”

Leadership is more than just a job 

for Nally. He remains a keen student 

of it. In his downtime he loves reading 

historical biographies of political, mil-

itary and business leaders. “Resilience 

in leadership is something I’m struck 

by,” he says. “You can say a lot of 

things, but it’s what you do that ulti-

mately matters. You have to hold your 

leaders and teams accountable for act-

ing the right way, but you also have to 

be a role model.” It boils down to eth-

ics and integrity and being able to 

inspire others. “How do you reinstill 

belief in what we can achieve? If you 

can get your team to focus in on what 

outstanding looks like again, I think 

you can surprise yourself and the 

broader organization.”

During the current period of industry 

malaise, inspiring others is more crucial 

than ever, says Nally. “Does the industry 

truly recognize how serious of an issue 

it faces? The patents on our products 

provide the pharmaceutical industry 

with a false sense of security as we are 

benefi tting from work that was done 10 

years ago. But the industry is in trouble; 

we’re going to see continued consolida-

tion, challenges with R&D productivity, 

and payers exerting more power than 

ever before.” 

Of course, the industry is intellectu-

ally aware of this, he says, “but you have 

a workforce that has been conditioned 

in the glory days of pharma. The burn-

ing platform isn’t as acute for us as it is 

in other technology industries. But we 

have to push that sense of urgency.”

In a career that has seen Nally eager 

to face new and diverse challenges at 

almost two-yearly intervals, it is no sur-

prise that, as Pharm Exec went to press, 

he was about to take another step. After 

a successful tenure in the UK, which saw 

him help the organization become the 

fi rst company to “really leverage” the 

country’s early access to medicine 

scheme, putting its melanoma product, 

Keytruda, into the program and bringing 

it to about 500 patients treated before 

marketing authorization, he is now tak-

ing up the position of president of global 

vaccines. 

By his own admission, Nally “strug-

gles with status quo.” He explains: “At 

some point in an organization there’s a 

time where you come out of an intense-

change period to a business-as-usual 

period; I’m probably not the best leader 

in the business-as-usual period.” He is 

being modest, but his passion clearly 

lies in predicting the model of the future 

and understanding how he can deliver 

on it. “I love that intellectual chal-

lenge—how to mobilize an organization 

to really change the way it operates.” 

As the industry stands at the moment, 

there is plenty for a leader of Nally’s cal-

iber to tackle.
— Julian Upton

Saying No to the Status Quo
Michael Nally, President, Global Vaccines, Merck & Co.
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I
n an unusual but fruitful coincidence, two 

of Pharm Exec’s 2016 Emerging Pharma 

Leaders happen to be named Andrew 

Radin. No relation; only their middle ini-

tials are different. Nevertheless, that shared 

surname proved the spark for a singular 

mission: to build a new company, twoXAR 

(two times Andrew Radin or “two czar”), 

dedicated to advancing a new approach to 

drug discovery using the advanced data 

processing and deep knowledge analytical 

powers of software-based computational 

biology rather than traditional chemistry. 

twoXAR can chart a course to early-stage 

candidate discovery faster, and at signifi -

cantly lower cost, than the “sift, test and 

verify” methods that have set the standard 

of R&D practice for decades.

“The easiest thing we’ve done so far is 

giving our company a name—literally, it 

says you don’t get one Andrew Radin but 

two,” co-founder and CEO Andrew A. 

Radin (top right), 43, told Pharm Exec. 

The fi rst encounter came when the younger 

of the two co-founders, 31-year-old Chief 

Business Offi cer Andrew M. Radin (bot-

tom right), asked if he could buy Andrew 

A.’s Internet domain name. The answer 

from the older of the two was a rather testy 

“no,” but in the course of Andrew M.’s 

courtship via email they discovered both 

were seeking ways to leverage their aca-

demic backgrounds into something more 

tangible than a shelf full of published peer-

review papers.  

Andrew A., who comes from a family 

with a history of engagement in social 

causes, also had a track record in leading 

engineering teams at data mining start-ups 

prior to launching twoXAR. One of them, 

Locationary Inc., was bought by Apple in 

2013. Radin’s equity in the company 

allowed for some time off to use his com-

puter science skills to create something 

with broader social value. This led him to 

a graduate-level program in bioinformat-

ics at Stanford University. “Ironically, the 

relentless pursuit 

of practicality 

common to every-

one who does 

tech in the Valley 

took me off the 

‘publish or perish’ 

pedestal. It con-

vinced me that a 

stronger focus on 

commercial imperatives—like fi ling a pat-

ent—could best fulfi ll my humanitarian 

impulse to show how technology can 

change the world. When I discussed put-

ting my ideas about applying computer 

informatics to drug discovery into a 

research paper, the response out here was 

instantaneous: ‘you’re not going to publish 

this, you’re going 

to patent it.’”    

Andrew M., a 

biochemistry and 

economics major 

at the University 

of California/San 

Diego, already 

possessed the 

entrepreneurial 

gene, having started a web development 

business while still in high school in 

Thousand Oaks, Calif.—just a short walk 

from the HQ of Amgen, the fi rst success-

ful big biotech. “I like to build things,” 

he says, which persuaded him to enroll in 

MIT’s MBA program at the Sloan School 

of Business.   

Other mutual interests like travel in 

China kept the online conversation going 

between the two, leading fi nally to a face-

to-face encounter during one of Andrew 

M.’s MIT fi eld trips to Silicon Valley. 

“We clicked around his passion to bring 

meds to patients faster by applying big 

data to biology, and my interest in turn-

ing that passion into a real business—

even better, one that disrupts.” At a later 

meeting back at MIT, both agreed on an 

enterprise mission: tackle a market chal-

lenge—the lagging pace and poor produc-

tivity of conventional early-stage drug 

discovery—and solve it, in a way that 

changes the world for the better and is 

both profi table and benefi cial to patients.”  

Andrew A.’s Stanford work, on algo-

rithms created specifi cally to predict the 

most viable disease-to-candidate drugs, 

joined to Andrew M.’s investment bank-

ing and commercial build-out skills, led 

them to contacts with the local VC com-

munity, which, in turn, provided the seed 

capital for twoXAR. The company was 

incorporated in 2014 with 10 employees 

and the two men as principal sharehold-

ers, headquartered in Palo Alto. 

An early, infl uential backer of twoXAR 

was the Valley’s fl agship VC, Andreessen-

Horowitz, whose belief in the power of 

technology to change the way entire indus-

tries do business was summarized in a 

2011 Wall Street Journal op-ed, “Why 

Software is Eating the World.” The Radin 

duo captured this sentiment in their own 

follow-on investor pitch: “Software Eats 

Bio.” This won them $3.4 million in 

fi nancing from Andreessen Horowitz’s Bio 

Fund and Stanford University’s StartX 

Fund. This has led to research collabora-

tions with Stanford University Medical 

School, on rare disease applications in der-

matology; Icahn School of Medicine at 

Mount Sinai, on diabetic nephropathy; 

and the University of Chicago, on athero-

sclerosis. Earlier this year, twoXAR 

snagged its fi rst private-sector partner, 

Vium LLC, another Silicon Valley start-up 

using informatics to enhance the accuracy 

and reproducibility of in-vivo testing for 

preclinical drug candidates.  

Embedded in the twoXAR business 

model is a strong contrarian streak. Drug 

companies instinctively associate computer 

software with a service—a non-essential 

but “nice to have” support tool. Wrong, 

say the two Radins. Their approach puts 

the cloud squarely in the service of inves-

tigatory biology, with a patent-pending, 

customized software—trademarked 

See Radin, page 32

The Software Stylists
Andrew A. Radin and Andrew M. Radin, Co-Founders, twoXAR 
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I
n today’s pharmaceutical marketplace, 

it pays to keep moving—complacency 

is not an option. Gwendolyn Whitney’s 

17-year career in biopharma has been 

shaped by successive waves of disruptive 

change in the commercial and customer-

facing sides of the business. That dynamic 

reinforced the 40-year-old pharma lead-

er’s commitment to sharing her talents 

widely, taking on multiple roles, drawing 

fresh insights from the external environ-

ment, and always thinking forward on 

strategy while never forgetting that ulti-

mate success depends on fast and fl exible 

execution to plan. The learning curve is 

ever upward, even as she has spent time 

in horizontal roles contributing to and 

leading across a breadth of commercial 

functions and therapeutic divisions. 

As a fi rst-year student at the University 

of Missouri-Columbia, Whitney pursued 

a nursing degree. Her parents, who both 

made lifelong careers at Boeing, wanted 

Whitney and her sister to explore career 

paths that offered stability. During her 

junior year, several mentors urged Whit-

ney to consider a business degree. She did 

and landed her fi rst post-college job in 

1999 with Roche Pharmaceuticals, as a 

sales representative. Positions that interact 

with and focus on sales continue to be 

Whitney’s favorites. “When you are able 

to evolve a customer’s thinking through 

data and science in a way that helps them 

help more people—that’s such a huge 

win,” she said. After a year and a half 

with Roche in St. Louis, Whitney signed 

on as a diabetes product salesperson for 

Takeda Pharmaceuticals, where she fur-

ther sharpened her skills carrying the bag 

for two years in her hometown city. 

Several of her mentors encouraged 

Whitney to aim for positions with greater 

responsibility. So by June 2002, just three 

years after college, she became a district 

sales manager at Takeda, overseeing the 

Actos, Niaspan and Advicor business in 

three states. The St. Louis native took a 

larger leap in responsibility in October 

2004, when she became hospital district 

business manager for a heart failure drug 

made by Lexington, MA-based NitroMed, 

a company bought by JHP Pharmaceuti-

cals in 2008. During her four years with 

NitroMed, Whitney continued to move up 

the ranks. In 2006, she became senior 

manager of sales operations, where she 

focused on sales training, commercial ana-

lytics, incentive programs for sales and 

managed markets operations. Whitney 

oversaw national “pull-through” strategy 

with managed care contracts. 

In January 2007, Whitney was pro-

moted to a national account director of 

managed markets. In just one year’s time, 

she nearly doubled access in Michigan’s 

market for NitroMed’s BiDil by getting 

the drug placed on the Tier 2 formulary 

without the leverage of discount pricing. 

Whitney worked tirelessly with national, 

regional and group purchasing organiza-

tion payers and accounts, including 

Express Scripts, MemberHealth, Harvard 

Pilgrim and state Medicaid programs to 

ensure the best possible positioning of 

BiDil on drug formularies.

As NitroMed prepared to sell, Whit-

ney decided to sharpen her business acu-

men by enrolling in St. Joseph’s University 

executive MBA program in Philadelphia. 

Emboldened by a challenging internship 

with Abbott Pharmaceuticals, she set her 

sights on a role with even greater demands. 

In December 2009, she hired on as Gilead 

Sciences’ regional director of HIV sales, 

leading a team of therapeutic specialists 

in the Midwest region. Once again, under 

Whitney’s guidance, key metrics began to 

rise. Gilead colleagues noticed Whitney’s 

strong leadership and a managing style 

that blended collaboration and execution. 

After a promotion to director/func-

tion head of commercial learning and 

development in Gilead’s Foster City, 

Calif., HQ offi ce, Whitney began guid-

ing team members to become managers 

themselves. “Our growth and develop-

ment support philosophy was 70-20-

10,” Whitney said. This meant that 

70% of a person’s development should 

come from on-the-job experience and 

assignments. Another 20% should stem 

from coaching and the fi nal percentage 

should come from what the individual 

chooses to pursue personally, whether 

it be instructions in new skills, text-

based learning or extra training. 

Throughout her career, Whitney has 

been on the frontline of business trans-

formation, holding increasingly high 

visibility positions in the commercial 

leadership, including senior fi eld sales 

management. “I’ve tried to make sure I 

possess a 360-degree view of the fi eld,” 

she said. “The more of the picture you 

understand, the more strategic value 

you are able to add.” 

All of this has led her to her position 

today, as head of sales analytics and oper-

ations for Gilead’s North American mar-

ket. She leads a team of 27 in commercial 

operations that work across four verticals, 

seven therapeutic areas and managed mar-

kets. She and her team rely heavily on data 

and analytics to measure the impact of 

commercial decisions or consider how to 

better allocate sales resources. Her team’s 

ability to identify, assess and execute 

among a diversity of options, from both a 

strategic and operational perspective, for 

Moving Those Metrics—Up 
Gwendolyn Whitney, Senior Director of Sales Analytics and      
Operations, Gilead Sciences

See Whitney, page 32
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edication adherence is more 

than a barrier to successful 

clinical outcomes. Adherence 

may be the single most significant co-

variate limiting the successful analysis, 

evaluation and outcome of clinical trials. 

The link between medication adher-

ence and trial outcomes is direct. If a sig-

nificant portion of patients in a trial do 

not take the agent as directed, the sta-

tistical power of the trial plummets. A 

trial powered to 90 percent in which 20 

percent of participants are non-adherent 

is transformed into a trial with just 74 

percent power. To restore the planned 

90 percent power would require altering 

the methodology, which in many cases 

may increase complexity, time and cost 

of clinical trials.

Multiple studies in clinical trial 

populations suggest that widespread 

nonadherence persists despite clear and 

repeated associations between optimal 

adherence and improved clinical out-

comes. 

Clinical trial results are based on 

an implicit assumption that trial par-

ticipants take medications as directed. 

Clinical pharmacologists, statisticians 

and data analysts have long recognized 

this assumption as a critical vulnerabil-

ity. Multiple technologies have existed 

since the 1980s to assess adherence, in-

cluding electronic medication monitor-

ing systems, image-based monitoring 

systems, motion monitoring systems, 

electronic diaries, and more. The bio-

pharma industry seldom applies those 

technologies to assess actual adherence 

during trials despite mounting evidence 

that nonadherence adversely affects the 

quality of trials, the quality of data gen-

erated by trials and the clinical and busi-

ness decisions based on trial results. 

Trials routinely assess body weight, 

age, sex, smoking status, renal and he-

patic function, race, ethnicity, genetics 

and other recognized covariates, yet 

still fail to adequately account for vari-

ations seen in the data. Simply quan-

tifying when, or if, a trial participant 

takes the trial agent as directed can 

eliminate a significant portion of that 

residual variability in pharmcodynamic 

response and the underlying pharmaco-

kinetics. The result is more robust trial 

data and greater statistical power that 

can lead to better developmental and 

marketing decisions. 

Several major biopharmaceutical 

firms are incorporating adherence data 

into trial designs. Evidence continues to 

mount that objectively measuring medi-

cation adherence and taking positive 

steps to improve adherence can directly 

improve outcomes.

The Embarrassing Relative

One of the major challenges in clinical 

trial design is to recognize and account 

for the multiple covariates that can affect 

the results. Body mass index, age, sex, 

smoking status, hepatic function, renal 

function, race, ethnicity, genetics, blood 

pressure, medical history, comorbid con-

ditions, socioeconomic status and physi-

cal activity level are just a few of the 

variables that are routinely evaluated to 

determine if a potential therapeutic agent 

is effective, at what dose, in which popu-

lations and with what side effects.  

Trial protocols are designed to enrich 

populations with patients most likely 

to provide useful data. Inclusion and 

exclusion criteria are carefully tailored 

to demonstrate safety and efficacy with 

as small a population as possible in as 

short a time as possible while maintain-

ing robust statistical power.

The biopharma industry has long 

since abandoned broad assumptions 

such as similar pharmcodynamic, phar-

macokinetic and clinical responses in 

men and women, young and old, lean 

individuals and obese, across multiple 

racial and ethnic groups and without 

regard to genetic variation. But one 

broadly accepted assumption continues 

to underlie nearly every clinical trial: 

That patients in trials are adherent, that 

they take their medication, be it active 

ingredient or placebo, as directed.

The reality is that nonadherence is 

common. Whether patients forget to 

take doses, avoid dosing because of side 

effects or some other reason, a growing 

body of data show that significant pro-

portions of patients in clinical trials are 

not adherent. 

Clinical pharmacologist Michael J. 

Fossler, PharmD, PhD, Vice President 

of Quantitative Sciences for Trevena, a 

biopharma focused on developing bi-

ased ligands, likened adherence to an 

embarrassing relative. Everyone knows 

the relative is there, but no one wants to 

talk about him or her. If we don’t talk 

Manage Medication Adherence 
to Optimize Clinical Trial  
and Drug Development
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about him or her, maybe he/she will just 

disappear.

Adherence isn’t going away and the 

industry is starting to talk. 

When not recognized and accounted 

for, nonadherence can produce errors 

in safety signals and effect sizes. The 

ultimate result is to expose patients to 

adverse events that might have been 

avoided, preventing potentially safe 

and effective medications from being 

approved and wasting hundreds of mil-

lions of dollars in R&D spending.

A recent paper in The Journal of 

Clinical Pharmacology calculated the 

statistical effects of nonadherence in 

clinical trials. A trial powered to 90 

percent could be transformed into a 

trial with just 74 percent power simply 

by estimating 20 percent nonadherence 

amongst patients. 

Real world data suggest that 20 

percent nonadherence in clinical trials 

is optimistic. A prospective study of 

imatinib adherence in chronic myeloid 

leukemia, for example, showed a third 

of patients to be non-adherent. Patients 

were told that high adherence is strongly 

correlated with curative outcomes, yet 

only 14.2 percent of patients took 100 

percent of doses as prescribed. Similar 

results have been seen in studies of iv-

abradine and placebo in chronic heart 

failure, anti-rejection medication in or-

gan transplant patients and numerous 

other medications and diseases. 

Self-Reporting Errors

The clinical trial community is beginning 

to recognize the importance of adher-

ence. Some trials include adherence data, 

almost always based on patient self-

reporting or pill counts and typically in 

excess of 90 percent. Both self-reporting 

and pill counts are easy to falsify.

Multiple studies have found 20 to 

30 percent discrepancies between self-

reports or pill counts and objective mea-

sures such as sampling of drug in urine 

or plasma. Medication Event Monitor-

ing Systems (MEMS), which provide an 

electronic time and date stamp when 

the drug container is opened, show less 

than a three percent discrepancy com-

pared to biologic fluid assays. 

MEMS can also track individual ad-

herence and attempts to falsify adher-

ence. Dr. Fossler pointed to the Lung 

Health Study, a five-year trial to evalu-

ate the effect of concentrated smoking 

cessation and bronchodilator use on the 

progression of COPD. About 30 percent 

of patients actuated their inhalers more 

than 100 times in a short period, usually 

just before a scheduled clinic visit, in or-

der to appear to be adherent. This kind 

of deliberate deception may occur more 

frequently than trialists realize and can-

not be factored into trial results unless 

actual medication usage and adherence 

patterns are documented. 

Changing the Trial Paradigm

Some biopharma companies and clini-

cal trialists are changing the way trials 

are designed and conducted in order to 

collect and apply adherence data. Global 

MEMS provider WestRock is work-

ing with more than 20 sponsors to ap-

ply electronic medication monitoring to 

clinical programs now in the planning 

and design phases. 

A research-stage company building a 

once-daily controlled-release oral drug 

delivery system uses electronic adher-

ence data during a washout period to 

identify patients who are adherent to 

study protocol prior to receiving the 

study drug. Researchers can help non-

adherent patients learn more effective 

adherence behaviors and establish the 

medication-taking habits that lead to 

reliable adherence. 

In Kenya, pre-exposure prophylaxis 

(PrEP) HIV investigators use electronic 

adherence monitoring to gain insights 

into the actual medication exposure of 

subjects at high risk of HIV infection. 

In the US, Merck is among many phar-

maceutical companies launching its first 

studies that bring electronic medication 

adherence monitoring into the clinical 

trial data stream.

Merck, like many sponsors, has long 

used patient diaries and other manual 

measures of adherence. Electronic mon-

itoring will give researchers a clearer 

view into patients’ actual medication 

use. The result is a more accurate and 

more timely assessment of both the safe-

ty and efficacy of agents in trial.

The move to electronic data collec-

tion is a deliberate and considered in-

vestment in improved trial data quality, 

said Matthew Moyer, MS, MBA, PMP, 

Associate Director of Packaging Op-

erations at Merck. The cost of MEMS 

packaging is trivial, but managing and 

validating the new data stream is not.

Adding data collection from every 

trial participant requires multiple pro-

cess checks and validations to support 

data capture and integrity. There are ad-

ditional process and validation checks 

to support adherence data transmission 

and incorporation into the clinical study 

report. 

The payoff is significantly more ro-

bust data from clinical trials that allow 

more agile decisions regarding com-

pound development, formulation, pri-

oritization and patient therapy. Adding 

adherence to the data mix allows the 

company to make better informed deci-

sions around trial results and to make 

those decisions more quickly. While 

competitors continue to assume adher-

ence, Merck is generating solid data 

that can link actual drug exposure to 

pharmcodynamic and pharmacokinetic 

measures as well as clinical outcomes.

http://WWW.PHARMEXEC.COM/
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“G
reat ideas come from everywhere,” 

affi rms Stacy Feld of Johnson & 

Johnson Innovation (JJI), located in Menlo 

Park, Calif. As senior director of consumer 

scientifi c innovation, Feld is eager to bring 

inventive healthcare solutions quickly to 

markets where they can be most impactful. 

“I’m motivated by the potential to bring 

innovation in healthcare to the consumers, 

bringing partners together and ultimately 

helping people lead healthier lives.” 

In her role, Feld strives to build upon 

J&J’s existing consumer portfolio by 

establishing a pipeline of collaborations 

that bring together its internal scientifi c 

teams with the external world of medical 

and consumer science pioneers. The Inno-

vation Center, part of JJI, J&J’s outward 

looking innovation platform, is tasked to 

provide up-and-coming researchers and 

visionaries with partnership and collabo-

ration opportunities across pharma, med-

ical device and consumer products, ulti-

mately fueling the behemoth’s pipeline. 

With her externally facing role, Feld gets 

the chance to look across the R&D con-

tinuum and forge unique connections 

with entrepreneurs, offering them the 

sense of scale that J&J can bring to bear.

JJI takes a multipronged approach to 

working with innovators, funding, hous-

ing and sometimes guiding their efforts. 

JJDC, its corporate healthcare venture 

fund of over 40 years, makes equity invest-

ments in companies that are of strategic 

relevance to J&J’s current and future sec-

tor focus areas. Its biotech incubator, 

JLABS, offers worthy applicants capital-

effi cient, fl exible lab and offi ce space in 

addition to other benefi ts in hopes of help-

ing young teams with bright ideas get a leg 

up for accelerated growth, with no strings 

attached. And the Innovation Centers with 

Boston, Shanghai and London locations, 

in addition to the Menlo Park offi ce, estab-

lishes relationships with researchers in the 

local ecosys-

tems, led by 

teams that 

provide skills 

and services in 

R&D, prod-

uct develop-

ment, transac-

t ional and 

legal advising, fi nance, business develop-

ment and communications. “Our team is 

balanced with all the expertise, capabili-

ties, talents you’d need to drive a collabo-

ration,” Feld says. When you add it all up, 

it’s clear that J&J sees value in a form of 

community science outreach that allows 

the pharma giant a view of what’s coming.

Part of Feld’s role is simply to “decon-

struct and demystify what JJI can do,” she 

notes. As a liaison, a big part of Feld’s work 

involves opening up the practically limit-

less resources J&J can offer a researcher 

or entrepreneur. But it’s also important for 

JJI to meet these researchers at their level, 

to bring to light the challenges they face 

and help J&J understand what it takes to 

build a business with limited means and 

initially focused on a narrow application 

rather than a mass or more generalized use 

of a solution or product, she explains.

In spirit of breaking down silos, the 

Innovation Center gives Feld, who 

focuses primarily on the consumer side, 

unique access. “We have professionals 

from all sectors present under one roof,” 

she say. “That’s different than the rest of 

the company, which is very decentral-

ized. It’s a unique space where we can 

reach across the aisle, to explore collab-

orations with our pharma or medical 

device sector, for example. We can really 

celebrate the uniqueness of J&J bringing 

these different minds together.”

Expanding J&J’s portfolio, Feld brings 

a particular emphasis around the areas of 

precision medicine and consumer genom-

ics. “On the consumer side, we started to 

think about how to diversify the portfolio 

and looking more at diagnostics and con-

tinuous monitoring, for example; we 

really do a lot of thinking about building 

out the whole healthcare ecosystem. And 

this brings us closer to consumers as 

well,” she says.

Feld began her consumer-minded ori-

entation well before coming to J&J. After 

getting her law degree at Vanderbilt, she 

worked as an intellectual property licens-

ing attorney with Wilson Sonsini Goodrich 

and Rosati. She then moved to Third Wave 

Technologies to direct its licensing and 

business development efforts, before land-

ing in Genentech’s business development 

group. From her collective experiences see-

ing patient empowerment via technologies 

like direct-to-consumer genomics, it’s no 

surprise that Feld came into the orbit of 

23andMe, for which she was involved in 

funding the company’s fi rst-round  capital 

while at Genentech. 

Feld began following the wave of 

innovations from the life sciences to new 

materials that were able to help consum-

ers take better care of themselves, be it 

in managing disease to managing their 

environment. “I started to see how tech-

nologies could enable new trends within 

consumer health.” 

She then moved to Physic Ventures, 

a venture fund focused on keeping peo-

ple healthy, where Feld led investments 

in personalized health and diagnostics 

for nearly seven years. “These ideas 

around consumers empowering them-

selves around prevention and self-care, 

self-diagnosis as we move from a mind-

set of ‘sick care’ to ‘health’ were fresh 

ideas 10-plus years ago,” she explains. 

In coming to JJI, Feld says that she 

began following how large companies 

were trying to understand how to factor 

early start-ups and entrepreneurs into their 

innovation agendas. “They really are dif-

ferent worlds, and J&J was setting up this 

platform, not to merge them into one, but 

to bring them together, so that large com-

panies can work to enable innovation.”
— Casey McDonald

Giving Life to Ideas
Stacy Feld, Senior Director, Consumer Scientifi c Innovation,        
Johnson & Johnson Innovation
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W
hen Nouhad Husseini joined on at 

Regeneron in 2011, he faced a com-

pany at a crucial juncture in its growth. 

After 25 years of sometimes worrying 

about “keeping the lights on,” Regeneron 

was launching its macular degeneration 

blockbuster Eylea, and a new era was in 

sight. Cash would be on hand, and the 

industry would come to know a different 

Regeneron.

Regeneron had done a lot 

of deals throughout its history, 

most notably its strategic 

R&D alliance with Sanofi  and 

its ex-US partnership with 

Bayer on Eylea. Those deals 

were structured and led by the 

executives in the C-suite; the 

business development (BD) 

function had a very different role and man-

date at that time, Husseini said. “Finding 

those partners to help us fund our R&D 

and execute globally was a no-brainer, but 

there was little perceived urgency for doing 

more business development once those 

deals were in hand.”

Regeneron has always prided itself, 

and still does, on being a cut above the rest 

of the industry when it comes to innova-

tive science. If you’ve ever had the chance 

to hear Chief Scientifi c Offi cer George D. 

Yancopoulos speak toward the company’s 

scientifi c pedigree, you know it’s a point 

of emphasis.

And so with this focus on the compa-

ny’s internal innovative prowess, the cul-

turally-ingrained attitude toward in-licens-

ing or acquiring external technologies was 

typically a response of “let’s just build it 

ourselves.” The cultural confi dence in its 

internal R&D capabilities is important, but 

as the Eylea dollars began coming in, 

Regeneron had an opportunity to expand 

its mindset. In order to fully redeploy its 

newfound resources and optimally position 

itself to explore the widest range of oppor-

tunities, the fi rm would have to be willing 

to expand beyond its traditional internal 

focus. While leadership had always 

acknowledged “not having a monopoly on 

good ideas,” when Husseini arrived in 

2011, the biggest challenge facing him was 

changing hearts and minds to view R&D 

collaborations as an important part of the 

company’s strategy—and also to assume a 

new role of mentorship for 

promising upstart biotech com-

panies.

The fi rst big in-licensing deal 

on this new trajectory was 

struck in 2014 with Avalanche 

Biotechnologies to collaborate 

on novel gene therapies for oph-

thalmologic diseases. Though 

the deal was moderately sized, it 

“marked a milestone for Regeneron in its 

willingness to invest in external innova-

tion,” Husseini said.

Regeneron followed with a deal in April 

of this year for $125 million upfront and 

equity to partner with one of the key play-

ers in CRISPR/Cas9 gene editing, Intellia 

Therapeutics, and a more recent deal with 

Adicet Bio in the emerging fi eld of CAR-T 

therapeutics. Intellia timed the deal with a 

$108 million IPO, signaling that the public 

market agreed that Regeneron was making 

a good ally in this hot fi eld.

The Intellia and Adicet collaborations 

are a model for Regeneron moving for-

ward, Husseini said. “Doing deals like these 

allows Regeneron to leverage its standout 

technologies in emerging new fi elds while 

also allowing it to avoid simply ‘growing 

the mothership’ and risk losing the innova-

tion-friendly culture that has emerged from 

its many years as a small, hungry biotech.” 

Managing the BD team, which consists 

of six others and Husseini, brings other 

challenges. These are high performing indi-

viduals who are entrusted to quarterback 

a deal in  its entirety, from the sourcing and 

due diligence all the way through the nitty 

gritty details of contracts, he explained.

Husseini draws on his own upbringing 

and an impressive who’s who of biotech 

mentors as he manages the intellectual 

horsepower of his Regeneron BD team. A 

Silicon Valley pedigree doesn’t hurt either; 

Husseini grew up in the Stanford vicinity, 

the son of an engineer entrepreneur and 

CEO of a publicly traded semiconductor 

company. His fi rst coast-to-coast move 

was to attend Princeton on the molecular 

biology path. After deciding a career in 

bench science was not his destiny, he opted 

for Wall Street to explore the business side, 

getting his fi rst biotech investment banking 

position at Robertson Stephens, then mov-

ing to Morgan Stanley. Husseini counts a 

pair of fortuitous and infl uential mentors 

from the investment banking days, Steve 

Harr, now CFO at Juno Therapeutics, and 

Michael Aberman, currently Regeneron’s 

senior VP, strategy and investor relations. 

Like these mentors, Husseini decided to 

pivot to industry, grabbing an MBA at 

UPenn’s Wharton School along the way. 

An internship at Amgen preceded a position 

in corporate fi nance at Genentech, report-

ing to then-CFO Dave Ebersman, notably 

the former CFO at Facebook and currently 

CEO/co-founder of Lyra Health. Husseini 

was able to distinguish himself in this role 

and moved over to the company’s BD side, 

working under Tom Zioncheck. Zioncheck 

was a veteran from Genentech’s early days, 

when the company’s BD unit had a reputa-

tion as the “Navy SEALs” of biopharma—

highly capable and savvy professionals. 

Roche’s acquisition of Genentech “trig-

gered an exodus, as you might imagine,” 

Husseini said, and though he was not look-

ing to leave, a meet-up with Aberman at 

the JP Morgan conference and the rare 

opportunity to take on the new opportuni-

ties at burgeoning Regeneron was all it took 

to pique Husseini’s interest in another East 

Coast move. Now building on fi ve years 

for the biotech, and a revised corporate out-

look, Regeneron and Husseini have taken 

a prominent position in the industry as top 

science innovators and patrons.
— Casey McDonald

Driving the Deal 
Nouhad T. Husseini, Vice President, Business Development, 
Regeneron Pharmaceuticals
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F
or Mike Klobuchar, seemingly at the 

launch point of a career rise in chem-

ical engineering, a funny thing happened 

on the way to Princeton University to seek 

his PhD. He received a job offer from big 

pharma giant Merck & Co. Confronted 

with the attractive but diffi cult choice, he 

decided to break from the linear educa-

tional path common in his fi eld of study—

and rather than commit to another fi ve 

years of schooling, put his skills to the fi re. 

That was 1998. Almost 20 years later, 

Klobuchar and the company he joined 

out of college and has stayed with since—

racing on a function-spanning journey 

from R&D and manufacturing to chief 

of staff for Merck CEO Ken Frazier and 

now steering fi nance transformation and 

cross-divisional strategy—are happy he 

went off script. 

“I wanted to test myself. I thought I 

was pretty good, but didn’t know how 

good,” says Klobuchar, a Purdue Uni-

versity grad at the time, with a B.S. in 

chemical engineering.

Landing at one of the top pharmaceu-

tical and R&D organizations in the 

world, he says, was the ideal setting to 

see how his abilities stacked up. Joining 

Merck as a traditional process develop-

ment engineer, Klobuchar spent his fi rst 

few years with the company staying close 

to his technical roots. His work included 

designing more robust synthetic routes 

for APIs and conducting analytical tech-

niques such as high performance liquid 

chromatography and mass spectrometry. 

He also managed the batch production 

and process development of Merck pre-

clinical drug candidates in several multi-

scale pilot plants. 

Along the way, Klobuchar spent a 

year in Puerto Rico, helping lead a plant 

launch and scale-up, and in 2002, he col-

lected a master’s in chemical engineering 

from Rutgers. It was during this phase of 

his career, Klobuchar says, that he began 

to develop an interest in business and 

fi nance, sparked by the frustrating inter-

play that exists between R&D uncer-

tainty and fi nancial performance.   

“It was a time where we experienced a 

lot of programs that 

never made it to mar-

ket,” says Klobuchar. 

“What got me intellectu-

ally curious was know-

ing that if you didn’t 

yield revenue on all the 

technical resources that 

were being plowed in—

from R&D through 

manufacturing—it just 

wasn’t a sustainable 

model. You start to 

think, well, maybe I could have contrib-

uted in more important ways if I was able 

to help frame the ways in which programs 

are selected, how the portfolio is managed, 

how resources are deployed.” 

Shedding his lab coat, Klobuchar, now 

working as a manager in Merck’s research 

business operations—covering basic vac-

cines, biologics, and M&A integration—

earned an MBA in general management 

from Villanova in 2006. From there, the 

Michigan native would take on increas-

ingly broader strategic planning roles for 

the drugmaker in such areas as preclinical 

development and basic research. His 

accomplishments included installing the 

organizational design for Merck BioVen-

tures, the company’s one-time indepen-

dent biosimilars unit. As executive direc-

tor of global discovery and preclinical 

fi nance, Klobuchar co-led the design and 

operation of the fi rst Merck Research 

Corporate Venture Fund, which directed 

$250 million in equity investments to 

establish closer biotech relationships.       

“I was able to talk to pure business 

folks but also talk to the scientists,” 

Klobuchar notes in describing his research 

fi nance approach. “Having cut my teeth 

in the labs, I was able to serve as a trans-

lator across the company. … What I 

found is that if you bring relevance to 

people’s work and you tie what they’re 

working on to something that’s critically 

important, it goes to the basic human 

instinct that we all get up for, which is to 

feel valued and feel we’re doing some-

thing that’s meaningful.”

Klobuchar’s next promotion would 

put such enterprise-wide 

thinking on its biggest stage 

yet for the New Jersey resi-

dent and father of twin 

8-year-old boys. In 2012, 

Klobuchar, at age 37, was 

named associate vice presi-

dent and chief of staff to the 

chairman, CEO, and presi-

dent. He remembers his 

interview with Frazier, a for-

mer lawyer who joined 

Merck in 1992 and took 

over as chairman and CEO in 2011, as 

lasting “exactly eighteen minutes”—and 

in a good way. Klobuchar clicked quickly 

with the CEO, articulating and drawing 

from his multi-division background 

where he saw opportunities for the com-

pany to achieve success. That was enough 

for Frazier, who called him later to offer 

him the job. 

“It was the moment of selection where 

he believed in me more than maybe I 

believed in myself,” says Klobuchar. 

“And that is so powerful. That feeling is 

something I seek to create in others.”

Now guiding executive-level support, 

Klobuchar led a number of administra-

tive and strategic business initiatives. 

One notable example during his tenure 

was Merck’s initiation of a $2.5 billion 

restructuring effort in 2013, which 

included the creation of a new Center 

for Observational and Real-World Evi-

dence. During this time, Merck also 

established a new oncology unit focused 

on immunotherapy treatment. Through 

Big-Picture Thinker
Mike Klobuchar, Vice President, Business and Financial Planning, 
Merck & Co.      

See Klobuchar, page 33
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B
y her own admission, Sabina Ewing 

used to be risk averse. That was 

until she spent a year teaching fi fth grade 

in a South Bronx public school. Previ-

ously, she’d been building a career as a 

manger in business consulting at Arthur 

Andersen LLP, but when Andersen was 

indicted in the Enron scandal, she took 

the plunge and tried something new, 

something far outside her comfort zone. 

It was a job that helped to change her 

outlook on life and work.

Ewing taught for a year—a “wild 

ride,” she describes it—but after that 

returned to the corporate world. She 

went back to consulting at Bearing Point 

and then at American Express. Keen to 

move on again, when a friend suggested 

she should look at the pharma industry, 

the newly emboldened Ewing decided 

to give it a try.

She joined Wyeth in 2007 as a proj-

ect director for business systems and 

processes and was soon able to push 

herself forward when Pfi zer acquired 

Wyeth in 2009. “When you go through 

an acquisition, you can become a num-

ber, so I raised my hand and asked if I 

could be in on the integration activi-

ties,” she says. “I ventured into a space 

I hadn’t been in before and took on a 

program that other people were running 

away from.” She led the delivery of an 

interim global logistics and supply chain  

enterprise resource planning (ERP) 

solution for Pfizer’s integration of 

Wyeth, and was responsible for the 

retirement of the Wyeth’s legacy com-

mercial fi nancial applications.

This got Ewing noticed by Wyeth’s 

Chief Information Offi cer Jeffrey Keis-

ling, who later selected her as his chief 

of staff and became one of her valued 

mentors. Keisling, says Ewing, “gave me 

an opportunity to really see how you 

run a technology organization in a 21st 

Century way.” She credits his leadership 

as one of the reasons she has stayed in 

pharma for the last nine years; she 

responded to the vision that business 

technology is not just about providing 

the company with its infrastructure, 

devices and systems, but is an essential 

contributor in achieving value and 

impact. She now leads business technol-

ogy for four of Pfi zer’s divisions: HR, 

legal, corporate affairs and compliance, 

and global technology services. 

“There’s no better place to be a 

technologist than within pharma,” she 

explains. “Because you now have an 

opportunity to have an effect on the 

lives of others as well as the company’s 

growth and performance.” To this 

point, one of the things Ewing is most 

proud of during her time leading Pfi z-

er’s global vaccine business technology 

organization is when she helped to 

achieve a faster adoption within hospi-

tals and health institutions of the Advi-

sory Committee on Immunization 

Practices (ACIP) recommendation for 

the company’s adult pneumococcal 

pneumonia vaccine, Prevnar 13. “We 

knew that once we received the recom-

mendation, the typical time it took hos-

pitals to implement it was substantially 

longer than we wanted to wait,” says 

Ewing. “So there was an opportunity 

for us as technologists to identify ways 

in which health information technol-

ogy and our understanding of it could 

be leveraged in a compliant way to 

accelerate that.” The result saw tre-

mendous growth of Prevnar 13 in 2014 

and 2015. 

“We were able to bring a life-saving 

vaccine to adults in the US even faster, 

while at the same time helping our com-

pany and shareholders,” says Ewing.

This sense of compassion and respon-

sibility, which led her into that teaching 

role over a decade ago, is something that 

Ewing has developed further at Pfi zer as 

she has risen up the corporate ladder. She 

has been a member of Pfi zer’s Global 

Blacks Council (GBC) and co-chair of 

the Pfi zer African-American Leadership 

Network and now serves as chair of Pfi z-

er’s Global Women’s Council. 

“I want to see more girls, particu-

larly girls of color, in technology. Any-

thing I can do to serve as a role model 

and actively engage around that, I’d like 

to do,” she says. “On the one hand you 

want to entice young women to head off 

to college to pursue degrees in technol-

ogy and computer science. But there’s 

also the issue of women who are already 

in IT. A study found that the mid-level 

is where you lose women in IT. Instead, 

I want them to stay and grow.”

Working with Keisling and other 

mentors such as Susan Silberman, Pfi z-

er’s president and general manager, 

global vaccines, changed Ewing’s per-

spective “on the possibility of becoming 

a chief information offi cer.” It was a job 

she didn’t originally seek, but with those 

risk-averse days behind her, leading and 

and driving a vision at the CIO level 

while advancing the industry’s effort to 

improve diversity and inclusion is now 

within her scope. As she says, “I don’t 

think we’ve fully unlocked that role yet.” 
— Julian Upton

Technology Risk-Taker
Sabina Ewing, Vice President, Business Technology, Pfi zer Inc.                           
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V
alue has been a moving target for 

the healthcare industry. And no 

company has tracked the debate more 

intently than Shire, a standard bearer in 

rare disease, where big outcomes 

demand sizable price tags for small 

patient populations.

Making the case for Shire’s products 

and the value they bring to the health-

care system is US Payer & Institutional 

Strategy Lead Eric Jordan, whose team’s 

“remit is to best communicate the value 

of our products to the payer community, 

employer groups, institutions and chan-

nel partners. The group’s focus is helping 

provide healthcare providers and 

patients with affordable access to our 

medicines.”

It’s an issue that has come into focus 

and has seemingly “hit a critical mass 

over the last three to fi ve years,” says 

Jordan. The consolidation of payers has 

left them with a greater ability to control 

the market, and, thus, “constantly on 

our mind, is their appetite to do so,” 

explains Jordan.

Payers have become more and more 

aggressive swinging their weight around 

in negotiations to determine the value of 

a treatment and the resulting formulary 

placement it deserves. “It’s become 

increasingly important for pharma to 

develop healthier relationships and 

appropriate partnerships with the payer 

community and to better demonstrate 

our value proposition,” says Jordan. He 

notes that payers make the dealings chal-

lenging, using tactics like larger initial 

asks, aggressive benefit designs and 

shortened timeframes in which to submit 

bids.

“The healthcare dollar is being 

squeezed from all sides,” he says. “At 

the same time, innovators in rare disease 

like Shire are bringing to market new 

therapies that can help those suffering 

from life-altering conditions. We have 

to fi nd a comfort zone where payers are 

getting value for their healthcare expen-

ditures and patients have affordable 

access to the therapies their physicians 

have prescribed.” 

Jordan sees increased vigilance by 

payers in rare diseases and Shire’s advo-

cacy on the part of these patient groups 

as essential for the company to be a 

leader in the space. As Jordan has taken 

on greater positions of leadership in his 

own career, he has seen the importance 

of team building, communication and 

dedication—having patients at the core 

of everything he does.

Starting out “carrying the bag,” it 

would appear that Jordan’s ascent up 

the corporate ladder may have followed 

the quintessential pharma path. He 

enjoyed day-to-day contact with physi-

cians and had a strong ability to gain his 

customers’ trust, even though he self-

identifies as “more reserved than the 

typical sales person.” Jordan followed 

his success as a rep and regional manager 

located in Charleston, SC, and then 

Orlando into a business operations posi-

tion as director of sales force effective-

ness, relocating to Philadelphia. Here he 

was able to combine his love for leading 

teams with a passion for diving deep into 

analytics. Jordan’s subsequent titles 

included: Southeast zone director, direc-

tor of government marketing and direc-

tor of global market access—neurosci-

ence business unit.

Along the way, Jordan credits estab-

lishing and leading teams with strong 

analytics capabilities and executive func-

tion to prioritize and complete tasks 

under pressure. Hiring well is clearly a 

vital part of building one’s own success, 

he says. “I look for individuals with opti-

mistic attitudes, a drive for achievement, 

initiative, and a tremendous work ethic 

being essential.” Experience is second-

ary, as it’s more important to be able to 

learn. “We set high expectations, and 

make a point to recognize and publicly 

reward achievement.” 

For Jordan’s team at home, the jour-

ney has included six moves, for which 

he credits a very understanding wife who 

has the uncanny ability to adapt and 

thrive in new environments, having 

never met a stranger. “She is the life of 

the party and makes friends faster than 

most,” he says. 

With the most recent move, Jordan 

and his family of four are adjusting to 

suburban Boston. While adapting to the 

new city and the northern climes, Jor-

dan remains active in his church, and 

coaching his son’s sports teams. Such 

participation has been a positive way 

for him and his family to develop ties 

in the community. As a measure of con-

sistency during his move to New Eng-

land, he continues to manage Shire’s 

golf league, which he feels allows for 

deeper relationship building, occurring 

outside of the Hayden Ave. offi ce. As 

an envoy from the south, Jordan brings 

a love of BBQ to a region in need. He 

and his son’s shared dream, if this 

pharma thing doesn’t work out, would 

be to open their own BBQ joint, called 

BBQ Brothers.
— Casey McDonald

Steering the Value Message
Eric Jordan, Vice President, US Payer & Institutional Strategy 
Lead, Shire                      
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M
ajoring in Economics at Yale, 

Jason Smith began his career in 

fast-moving consumer goods as a core 

brand marketing manager at Procter & 

Gamble. But after six years, he and his 

family “decided to change everything 

about our lives.” In February 2003, they 

upped sticks and moved to Basel, Swit-

zerland, where Smith took a position in 

global marketing and sales with Novar-

tis. He expected to be outside of the US 

“for about two or three years,” but six 

Novartis roles later, he is still happily 

ensconced in pharma, now as the com-

pany’s head of Asia cluster in Singapore. 

Smith’s Novartis career spans HQ 

roles in emerging markets and running 

one of the company’s global franchises 

in Parkinson’s disease, but it was when 

working as a general manager (GM) in 

Denmark that he realized he had found 

his calling. The GM role afforded him, 

he says, “the ability to impact a business, 

a culture and, most importantly, work 

very closely with the team around me.” 

As well as in Denmark, Smith took GM 

roles in Portugal, and, just before the 

Singapore posting, for Australia and 

New Zealand.

Now overseeing 17 countries, about 

a billion dollars in sales and around 

3,000 employees, Smith rates identifying 

and developing talent as the thing that 

most appeals to him about his job. He 

has helped to institute a young Asian tal-

ent program, which puts a select group 

of employees through “a very robust 

program, with learning, mentors, expo-

sure to senior management and manda-

tory rotation in other countries that will 

help us validate the potential we think 

we see.” Smith believes that leading 

across many countries and cultures is 

about agility. “We’re looking for change 

agility,” he says, “for people who can 

deliver results across changing situa-

tions. But the hardest, most important 

component of the program is people 

agility. That’s why we implement project 

and country rotation; it is important to 

start that early and really foster that abil-

ity to work and deliver results across cul-

tures and countries.”

Smith credits having the same coach 

(Sunita Malhotra, now owner and man-

aging director of People Insights, Bel-

gium) for the last seven years and across 

four jobs as helping him understand 

that his role these days is not to “take 

over in a crisis” but to help ask the 

questions and facilitate the discussion, 

“so that the team comes up with a deci-

sion, even if it is not necessarily the 

exact decision I would take.” This focus 

on leadership excellence is key to assur-

ing a meaningful legacy, Smith says. It’s 

also the most important driver of long-

term business results—which is why the 

early and constant focus on people is so 

important. It’s something he success-

fully achieved during his three years in 

Australia and New Zealand, where he 

helped build a “tremendous leadership 

team” and saw them “fl ourish quite 

selfl essly, tackling some of the deepest 

competitive and organizational chal-

lenges and doing it in a way that was 

the furthest thing from competitive with 

each other.” A year on, Smith is proud 

to see the results that the team achieved, 

as well as “a number of promotions 

from that team, people going to other 

parts of the world. Those are the things 

that stick with me the most.”

While Smith looks for “solid per-

formers,” he says it is important that 

leaders are humble enough to be aware 

of, and crucially, to be open about, the 

mistakes they’ve made. “When we sit 

down for a performance review or an 

interview I ask, ‘What did you fail at this 

year?’ The answers you get usually 

describe something that is a long way 

from recognizing real failure. That can 

be hard to answer, but being able to self-

reflect and learn is one of the most 

important qualities in terms of what I’m 

looking for.”

For Smith, a successful legacy equates 

with improved access to medicines for 

Asian patients. “We spend a lot of time 

not just on the quarterly results but on 

the collective shared vision for Asia,” he 

says. To that end, his team has helped 

to pilot the company’s Novartis Access 

Program, which makes around 25 of the 

company’s drugs available for one dol-

lar per patient per month per treatment. 

He is set to instigate this program ini-

tially in two Asian markets, one this 

year and one next. He is heartened that 

the Novartis culture these days allows 

for “the decisions to follow the words 

in terms of making our drugs more 

accessible.” 

Smith adds: “If, 20 years from now 

when I’m looking back, what will I be 

able to take away from my time in Asia? 

If we look at the percentage of the pop-

ulation, of the billion or so people that 

live in the 17 countries that we’re work-

ing in, it’s not a huge percentage that can 

readily access our medicines. If we could 

chip away at that in a more meaningful 

way, that would be a real legacy.”
— Julian Upton

Access Visionary in Asia
Jason Smith, Managing Director, Singapore and Asian Emerging 
Markets, Novartis                                                                                                             
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F
or Kaya Pai Panandiker, treating 

mental illness is not just a profes-

sion, it’s a mission. Her 16 years of expe-

rience have been devoted toward getting 

treatment to patients living with the 

effects of mental illness. The journey she 

took to reach the pharmaceutical land-

scape started after completing graduate 

school at the University of Chicago.

While Pai Panandiker quickly realized 

that life as a strategy consultant (her fi rst 

job after  graduate school) was not for her, 

in that role, she received her initial expo-

sure to the pharma industry and knew she 

had found a calling. “The science, the com-

plexities of our markets, and the ultimate 

benefi t we stand for—helping patients—

all inspired me,” says Pai Panandiker, 

recalling her experience.  “I knew then that 

this was a passion I wanted to pursue.”

From there, Pai Panandiker landed 

at Pfizer Pharmaceuticals, and an 

accomplished career commenced. 

Pai Panandiker is currently the vice 

president of US marketing for psychiatry 

portfolio at Lundbeck, a global player in 

the central nervous system (CNS) space. 

Based at the company’s North America 

headquarters in suburban Chicago, her 

position includes addressing mental ill-

nesses such as depression and schizo-

phrenia. “As a society, despite decades 

of signifi cant progress, today there is still 

an unfortunate degree of stigma attached 

to mental health disorders, leaving mil-

lions of people suffering in silence.” 

While chance may have ushered in Pai 

Panandiker’s pharmaceutical career, it 

was her own familial experience that has 

kept her there.

“My aunt committed suicide when my 

mom was in her early twenties, before I 

was born, due to [an] untreated mental 

health [illness],” says Pai Panandiker, a 

Minnesota native. “Suicide obviously 

impacts the individual who takes their 

life, but it also 

impacts the 

people around 

them because 

you always 

wonder, ‘what 

could I have 

done more, 

what didn’t I 

see, what signs 

and symptoms didn’t I recognize.’ So that 

sort of overarching experience in my 

mom’s life also had some impact on my 

sister and me.”

The impact of that experience on her 

mother amplifi ed Pai Panandiker’s aware-

ness of mental illnesses and the impor-

tance of recognizing and treating them. 

“I think that’s very much carried into my 

professional life, it’s what has prompted 

me to be in the industry and be aligned 

strongly with a company like Lundbeck 

that is highly focused on CNS disorders.” 

Pai Panandiker leads marketing efforts 

for Lundbeck’s antidepressant Trintellix, 

which has treated over 400,000 patients 

to date; for Abilify Maintena, a monthly 

injectable formulation of the blockbuster 

Abilify for the treatment of schizophre-

nia; and for Rexulti, an oral medicine for 

depression and schizophrenia. Rexulti 

recently surpassed the milestone of treat-

ing 55,000 people. To raise awareness for 

those suffering from depression, Pai 

Panandiker directed the company’s fi rst-

ever direct-to-consumer TV campaign for 

Trintellix, a program developed using 

extensive patient research. Outside of the 

offi ce, Pai Panandiker is an avid partici-

pant in events for local advocacy organi-

zations such as the American Foundation 

for Suicide Prevention and the National 

Alliance on Mental Illness (NAMI).

Headquartered in Copenhagen, Den-

mark, Lundbeck just celebrated the com-

pany’s 100th anniversary and has enjoyed 

vast growth since establishing a US presence 

in 2009. The organization’s largest share-

holder, the Lundbeck Foundation, allows 

the drugmaker to concentrate its efforts 

on studying the brain while contributing 

resources annually to scientifi c research. 

Pai Panandiker says this larger commit-

ment is a key reason she chose Lundbeck. 

Pai Panandiker points to technical 

expertise in business management as hav-

ing contributed to her career success, not-

ing leadership, accountability and authen-

ticity as chief attributes to her career 

progression. But among her biggest pro-

fessional goals is seeing those she works 

with excel. “My belief is that people are 

the most important asset of any organiza-

tion. If people succeed, the organization 

succeeds, and in our case, that means not 

only do we achieve our business goals, but 

most importantly, patients in need receive 

help,” says Pai Panandiker.

While her passion for her work in 

mental health has not changed, Pai 

Panandiker believes that the CNS space 

is changing. “One of the things that 

we’re seeing in the industry is a lot of 

companies have exited therapeutic spaces 

that have risk associated with it,” she 

says. “That can cause a  drought for new 

medicines patients desperately need.”

As for the pharmaceutical industry as 

a whole, Pai Panandiker believes that 

change is coming as well in the form of 

a movement toward personalized medi-

cine. “Everyone has always known that 

one person’s fi ngerprint is not the same 

as another, particularly within CNS,” 

she notes. “There’s a huge potential to 

increase the effectiveness of treatments.” 

Pai Panandiker doesn’t have a specifi c 

career destination for the future, but 

hopes to continue challenging herself 

while advancing the cause of people liv-

ing with psychiatric and neurological 

disorders. “Gaining those different com-

binations of experiences makes me feel 

like I’m sewing the quintessential quilt 

that you put on your bed, that you’re able 

to patch different experiences together 

and get this great fabric of a career.” 
— Jonathan Cotto

A Passion for Mental Health
Kaya Pai Panandiker, Vice President, Psychiatry Marketing, 
Lundbeck US
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P
ricing is the reputational frontier for 

big pharma today, so it’s no surprise 

that those who represent the function— 

internally and externally—are feeling a bit 

exposed. But Pfi zer’s Sachin Kamal-Bahl 

has a particular character trait that helps 

defl ect those downside critiques: he always 

leads from the front. The 43-year-old 

pharmacist, originally from India, follows 

a career edict founded on just three short 

words: “Dare to Try,” a phrase derived 

from an internal Pfi zer-wide initiative to 

encourage new ideas and taking thought-

ful risks through innovative experimenta-

tion.

The fact is Kamal-Bahl looks at his 

career as a license to experiment. It began 

with an early decision to leave India to 

come to the US to broaden his academic 

exposure to the interdisciplinary aspects 

of health services provision—that politi-

cally tricky place where reform meets real-

ity. The career path that followed put 

Kamal-Bahl at the epicenter of a then-

emerging function in pharma called “mar-

ket access,” leading up to today, where he 

manages the fi rst internal company think 

tank that develops and integrates innova-

tive approaches based on well-considered 

risks and strong technical content to 

address specifi c access, pricing and valua-

tion challenges and opportunities facing 

the industry today. 

The Pfi zer Global Health and Value 

Innovation Center develops different 

approaches and prototypes and embeds 

them in internal processes to better posi-

tion the company to demonstrate value 

and obtain market access for assets at 

launch. The Center also has a mandate to 

devise and test novel P&R models that 

improve patient access to drug innovations 

while moving the needle beyond the tra-

ditional approaches to drug pricing and 

fi nancing. “Pfi zer’s Executive Leadership 

Team (ELT) authorized the Center with 

its own budget, separate from operating 

unit P&L. It gives us greater leeway to take 

on new ideas and embed them in a project 

pilot or prototype; if it works, manage-

ment will invest and the full business units 

can take it mainstream,” Kamal Bahl told 

Pharm Exec.   

Some managers might be uncomfort-

able in that role because the Center’s work 

could be interpreted as an implicit chal-

lenge to standard practice. But for Kamal-

Bahl there was no second-guessing.  

“When Pfi zer contacted me about helping 

launch the Center, my instant reaction was 

I’ve got to give this a try.”    

The Center’s status as an incubator of 

ideas suits Kamal-Bahl’s own background, 

which began along the traditional creden-

tialing path with a pharmacy degree in 

Mumbai. A desire to branch out into some-

thing more strategic led him to the US and 

a PhD program in pharmaceutical econom-

ics and health services research at the Uni-

versity of Maryland in Baltimore. His 

research there attracted the attention of 

industry and in 2003 he joined the Merck 

& Co. outcomes research and management 

group, which in 2006 placed him on the 

Januvia diabetes launch team. “Involve-

ment with this top-selling global brand 

gave me a front-row seat in the creation of 

a formal market access function at Merck 

—and I became a member of Merck’s fi rst 

Global Access Team.” Later, Merck invited 

him to assume the role of strategy lead for 

global health technology assessment 

(HTA). At the same time, Kamal-Bahl con-

tinued to hold adjunct appointments at two 

leading academic institutions, the Univer-

sity of Pennsylvania’s Leonard Davis Insti-

tute of Health Economics and the Univer-

sity of Maryland’s pharmacy school.  

After more than a decade at Merck, 

Kamal-Bahl joined Pfizer in 2014 to 

launch and lead the Global Health and 

Value Innovation Center, largely because 

of his interest in creating the fi rst industry 

think tank specializing in this growth area. 

“I was excited about being involved in cre-

ating something from scratch, especially 

as it married the freedom of inquiry of my 

work in academia to the discipline of busi-

ness strategy and execution.” It also 

appealed that ELT members like Global 

Innovative Health group President Geno 

Germano were early sponsors of the Cen-

ter, which continues today under Ger-

mano’s successor, Albert Bourla.  

Kamal-Bahl cites a number of accom-

plishments in establishing the Center’s 

bona fi des, on both the internal and exter-

nal front. A personal point of pride is 

expanding Pfi zer’s engagement with rele-

vant stakeholders, in a much more system-

atic manner. “We are reaching out to talk 

to payers, providers and especially patients 

to solve for access and pricing issues,” he 

says. This, in turn, has led to the creation 

of internal process effi ciencies that make 

it easier for the company to demonstrate 

value for products at and prior to launch, 

and later in the post-marketing phase.  

For example, the Center helped Pfi zer 

participate in the fi rst-ever early-stage par-

allel advice project with the EU’s European 

Medicines Agency (EMA) and fi ve national 

HTA bodies for a rare disease product 

under development for Duchenne muscu-

lar dystrophy. Kamal-Bahl tells Pharm 

Exec that based on the experience with this 

pilot, the Center was able to obtain support 

from the ELT to embed consideration of 

the EU parallel advice pathway in all rel-

evant Pfi zer compounds under develop-

Daring Can Be Scary  
Sachin Kamal-Bahl, Vice President and Head, Innovation Center, 
Global Health and Value, Pfi zer Inc. 

See Kamal-Bahl, page 33
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L
ike many ballets, the early steps in 

one’s career can follow a certain 

melody, but by the second act, the musi-

cal theme may shift entirely. By the 

fi nale, the audience may be able to see 

the arc, but in the midst of it, it can be 

hard to see the artist’s design. For 

XenoPort’s Chris Dillard, the path from 

the contemporary ballet dancer to 

senior director of marketing makes 

sense, but only when viewed with some 

perspective.

After brief stints with such compa-

nies as the Dance Theatre of Harlem 

and the Stuttgart Ballet of Germany, 

Dillard decided to stay adjacent to the 

arts, utilizing his degree in arts admin-

istration. His fi rst big step out of the 

arts track took him to a major ad fi rm, 

Draft Worldwide (now FCB Global), 

where he worked on a Verizon Fios 

account. Dillard followed this with 

successive stops at other advertising 

fi rms, where his work had him sticking 

a toe in tech at LG Mobile, and then 

Hollywood, working on marketing 

material for the fi rst of the Iron Man 

series.

While still on the agency side for his 

fi rst foray into pharma, Dillard worked 

on Shire’s ADHD treatment Daytrana. 

“I had complete hesitation stepping into 

pharma advertising,” he says. Dillard’s 

primary concerns were around con-

straints on creativity, but found rather 

quickly that working within these limi-

tations, one gains skills and expertise, 

and “you become invaluable” to an 

agency hoping to court pharma dollars. 

He added that in the consumer world, 

“accounts are lost left and right, but 

once you move into pharma, things are 

much more steady.”

During his time on the agency side, 

Dillard worked on web, social media, 

and mobile app development for Novar-

tis’ Xolair and the TOBI Podhaler and 

then digital development and strategy 

for Teva’s pain franchise, Fentora and 

Amrix. By this time, Dillard was work-

ing for the digitally-oriented marketing 

fi rm Heartbeat Ideas, where he began 

his efforts that would ultimately bring 

him to pharma on the momentum of an 

award-winning campaign.

“We were able to put together a really 

interesting, creative platform to get 

patients interested, get them to the web-

site,” says Dillard. The “End the Bed-

time Battle” integrated campaign on 

restless legs syndrome won a silver CLIO 

Award, with recognition in two digital 

categories, Best Pharmaceutical Website 

and Banners & Rich Media Advertising. 

And given his career’s evolution 

from dancing, there is a sense of irony 

or perhaps symmetry, that Dillard’s fi rst 

role on the client side came when Xeno-

Port offered to bring him over in 2014 

from the advertising firm to work 

directly on Horizant, the treatment for 

moderate-to-severe restless legs syn-

drome. His ascent within the ranks of 

XenoPort to senior director of market-

ing was rapid, and he now reports 

directly to the CEO.

“It’s been really big for me, working 

on a campaign that brings legitimacy 

to this disorder. People hear restless 

legs syndrome, it’s sort of a strange 

sounding disease. To many, it sounds 

like a joke,” he explains. “Much of the 

focus has been around empowering the 

patient and expanding knowledge of 

the disease.”

“You can’t overestimate the value of 

a good night’s rest, and for many of 

these patients, the uncontrollable urge 

to move is akin to a kid in a car seat,” 

adds Dillard. But for these patients, 

there’s a huge problem translating their 

symptoms to their physician, and 

knowledge in the medical community is 

limited—hence, a significant rate of 

misdiagnosis where many of these 

patients simply receive sleeping pills that 

don’t help.

As Dillard works to get the word out, 

Horizant has hit stride. XenoPort 

achieved rapid year-over-year growth 

and has ambitious projections for the 

future. The value was clear to Arbor 

Pharmaceuticals, which announced the 

acquisition of XenoPort in May. “It’s 

my fi rst acquisition in the industry, so 

it will be interesting to see how another 

company functions,” says Dillard. But 

a fourfold increase to Horizant’s sale 

force should follow with continued 

growth.

To XenoPort and now Arbor, Dillard 

says he brings a varied background, and 

that of a true marketer. Like his migra-

tion from arts to industry, the meander-

ing course of his career seems rather 

contradictory—leaping from the free 

forms of the musical and movement arts 

to one constrained by rigid rules and 

regulations. But it’s in this confi ned and 

regulated space where he strives to 

always present fresh new ideas. He 

adds, “It’s actually quite amazing to see 

the creativity that can come while still 

playing within the rules.”
— Casey McDonald

A Restless Mover 
Christopher Dillard, Senior Director, Marketing, XenoPort                                                                                                    
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Whether it’s changing a mindset or 

addressing a corporate culture, employees 

look to leadership to set the tone. So it 

starts at the top—not only with the CEO 

but also among the leadership across the 

organization. Culture is a lot bigger than 

any one individual or team, though. It’s 

really the essence of an organization’s per-

sonality, and it starts with values, goals, 

and character. And it is built on the con-

tributions of many. To change a culture 

would require a multidimensional effort 

that is grounded in clarity of purpose and 

that engages people inside and outside the 

organization in meaningful ways. 

PE: The biopharma industry faces rep-

utational challenges as well as the 

opportunity loss from a one-third 

decline in the US industry’s employ-

ment base over the past 15 years. What 

is needed to keep colleagues motivated 

in light of these adversities?  

We need to do a better job of com-

municating our story as an industry. 

Many people don’t understand that it 

takes well north of $1 billion to develop 

a drug and bring it to market. Nor do 

they connect that with the tremendous 

risk we take along the way to plan for our 

production and distribution. Approxi-

mately 90% of biotech clinical research 

goes toward projects that ultimately fail. 

Even in the midst of such odds, this past 

decade has seen the industry successfully 

lessen the impact of serious diseases—

HIV, cancer, hepatitis C, rare diseases, 

among others. 

Such innovation is key to our value 

proposition and to keeping our people 

motivated. The impact we have on 

patients carries a profound influence on 

the people that work in our industry. I’ve 

seen it time and time again. At a more 

micro level, setting clear expectations and 

holding people accountable are vital so 

that people have a line of sight into what 

they’re doing and what they need to do 

to be successful. This will instill trust and 

foster collaboration—which are essential 

elements of a successful and motivated 

employee base. 

PE: Is it inevitable that, as organizations 

grow larger, there is a regression toward 

a standard of “chronically average” in 

evaluating employee performance. 

What is your view of the trend among 

many leading multinationals like GE to 

scrap a formalized annual employee 

review system? 

Performance management is always 

a hot topic and one that gets a great deal 

of attention. During my years at Bayer, 

I have seen several different systems —

both as a “reviewee” and a reviewer. 

The bottom-line is that we owe 

employees feedback, and it must be trans-

parent and honest. Personally, I try to 

provide feedback every day, and thus the 

system becomes less important than the 

content of that exchange. Feedback is a 

gift, good or bad, and we should treat it 

as such and ensure our employees are 

clear on where they stand.
— William Looney

and at very low risk. Deploying the plat-

form in multiple pilots also allowed us to 

identify blind spots in our data manage-

ment and user interface systems that we 

might have missed initially.” 

With the new business on its way, 

what has Godfrey learned that exempli-

fies the characteristics of an Emerging 

Pharma Leader in a start-up world? He 

cites three.    

First is resilience. “Bloodbuy was a 

novel concept. You have to counter the 

uncertainty that pools around a new idea 

with an awareness of your customer’s 

motivations—not your politics, but their 

politics, including stakeholder hierar-

chies and competing priorities. Accept 

the risk inherent in this novelty while 

accentuating the positive side of what’s 

new. If a customer reacts to your plan 

by saying ‘I’ve never seen anything like 

it,’ claim it as a compliment rather than 

a criticism. Being associated with a 

change-maker actually has appeal to 

many people.”   

The second is creativity. “I define this 

as a capacity to anticipate problems and 

then to execute in order to solve them. 

Another characteristic of creativity is a 

good head for thinking about design—

how process, systems and data all fit 

together. That is going to be a high-value 

skillset of the future, whether your orga-

nization has 5,000 people—or five.”  

The third is motivation. “I go back 

to my college football days, when I saw 

how a distinctly mixed bag of players 

could be inspired as a group to perform 

on all cylinders. It’s a healthy respect for 

differences that allows this to happen. 

We just hired a PhD in biology and one 

of the reasons for that is we thought his 

background would inspire us to think 

differently; he brings a fresh perspective. 

Strive for people who bring an entirely 

new dimension to the group—avoid per-

petuating redundant skill sets. People on 

your team who are too much like you is 

actually demotivating to others.”
— William Looney

Bloodbuy is creating a niche where the 

supply chain and the laboratory intersect, 

with vested interests on the line in func-

tions ranging from lab technician to the 

medical director of transfusion services, 

or from materials management personnel 

to the CFO. 

“Our model had to be validated as a 

new solution superior to the incumbent 

process, and to make it easily relatable 

and implementable for each of these key 

stakeholders. There are so many compet-

ing priorities: lab people are focused on 

safety and workflow, while those 

engaged in the supply chain are anxious 

about managing costs effectively.” 

To make this a reality, Godfrey took 

a user-driven approach to product design 

and development. “When I introduced 

our solution to stakeholders, I titled it ‘A 

Day in the Life of a Blood Banker—What 

Does it Look Like?’ The solution has to 

be dynamic in a way that works in line 

with the commercial interests of each 

stakeholder, consistently and repeatedly, 

Dable, from page 14

Godfrey, from page 15
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DUMA—that can roam unbiased through 

billions of data points associated with a 

specific disease indication to tease out 

trends and abnormalities and render pre-

dictive assessments of likely drug candi-

dates, at a rate 175,000 times faster than 

conventional screening methods. Better 

targeting and faster timing carries a tan-

gible payoff by adding more certainty to 

those early-stage markers, which helps de-

risk the odds for failures at the costly later 

stages of development. It might be a stretch 

to reference such capabilities as discovery 

R&D on a disk, but it definitely breaches 

the standard software-as-a-service (SaaS) 

process model, which few big pharma now 

regard as strategic. 

So far, the DUMA software has been 

run-tested on 55 therapy areas and condi-

tions, including autoimmune disorders, 

cancer, neurological impairments, and met-

abolic disease. In June, twoXAR announced 

the results of a joint screening program 

with its partner Vium, for important new 

indications in rheumatoid arthritis. “Our 

data established preliminary in-vivo effi-

cacy for 10 separate drug candidates that 

could be repurposed to treat various aspects 

of this debilitating condition. It further val-

idates software-driven approaches in rap-

idly identifying new drug candidates,” the 

company said in a statement. Four other 

programs are now underway to accomplish 

the same thing, in other diseases, at the pre-

clinical stage.  

Yun Fang, assistant professor at the Uni-

versity of Chicago’s Department of Medi-

cine, signed on to work with twoXAR after 

he saw the initial results on rheumatoid 

arthritis. “I was curious to explore how 

their in-silico approach would tackle ath-

erosclerosis,” he said. “In the short time 

we’ve been working together, the twoXAR 

team has generated a dozen strong hypoth-

eses around unique candidates that my lab 

will evaluate through in-vivo models.” 

While the biopharma world itself 

remains hesitant about the idea of letting 

software lead discovery, both  Radins insist 

that the big players will eventually come 

around. For example, there is an emerging 

interest in purchasing the IP or licensing 

compounds that the twoXAR DUMA soft-

ware identifies as a new or novel disease 

target. Ultimately, the Radins tell Pharm 

Exec all this validation work could put 

twoXAR in a position to identify promising 

drug candidates, de-risk the opportunities 

through preclinical studies and progress 

them to the clinic through industry partner-

ships. “Long-term, our aim is to become a 

full product innovator, not just a leader in 

process engineering,” CEO Radin said.  

What kind of leadership is required 

to move a new enterprise like twoXAR 

forward, from an idea to an institution? 

Andrew A. sums it up in a single word. 

Grit. “For nearly all start-ups, the odds 

are against you. It was particularly hard 

for us because of the alien complexity of 

the subject matter—computational biol-

ogy. The standard response to our pitch 

would begin with the admonition ‘don’t 

talk mathematics to me,’ followed by the 

conclusion ‘what I don’t understand, I 

can’t evaluate, so I have to take a pass.’  

“We had to break this fatal connection, 

and we did it by replacing the math with 

an of-this-world vision, using accessible 

story telling that linked the technology to 

a result that held meaning to them, which 

is the pathway to getting a drug primed 

for approval. We took the time to answer 

questions, listen carefully to objections, 

psychoanalyze the fears, and emphasize a 

specific result. I’d say this is a set of actions 

that apply to any new business—and I 

guarantee you will hear ‘no’ 80 times 

before you get the first ‘yes.’” 

Adds Andrew M.: “Don’t forget the 

tactical side when you are building a busi-

ness from scratch—we are used to doing 

everything, and it’s not just coding and 

meeting investors. The story of a start-up 

begins every morning when you remind 

yourself to do things like take out the 

trash. That’s what keeps you grounded.”
— William Looney

Radin, from page 18

Whitney, from page 19

both the short and long-term, is perceived 

by Gilead’s top management as increas-

ingly valuable—for example, there are 

many trade-offs that have to be navigated 

to ensure a strong product launch. The 

proof point? In her seven years with Gil-

ead, Whitney has helped usher more than 

nine products to market in therapy areas 

ranging from HIV to hepatitis C and can-

cer. “Every day is different,” Whitney said. 

“I might be talking to one group about 

sales force optimization, addressing issues 

around commercial effectiveness, discuss-

ing payer analytics trends or answering 

questions on specialty pharmacy data 

strategy—all in one day,” she said. 

Whitney also is expansive about shar-

ing her insights and expertise with others. 

She is a mainstay of Gilead’s Corporate 

Mentoring Program, and she has person-

ally supported the career progress of doz-

ens of individuals across the entire com-

mercial organization. In fact, developing 

people is the activity that she enjoys the 

most. For younger people joining the 

pharma industry, she encourages flexibil-

ity around relocating if it means better 

alignment with career goals. It’s also 

important to join the industry for the right 

reasons. “If your core doesn’t align with 

patient care, then it’s probably not an 

ideal industry for you,” she said. 

Whitney also warns against chasing 

the next role. “Put your head down, do 

your current job well and by the time you 

look up from that focus, there will be 

something new waiting for you,” she said. 

Through it all, Whitney has kept up the 

energy and stamina that first caught the 

attention of her mentors in college. 

“Sometimes my mentors pushed me when 

I didn’t want to be pushed. But the more 

you take on roles that you didn’t know 

you could do, the more you learn and the 

more likely you are able to successfully to 

do that again and again in broader roles 

as your career grows.”
— Kathleen Raven
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the restructuring, Klobuchar was able to 

drive improvements in how Merck oper-

ated—not strictly in capital allocation 

and achieving cost targets, but, beyond 

the numbers, in creating a more com-

petitive, efficient, and agile organization. 

 “That role allowed me to get inside 

the head of the CEO and understand what 

he sees and what is disconnected under-

neath in this company,” says Klobuchar.  

The Merck executive continues to 

cultivate that “outside-in” mentality in 

his current role, leading short- and long-

term business and financial planning for 

the company. Managing a staff of over 

50, Klobuchar directs cross-functional 

activities designed to optimize Merck as 

a whole—financially and operationally. 

Benefiting that mission, he says, is his 

team’s unique position as an “uncon-

flicted,” neutral third party, enabling it 

to bridge the disparate strategies and 

agendas inside the company to reveal a 

complete P&L profile for Merck. And 

then, working back, build improvements 

into the profile through cross-divisional-

oriented approaches. 

Klobuchar reports to Merck Chief 

Financial Officer Robert Davis. He says 

he’s grateful for mentors such as Davis, 

Frazier, and Merck head of R&D, Dr. 

Roger Perlmutter, for “pushing me and 

allowing me to be more comfortable with 

discomfort; the belief that real develop-

ment and comfort never coexist. That 

nudge from them to say, ‘yes, you could 

fail, but this is really something that you 

had to do.’”

Merck, itself, has not shied away from 

demonstrating that philosophy in recent 

years. Analysts, in 2016, have been 

encouraged by Merck’s efforts to expand 

its pipeline. The company has also 

decided to invest more in exploratory and 

biomedical research. Keytruda, Merck’s 

breakthrough immuno-oncology ther-

apy, won approval in the past two years 

for metastatic melanoma and non-small 

cell lung cancer, and, for the latter, 

showed strong results in a recent clinical 

trial as a potential first-line treatment. 

Commercially, Merck is projecting rev-

enue of $39.1 billion to $40.1 billion in 

2016 behind products such as Januvia, 

Janumet, Gardasil vaccine, and Key-

truda. Given today’s challenging drug 

development and pricing climates, Klobu-

char knows his team will play a critical 

role in the 125-year-old company’s future 

trajectory.

“I was really passionate when I 

started about solving technical chal-

lenges,” says Klobuchar, a motorcycle 

enthusiast and avid reader in his spare 

time. “But now I equally want to solve 

really complicated things that will create 

long-term value for Merck.” 
— Michael Christel

payment up front, subject only to a few 

performance contingencies; there is no 

way to amortize the full cost across a 

potential lifetime of benefit.” 

Drugmakers should be thinking hard 

on “out-of-the-box” strategies on alterna-

tives to the current way medicines are 

priced and paid for, Kamal-Bahl contends. 

Ideas from the industry are coming from 

far afield, including new cooperative lend-

ing facilities with the capital to finance 

pricing of expensive medicines over time. 

“No idea is too fanciful when you recog-

nize the cost of new drugs is a policy issue 

that we must lead in solving. The alterna-

tive is government regulation of drug 

prices that will end up with the perverse 

effect of eliminating the market for inno-

vation, not preserving it.”  

To navigate through such turbulent 

waters, Kamal-Bahl highlights three skills 

that future biopharma leaders and their 

teams require to succeed. 

First is to ensure your people are 

allowed to be creative, to incorporate ideas 

that are unconventional, and to take pru-

dent risks —while acknowledging too, that 

some of these ideas will fail.  

Second, your team should be a “safe 

haven” for members to stray from the path 

of the safe and narrow. If they can do that, 

many more useful ideas are likely to sur-

face for debate.   

Third is to be open to the world outside 

pharma. “Interesting ideas will come when 

we look and listen beyond traditional 

pharma,” says Kamal-Bahl. “There is a lot 

of promise in the space where the health 

and technology worlds intersect; we are 

already seeing disruptive innovations 

emerging in this area.” 

Where does Kamal-Bahl see himself in 

10 years? “Regardless of the setting, I see 

myself continuing on my ‘dare-to-try’ jour-

ney to generate innovative and influential 

ideas on drug pricing, value and access. 

With the explosive growth in specialty 

drugs and the coming tsunami of precision 

medicine and gene-based therapy, the stakes 

for accelerating the pipeline of approaches 

to address them have never been higher.”
— William Looney 

ment. “It’s an important step.  The pro-

cess forces internal teams to focus on 

speed-to-market strategies that reduce 

development costs and advance patient 

access. It also guarantees the entire Pfizer 

organization is aligned behind pricing, 

access and the product’s overall value 

proposition. That’s because decisions to 

opt in or out of EU parallel advice must 

be taken cross-functionally, so everyone 

is involved.”

Looking forward, Kamal-Bahl predicts 

that his work at the Center will be critical 

in positioning Pfizer to identify innovative 

pricing and financing solutions for new 

drugs, including those for curative treat-

ments like gene therapies, in order to 

address payer concerns about their pricing 

and budget impact. “The next wave of 

products from our accumulating knowl-

edge of genetics will likely center on cures 

rather than treatments. Yet, today, the 

financing burden for drugs is entirely cen-

tered at the point of transaction—if a new 

gene therapy costs $1 million, then under 

the current system we would expect a full 

Klobuchar, from page 24

Kamal-Bahl, from page 29
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I
n the following Roundtable discussion, Pharm 

Exec probes a central question in drug treat-

ment today: what is the appropriate role of the 

patient-reported outcome (PRO) measure in 

driving the future of a drug evaluation model that 

incorporates insights on the real-life patient expe-

rience? With payers expressing ambivalence about 

the PRO as a decision-making tool, particularly in 

costly, hard-to-treat cancers, the onus is on regula-

tors, industry and the patient to make the case for 

the PRO through greater methodological clarity 

and better alignment with other data assessment 

approaches like patient registries.

— William Looney, Editor-in-Chief

Looney: We are convening at the annual meeting of 

the American Society of Clinical Oncology (ASCO), 

whose theme for 2016 is “collective wisdom”—with 

the patient as the fulcrum of that wisdom. As a prac-

tical matter, the 32,000 delegates here in Chicago 

want to know how to leverage this theme to support 

strategies and guidelines to benefit patients in the 

clinical setting. Better information on the patient’s 

actual experience in drug trials and treatment is an 

obvious place to start. One promising—and underuti-

lized—tool is the patient-reported outcome (PRO), 

which is now getting close attention at ASCO as well 

as from the FDA and industry, payers and patient 

advocates. Where do we stand on the PRO as a mea-

sure of progress in making cancer care and research 

more “patient centric?”

DR. JOE O’CONNELL, inVentiv Health: Histori-

cally, the attention given to the PRO in clinical 

drug development has been patchy and inconsis-

tent. It is ironic that we see this in cancer, where 

symptoms beyond the outcome of the disease 

itself—pain, fever, fatigue, and loss of weight, 

among others —have a disproportionate impact 

on the patient experience. Toxicity of drug thera-

pies is a factor, too. Why PRO measures have yet 

to take off in clinical practice can be attributed to 

the following:  physician paternalism; lack of 

Patient-Centered Strategies 
for Clinical Trials & Treatment 
The Role of the Patient-Reported Outcome
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interoperability in data systems; 

regulatory conservatism, as evi-

denced by the low take up of 

PROs to support labeling claims; 

and payer resistance, reinforced 

by the fact that many older med-

icines just did not work very well 

in patients.  

Nevertheless, the interest of 

the clinical community has 

reached a critical mass. In Janu-

ary, three of the more influential 

medical journals in the cancer 

space—The New England Jour-

nal of Medicine, JAMA Oncol-

ogy and ASCO’s own Journal of 

Clinical Oncology—published 

separate editorials examining 

the controversies in using PROs 

in the development of cancer 

medicines.  

Given the enhanced interest, 

we see two trends pointing to 

increased potential for use of 

PROs. The first is the number of 

new biologic medicines that tar-

get cancer cells more specifically, 

with spectacular results in many 

cases, making it easier for PROs 

to document the positive experi-

ence for patients. The second is 

the growing reliance of payers on 

health economics assessment to 

justify their actions on patient 

reimbursement. There is clearly a 

place for PRO evidence in that 

process, which is now arguably 

more important than obtaining 

FDA approval. Without support 

from payers, you can have a great 

drug but no access to the market.

New survey results 

Looney: What payers really think 

about patient-reported data is still 

a top-of-mind issue in drug devel-

opment. Is PRO input seen as useful 

and relevant—and, if not, why?  As 

a contribution to today’s discus-

sion, inVentiv Health has conducted 

new survey research with 15 US-

based payer representatives— 

covering both the medical affairs 

and pharmacy director functions—

to dig deeper on their perspective. 

What are the main conclusions 

from this work? 

KELLY WHITE, inVentiv Health: 

The aim of our research was 

twofold. First, we examined 

how payers currently apply 

PROs in practice as well as the 

strategy they intend to follow 

regarding their use in the future. 

Second, we asked payers about 

the role of patient advocates in 

shaping the evidence require-

ments to secure drug approvals 

as well as on access and reim-

bursement. We tested these ideas 

with a mix of managed care and 

integrated delivery network 

(IDN) organizations that collec-

tively represent 94 million cov-

ered lives—approximately a 

third of the US insured popula-

tion. All of our interviewees 

were members of their organiza-

tion’s P&T committees, with 

responsibility for the evaluation 

of oncology medicines for use in 

the patient setting. 

While most of the survey 

group expressed familiarity with 

PRO measures, they were con-

sidered only “slightly to some-

what influential” in their deci-

sion-making on oncology 

products. Pharmacy directors 

were more supportive of the con-

tributions of PRO data than the 

medical directors, a trend that 

showed up throughout the sur-

vey. Yet, on one fundamental 

metric, there was broad consen-

sus—two-thirds of the entire 

group surveyed agree that PRO 

data is most useful at the post-

market approval phase, in the 

real world of clinical practice. 

There was also a consensus that 

PRO data outside the product 

label won’t carry as much influ-

ence on decisions to include a 

product in an oncology treat-

ment pathway.  The position 

reinforces the importance 

attached by biopharma compa-

nies to incorporating PRO data 

in the labeling process.   

We also conducted a qualita-

tive evaluation of comments from 

the directors we interviewed. 

There was an evident split 

between those who view PRO 

data as “emotional,” “subjec-

tive,” and lacking “hard met-

rics,” and those who support its 

acceptance as an authentic voice 

of the “patient experience.” 

However, on reflection, we 

hypothesize that both sides were 

actually saying the same thing: 

PRO data could indeed be  
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clinically relevant to a product 

evaluation, but for that to hap-

pen, the data must be better 

structured, uniformly, in a way 

that is both “scientifically bal-

anced” and “verifiable.” The pal-

pable reaction is disappointment 

on how current methodology for 

incorporating PRO data sows 

confusion on  what can actually 

be measured—and whether such 

measures are reliable or not.  

KIM METCALF, Kite Pharma: 

One factor that might explain the 

difference in attitudes about PRO 

data between medical and phar-

macy directors is the manner in 

which they approach drug reim-

bursement. Medical directors 

tend to focus more on physician 

administered, in-hospital drugs 

while the pharmacy director 

leans to managing medications 

on an outpatient basis. PRO input 

will influence how these two roles 

are incentivized and rewarded; 

pharmacy directors are directly 

accountable for the budget 

impact of every prescription writ-

ten, while for medical directors, 

steeped in the outcomes-driven 

world, the bottom-line impact of 

prescribing is indirect. It is to be 

expected that pharmacy directors 

will be more willing to consider 

additional types of evidence 

beyond a randomized controlled 

trial (RCT) endpoint. 

ROBERT MILLHAM, inVentiv 

Health: On a therapeutic level, 

the bar to using PRO data in 

oncology is always going to be 

higher because at first examina-

tion the evaluation of evidence 

for benefit appears very cut and 

dried:  did the tumor grow or 

shrink, what other organs vital 

to sustaining quality of life were 

impacted and how did this man-

ifest in symptoms or side effects? 

It’s the rigor imposed by the 

experience of fighting cancer 

that drives attitudes toward 

what evidence is going to be 

helpful or not in assessing over-

all clinical benefit versus base-

line standards like the progres-

sion-free survival rate.  

Metrics test 

KRISHNAN RAMASWAMY, Pfizer: 

Statements in the survey con-

tending that PROs are purely 

subjective and “rife with bias” 

are concerning to me. This sug-

gests to me that we clinicians 

building the evidence base in 

cancer trials and treatment have 

to do a better job in educating 

payers about the progress being 

made in patient centered out-

comes. The science of psycho-

metrics is an attempt to be able 

to pick up subjective signals in a 

reliable and valid way, and tre-

mendous progress has been 

made in all aspects. The Decem-

ber 2009 FDA Guidance on 

PRO to Support Labeling 

Claims has spurred efforts to 

scale up oncology data in a way 

that makes it more relatable to 

patients. When we conducted 

studies in the 1990s, it was often 

found that we were missing 30 

or 40% of the data needed to 

verify the proposition being 

tested. There were so many holes 

in the data that the work could 

not pass technical review. Today, 

with improvements in the instru-

ments, in training, in data gath-

ering, those missing data have 

come down to the 10-to-15% 

range, which is giving PROs 

greater credibility in clinical tri-

als. The PRO instruments are 

also built with more exhaustive 

patient input, so the data is of 

greater relevance.

Another factor helping to 

facilitate acceptance is a wider 

array of data sources directly 

from the patient, from wearable 

monitors and sensors to the free-

form patient “diary” of disease 

course. What one has to 

acknowledge is some degree of 

variability, indeterminate of 

source, in the results. The FDA 

understands this, as do other 

agencies that use PRO such as 

utilities in HTA assessments; 

and they are all getting more 

sophisticated and comfortable 

with this data.

METCALF: Acceptance of 

patient test data may have an 

accelerated uptake in cancer 

therapy because payers have an 

interest in seeing patients stay 

compliant with therapy, espe-

cially with oral oncolytics. 

Patients taking these drugs must 

be satisfied because failure to 

complete the course of treatment 

bears a high probability of 

relapse. It relates to the larger 

point that more cancers are 

being treated as a complex 

chronic disease.

Looney: Survey comments oppos-

ing PROs for replacing hard metrics 

with anecdotal emotions suggest 

a slowness to adapt to changes in 

technology and practice that make 

it easier to document patient out-

comes. Does this inflexibility 

extend to the R&D organizations of 

big pharma? Is there still a need for 

a cultural change that opens the 

door for endorsement of tools like 

the PRO? How do you break the 

mindset that looks at patient data 

as something “nice to have” but 

not a “have to have?” 

RAMASWAMY: Cultu ra l 

change is ongoing. Change in 

biopharma has been gradual, but 

it is accelerating at a very rapid 

pace. For example, looking back 

five years, I cannot think of one 

major oncology trial at Pfizer 

that did not include a PRO 

assessment. If we can account 
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for expected variability and have 

enough sample-size to make it 

possible to pick up clearly report-

able differences between the two 

arms of a clinical trial, I will get 

assent from management to go 

ahead. Everything is open to 

consideration. Sophistication 

with sample-size calculation, 

item selection and instrument 

selection has improved so that 

we can plan better.

Regulators are becoming 

more accommodating, too. If I 

send a trial protocol for com-

ment to the European Medicines 

Agency (EMA), I usually get a 

quick response that is often very 

incisive. More importantly, since 

the EMA now has a rule requir-

ing input from patient advocates, 

its advice could actually change 

the way we approach the market 

for the compound.  

What about the 

patient? 

Looney: What does the inVentiv 

Health survey conclude about the 

appropriate role of patient advo-

cacy groups in the development of 

the PRO? 

WHITE: We asked the payers 

how much involvement patient 

advocates should have in discus-

sions about products. Overall, 

the response was “not much.” 

Again, however, pharmacy direc-

tors were more positive than the 

medical directors about bringing 

patient advocates into the fold. 

You will see in the comments that 

there is an undercurrent of bias 

toward these groups as being in 

the pocket of the drug industry, 

with the bigger patient groups 

crowding out smaller ones in get-

ting favorable payer treatment on 

reimbursement coverage. 

One interviewee observed 

that while patient advocates are 

irrelevant to the basic markers of 

clinical efficacy and  safety 

required for registration, their 

input can be valuable for mea-

sures of drug tolerability, dosage 

formulation, and what progres-

sion-free survival really looks 

like from the patient point of 

view—and how that relates to 

the cost of hospice services. 

MILLIE WEBSTER, Agios Phar-

maceuticals: It’s perverse that 

these payers suggest patient 

advocates are biased to the point 

that PRO data is tainted, when 

all the other data submitted 

through trials bears the imprint 

of the pharmaceutical com-

pany—isn’t it in the payers’ 

interest to see some weight given 

to other perspectives that might 

supplement or differ from the 

trial sponsor company?  

PATRICIA GOLDSMITH, Can-

cerCare: These conclusions are 

no surprise to me. Payers often 

see patient groups as shills for 

the drug manufacturers. There 

is a warped sense of what advo-

cacy actually does for patients. I 

know a prominent medical direc-

tor for one of the largest payers 

in the country who expressed 

interest in working with Cancer-

Care but backed out when he dis-

covered we administer a drug co-

pay support Foundation, whose 

work is overseen by the HHS 

Office of Inspector General 

(OIG). That says a lot on where 

they see their priorities. I have 

been invited to meet with the six 

largest payer groups in the coun-

try, including their medical 

directors on oncology, to exam-

ine ways to work together. I am 

hopeful that we will see progress 

on collaboration.   

HEATHER GARTMAN, inVen-

tiv Health: The payer perception 

of the relationship between 

patient advocates and pharma is 

not only outdated, it’s often out-

right false. As we heard, payers 

tell us that they see patient advo-

cates pushing for treatment cov-

erage as a front for pharmaceuti-

cal companies—they are being 

paid for that advocacy. Twenty 

years ago the notion of advo-

cates being in bed with bio-

pharma may have been more 

accurate, but today these groups 

stand on their own. 

Biopharmaceutical company 

grants are now almost entirely 

unrestricted and many advocacy 

groups have their own estab-

lished, vetted funding infra-

structure. There is an opportu-

nity and a need to educate payers 

about the contribution of advo-

cates to building cost-effective 

healthcare solutions. Both par-

ties should share insights and 

collaborate so that patients don’t 

become victims in the battle.

 METCALF: There is a signifi-

cant degree of cost shifting going 

“There was an evident split between 

those who view PRO data as 

‘emotional,’ ‘subjective,’ and lacking 

‘hard metrics,’ and those who support 

its acceptance as an authentic voice 

of the ‘patient experience.’”
— KELLY WHITE, inVentiv Health
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on in the market for medicines.  

Upwards of 50% of the cost of a 

medicine is actually subsidized 

by the drug manufacturer in the 

form of rebates and discounts as 

well as from the industry’s cash 

contributions to the federal gov-

ernment to subsidize Medicare 

Part D.  In the oral oncolytic 

space, these subsidies have 

extended access to life-saving 

medicines for many thousands 

of people. Despite that, payers 

are increasing their cost-shifting 

efforts, this time to the patient. 

Not only are we seeing premium 

increases, we also see a fourth 

tier on formulary lists—the spe-

cialty drug carve-out—which 

requires patients to pay a 25% 

co-insurance rate or higher on 

each prescribed drug.  

GOLDSMITH: The talk is 

always about the increasing cost 

of medicines for the payer. But 

the evidence shows that upwards 

of 70% of the insured commer-

cial business is administering 

benefits funded by employer 

contributions. Payers are not 

financially liable; it’s a pass 

through with employers fund-

ing the expense. But the biggest 

issue I see is the lack of interest 

in collaboration to find a solu-

tion to medicines costs in oncol-

ogy. Instead, you have the pay-

ers vilifying drug manufacturers, 

the patient trapped in the  

middle, and non-profit advo-

cacy groups trying their best to 

fill the gap without a sustain-

able funding base. 

And patients don’t have time 

to waste on process and politics. 

Of the 180,000 people that we 

served last year, 60% of them 

were seeking some type of finan-

cial assistance, many relating to 

their hospital bills, not drugs.  

Their day-to-day concerns are so 

basic:  the number one request we 

get is finding transportation to get 

from home to the clinic for chemo 

or clinical trial participation.

Cancer’s neglected 

home front 

Looney: The CancerCare 2016 

Patient Access and Engagement 

Report you cited at the outset of 

our discussion—what are the prin-

cipal conclusions that you see as 

relevant to the incorporation of 

more patient data in cancer 

research and treatment?   

GOLDSMITH: The biggest take-

away from the report is that can-

cer is a disease that extends 

beyond the individual to the fam-

ily, the caregiver—and society 

itself. The adverse impacts are 

lingering; they don’t end with the 

conclusion of treatment. What 

amazes me is the disconnect 

between what patients tell their 

physicians and how physicians 

process that information. The 

gap in perceptions and under-

standing is very wide. Then there 

is the financial strain, which is 

manifest in pill splitting, skipping 

refills, importing drugs from out-

side the US, and forgoing basic 

necessities like rent and groceries 

to pay medical bills.

A surprising finding from the 

survey—we talked to over 3,000 

cancer patients throughout the 

country—is how patients are 

relying more heavily on their pri-

mary care physicians. Two 

decades in academic medicine 

had convinced me that once a 

patient was settled with an 

oncologist, he or she would 

never go back to their GP. Why 

is this happening? We found that 

patients feel that primary care 

contacts offer more psychosocial 

support—the physician has more 

time than the overextended 

oncologist to talk and listen 

about symptoms and course of 

treatment. It’s sad, but all too 

real a concern. A third of our 

people in the survey said they 

had no caregiver on hand to just 

be there to help. 

O’CONNELL: One conclusion 

I draw is patients don’t feel the 

things that matter to them are 

acknowledged in the informa-

tion hierarchy that dominates 

clinical decisions on care and 

treatment. Recently, I saw a sur-

vey where patients were asked 

how much progression-free sur-

vival time they would give up in 

return for relief from the fatigue 

that accompanies drug treat-

ment, from severe to mild or 

moderate. The answer was they 

would forgo four and a half 

months of disease control, just 

to be able to function a bit better 

on the routines of daily life! A 

startling finding—on a question 

that probably most providers 

would never have asked. 

“It’s perverse that payers suggest 

patient advocates are biased to the 

point that PRO data is tainted, when 

all the other data submitted through 

trials bears the imprint of the 

pharmaceutical company.”
— MILLIE WEBSTER, Agios Pharmaceuticals
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Looney: It also argues that more 

should be done to get this kind of 

response into the mix when clini-

cal trials are being designed to test 

new compounds for toxicity and 

side effects.

WHITE: We addressed this in 

the survey by asking our payers 

whether and when patient advo-

cacy groups should be involved 

in the design and execution of 

clinical trials. Two thirds said 

their inclusion at any stage would 

not be appropriate. Of the third 

who expressed support, medical 

directors said patients should 

only be engaged at Phase III, 

while pharmacy directors were 

split among all phases—II, III 

and also post-marketing Phase 

IV. Again, you detect more hesi-

tance with the medical directors. 

RAMASWAMY: The science of 

medicine is critical but you have 

to acknowledge that medicine is 

also, in some ways, an art. The 

physician, the patient and the 

drug regimen are the three par-

ticipants in the art. There is a 

place for the patient viewpoint at 

virtually every phase of the trial, 

and now some institutional 

review boards (IRBs) are actively 

encouraging us to do so in Phase 

III trials. But especially at Phase 

IV, I think patient input is invalu-

able. For example, if you are 

designing a Phase IV trial, you 

want to talk to patient advocates 

who could tell us why or if we 

need to test other treatment regi-

mens beyond the one approved by 

the FDA on the basis of the RCT. 

You can get a better sense of the 

impact of dosage variations, titra-

tion cycles and duration of treat-

ment to mitigate the impact of 

side effects that are only evident 

once the drug is in wide use. 

No matter how much effort 

one puts into dose-ranging stud-

ies, it is a reality that we can 

only launch drugs at certain tol-

erable and effective doses. But 

in real-world use, with expanded 

access to the drug, oncologists 

and patients working together 

often figure out dosage adjust-

ments or changes to the regimen 

that make a lot of sense from 

tolerability and effectiveness 

standpoints. So beyond the 

effort to secure FDA approval, 

at some point it’s good to have 

the practical input from patients 

and to do post-marketing 

research. That’s money well 

spent if it facilitates a more tol-

erable regimen as use of the drug 

is expanded in clinical practice.

Patient registries: A 

way forward?  

METCALF: Thinking beyond 

the clinical trial platform, patient 

registries are an emerging evi-

dence and information tool that 

could incorporate PRO data very 

effectively. PRO could be included 

in the registry questionnaires, 

creating a richer and more robust 

data pool able to track the patient 

experience in the real-world set-

ting. Today, patient registries are 

the equivalent of the clinical trial 

for the post-marketing phase. 

The difference is, in a registry, 

there is no requirement to prove 

safety and efficacy. The data can 

be applied to work on label 

updating and improving dosing 

and management of side effects. 

I see it as one solution to the ques-

tion of where is the best place to 

put the PRO. 

WHITE: It would also address 

the data bias perception raised 

by payers in our survey. 

O’CONNELL: Patient registries 

are relevant in other ways, the 

most important of which is the 

move toward condit iona l 

approvals by the regulatory 

authorities. The world is moving 

away from the narrow, sequen-

tial approach to evaluating evi-

dence, under the traditional clin-

ical trial model. We can expect 

more evidence gathered in a pat-

tern that might take a compound 

from Phase 1 or IIb to condi-

tional approval followed by full 

acceptance founded on results 

from a Phase IV study. 

GARTMAN: Patient registries 

are a big part of the agenda for 

disease advocacy groups. We 

surveyed 40 patient groups and 

found that two-thirds either had 

or were launching their own reg-

istry. So a track record is in place 

to show how to apply this struc-

ture to the real world. 

RAMASWAMY: The caveat is 

that patient registries are not gen-

erally an accepted vehicle for the 

evidence to support a positive 

label ruling from the FDA. That 

is the hurdle allowing us oppor-

tunity to shape our clinical and 

marketing messages to physicians 

and patients. A strong label is the 

holy grail for biopharma, and 

indeed payers pay a lot of atten-

tion when a PRO is in the label. I 

think that is a limiting factor for 

“Patients don’t feel the things that 

matter to them are acknowledged 

in the information hierarchy that 

dominates clinical decisions.”
— JOE O’CONNELL, inVentiv Health
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patient registries and the substan-

tial investments industry would 

have to make to put PROs into 

the registry database. In that 

regard, I see patient registries as 

a potentially useful source of 

information rather than a true 

game changer in putting the PRO 

on the map in drug development. 

If on the other hand, as some 

trends suggest, pragmatic trials 

and similar designs become more 

acceptable, PRO data from those 

settings can help a lot.  

METCALF: That’s a fair point. 

On a larger level, it’s equally true 

that adding more patient evi-

dence to the evaluation mix can 

slow the timetable for drug 

approvals. For a small company, 

delays force the utilization of 

more resources. An idea that 

slows the track to approval, like 

the point made earlier about fine-

tuning the dose regimen to get at 

observed side effects—someone 

must be prepared to make a deci-

sion. It’s a difficult one. 

WEBSTER: On the other hand, 

as cancer evolves toward more of 

a chronic disease that will require 

numerous drugs on a mainte-

nance schedule, might this add to 

the interest in patient evidence 

that can show comparatively 

which drugs provides the best 

clinical benefit over time, pro-

mote good compliance or even 

just burdening patients the least?  

RAMASWAMY: If PRO data 

can relay such benefit objec-

tively—and I think it can—with 

medicines or regimens that turn 

your cancer from something that 

will kill you in four months to 

survival of four or 10 or more 

years, then there is a place for it. 

Next steps 

Looney: What is the group consen-

sus on key steps required to raise 

the profile and application of the 

PRO in informing a drug develop-

ment process that supports 

patients? 

RAMASWAMY: What I take 

away from the discussion is that 

our industry must educate the 

payers on how far we have come 

in making patients—and PRO—

part of the evidentiary process 

in drug development and access. 

Payers must know that we are 

serious in reaching out to our 

patients. The same holds true 

for industry relationships with 

patient advocates. They should 

know more about the hurdles we 

face in obtaining approval and 

access to our medicines. Both of 

us would do well to sit down and 

focus squarely on what can be 

done to improve the conditions 

under which we strive to do the 

right thing for the patient. What 

will it take to move the conver-

sation forward? 

METCALF: Not all patient 

experiences are subjective or 

unmeasurable. There are many 

examples we can cite to showcase 

progress in addressing patient 

interests holistically, across the 

entire continuum of care, that also 

produce great metrics in delivering 

increased quality at a manageable 

cost. One that comes to mind is 

the Oncology Patient-Centered 

Medical Home (OPMH) model 

led by Dr. John Sprandio of the 

Crozer-Keystone Health System 

in Pennsylvania, with support 

from Aetna. It is testing team-ori-

ent ed  c a s e  ma nagement 

approaches to raise the bar on 

interactions between patient and 

physician. Another is the work 

that Dr. Lee Newcomer of United 

Healthcare has done with Epi-

sodes of Care. It demonstrated 

how increased spending on appro-

priate drugs can actually lower the 

overall cost of cancer care.  

RAMASWAMY: We all know 

that the strength of the one-to-

one physician patient relation-

ship in oncology is a major deter-

minant of outcomes—we just 

don’t have metrics that explain 

why. There is enormous variabil-

ity in the time and effort that 

physicians put into their work 

with patients, as well as what 

they consider important in treat-

ment. I’ve recently reviewed 

unpublished papers that reveal 

how the same drug can produce 

outcomes 30 to 40% better 

when the physician spends extra 

time to tailor the dose and the 

regimen, based on the individual 

patient’s profile. This is signifi-

cant. But it runs counter to the 

pressures physicians face to 

spend as little time as possible in 

direct contact with the patient. 

Looney: The Journal of Clinical 

Oncology earlier this year pub-

lished a study confirming the low 

“Acceptance of patient test data may 

have an accelerated uptake in cancer 

therapy because payers have an 

interest in seeing patients stay 

compliant with therapy, especially 

with oral oncolytics.”
— KIM METCALF, Kite Pharma
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take up of PROs to shape the labels 

for oncology products. It also sug-

gested eight steps biopharma 

could take to improve on this per-

formance. Do these ideas appear 

realistic to you? 

METCALF: One of the inter-

esting statistics in the study was 

that only 7.5% of reported trials 

from 2010 to 2014 had a PRO, 

while 24% of trials from 2006 

to 2010 had a PRO. The FDA 

Guidance on PRO data was 

issued at the midpoint of the 

time studied. It raises a ques-

tion: has the guidance discour-

aged new applicants from 

including a PRO to back up the 

labeling claim? 

RAMASWAMY: In my experi-

ence, the guidance has actually 

encouraged inclusion of the 

PRO by helping create clear 

expectations. What has hap-

pened is that with the effort to 

make clarifications, standards 

of review are more rigorous—

the FDA, for instance, is tougher 

in the way they screen and dis-

sect the PRO data. A lso, 

smaller, Phase II trials are not 

ideal for getting conclusive evi-

dence on PROs, so that may be 

a factor as well.

O’CONNELL: The Journal of 

Clinical Oncology piece also did 

not address the arrival of tech-

nologies that offer new, more 

objective ways to measure how 

patients function under a par-

ticular therapy. A Fitbit wrist 

can measure whether a patient 

can get up and walk across a 

room, which serves as an indica-

tor of fatigue. But whether this 

is accepted as an objective source 

of data is, again, still open to 

interpretation. 

WEBSTER: These are imper-

fect measures, but I see a will-

ingness from the FDA and 

other stakeholders to engage 

patient advocates in testing 

other, s imi lar approaches 

beyond the PRO. The ePRO is 

one example. 

RAMASWAMY: ePROs are 

helpful if the objective is to take 

measures of symptoms or 

patient satisfaction more fre-

quently. The ePRO is definitely 

more useful than the patient 

diary as a recorder of thoughts 

and actions—a couple of phone 

dings and the patient inputs a 

response, in real time. That has 

to be valuable on its face. One 

has to balance not burdening 

the patient by making this 

intrusive, of course. 

MILLHAM: It also carries an 

advantage in that such data may 

be able to be collected at home 

rather than in the institutional 

setting. The downside is that 

ePROs often require investment 

in different data collection 

devices; the cost of shipping and 

retrieving them is not inconsid-

erable. There are low-cost 

options building on existing 

technologies, like the smart 

phone app. Patients may have 

access to these already. 

RAMASWAMY: One trend I 

see as interesting is the increased 

meaningfulness—the quality 

and thought—that is coming 

from patient responses to data 

requests. You see a lot more indi-

vidual variations, as opposed to 

patients coming at you in undif-

ferentiated clusters. It might 

have something to do with the 

intimacy of the connections 

offered by new communications 

technology.    

WHITE: It is also due to health-

care being much less paternalis-

tic. There is a generational aspect. 

Younger patients are less willing 

to be dictated to; they are more 

open. In the past, a patient would 

nod dutifully to the attending 

oncologist and say she was fine. 

Today, the patient will likely give 

the physician all the detail on just 

how hard it was to make it from 

the bedroom to the kitchen. 

Looney: It’s fair to conclude that 

payers, providers, and the indus-

try are being gifted with an abun-

dance of data. The challenge is to 

leverage this abundance to better 

interpret—and ultimately improve 

—the institutional response to an 

evident escalation on patient 

need.  

O’CONNELL: As a representa-

tive of a key service provider in 

oncology drug development, I 

emphasize the importance of rais-

ing the visibility and relevance of 

PRO, both in cancer research and 

in the clinical setting. There are 

many stakeholders with distinct 

perspectives but ultimately the 

medicines society relies on to 

fight cancer are in the hands of 

busy providers, who give them to 

real patients. We all must act to 

make that process as informed 

and seamless as possible. 

WILLIAM LOONEY is 

Pharm Exec’s 

Editor-in-Chief. He 

can be reached at 

william.looney@ubm.

com

“Our industry must educate the 

payers on how far we have come in 

making patients—and the PRO—

part of the evidentiary process in 

drug development and access.”
— KRISHNAN RAMASWAMY, Pfizer
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As the UK exits the European Union, the pharmaceutical and life sciences 
industries should prepare for changes by identifying key business issues, 
mitigating risks and creating plans for multiple scenarios  

By Michael Swanick, Jo Pisani, Tamora Saunders, and 

Ben Comer, PwC

O
n June 23, 2016, the United Kingdom 

voted to leave the European Union. In the 

days that followed, the pound cascaded 

against the dollar, and economies across 

the globe braced for what is expected to be a long 

period of negotiations and uncertainty. Many UK cit-

izens on both sides of the debate were surprised by the 

outcome. Perhaps they shouldn’t have been: in recent 

years, debates about economic policies and border con-

trol issues have gained significant political capital in 

many Western democracies. Brexit will serve as an 

important case study, particularly for the remaining 

members, on the challenges and opportunities associ-

ated with formally renouncing EU membership.         

One of the most beguiling aspects of the UK’s ref-

erendum vote has to do with the definition of “exit,” 

or lack thereof. Does the vote mandate eliminating 

freedom of movement and repatriating foreigners, for 

example, or does it merely suggest that certain restric-

tions on movement are needed, and access to the sin-

gle market retained? Following David Cameron’s res-

ignation as UK Prime Minister, incoming PM Theresa 

May promptly made a spate of cabinet appointments 

and departed on a European tour intended to set the 

stage for future negotiations with EU member coun-

tries and others global economies. But until Article 50 

of the Libson Treaty is triggered and formal exit pro-

ceedings begin—May has said it won’t happen until 

2017 at the earliest—the long-term nature of the UK’s 

future relations with the EU will remain uncertain. 

Now is an ideal time for companies to take an active 

role in shaping the future state of the relationship.

Shaping the exit strategy

The UK is a leader within the EU for science and inno-

vation, and has focused on key public health issues, 

including antimicrobial resistance and brain diseases. 

The UK has consistently invested in research; projects 

such as Genomics England and Generation Scotland 

seek to catalogue and analyze thousands of human 

genomes to help discover and produce tomorrow’s new 

therapies. The Francis Crick Institute funds thousands 

of scientists and researchers working on fundamental 

scientific questions, with a strategic priority to acceler-

ate translation efforts and help set up new businesses 

around promising new discoveries. 

Two of the 10 largest biopharma companies in the 

world have headquarters in the UK, and roughly a 

seventh of the top 100 drugs in use today originated 

from research in Great Britain, according to the Asso-

ciation of the British Pharmaceutical Industry (ABPI). 

The UK’s history in pioneering clinical research has 

After Brexit 
What’s next for pharma?

FAST FOCUS

» The UK contributed €5.4 billion to EU R&D and innovation activities be-
tween 2007 and 2013, and received €8.8 billion in EU funding for the same 
activities during that period. In 2013, Britain received 46% of the foreign 
direct investment stock originating from the EU.

» Once Article 50 is triggered, Britain will have two years to negotiate trade 
agreements with EU member states.  

» Brexit negotiations will likely involve four potential exit scenarios: member-
ship in the European Economic Area; the establishment of a limited free trade 
agreement with the EU; entrance into a bilateral integration treaty with the EU; 
or membership in the World Trade Organization as a “most favored nation.” 
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made it a go-to destination for mul-

tinational studies and complex tri-

als. Enacting policies that protect 

the scientific enterprise will be crit-

ical as the UK exits from the EU.     

PwC is supporting an effort to 

provide the script that will inform 

governance of key pharmaceutical 

and life sciences business areas in 

the UK. The ABPI and the UK Bio-

Industry Association (BIA) have 

developed a UK EU Life Sciences 

Transition Program, which will 

serve as a playbook for discussions 

with UK government officials. The 

transition program will cover six 

areas—regulation, people, manu-

facturing and supply, R&D, IP, fis-

cal and trade—and will be pre-

sented this month to a group of 

UK government officials across 

seven departments, including the 

HM Treasury, Medicines and 

Healthcare Products Regulatory 

Agency (MHRA), NHS England 

and 10 Downing Street. The steer-

ing group is co-chaired by GSK 

CEO Andrew Witty and Astra-

Zeneca CEO Pascal Soriot.

The long & winding road

The importance of educating new 

UK cabinet members and govern-

ment officials on the complexities 

inherent to drug and medical device 

development and commercializa-

tion can hardly be overstated, since 

the pathway forward may include 

tradeoffs that will impact different 

sectors in different ways. Brexit 

negotiations will most likely be 

informed by four potential exit sce-

narios: membership in the Euro-

pean Economic Area (EEA) and 

continued support of the EU’s four 

freedoms of labor, capital, goods 

and services; the establishment of 

a limited free trade agreement with 

the EU; entrance into a bilateral 

integration treaty with the EU; or 

absent a new trade agreement with 

the EU, membership in the World 

Trade Organization as a “most 

favored nation.” The UK may also 

pursue a solution that selectively 

blends together these elements. 

Speaking with her counterparts 

in Slovakia and Poland in late July, 

May rejected an “off the shelf” 

model for trade previously negoti-

ated with countries such as Nor-

way, Switzerland and Canada. 

“We should be driven by what is 

in the best interests of the UK and 

what is going to work for the Euro-

pean Union, not by the models that 

already exist,” May said , accord-

ing to a report in The Guardian.    

Trade deals struck between the 

UK and non-European countries, 

including markets like China and 

India, also may impact the pharma/

life sciences sector. Switzerland’s 

free trade deal with China was 

“particularly favorable to China, 

largely because Switzerland doesn’t 

have a large amount of manufac-

turing to worry about,” said Nigel 

Driffield, professor of international 

business at Warwick Business 

School. “If the UK were to do the 

same sort of deal with China that 

Switzerland did, then an awful lot 

of the low-value manufacturing 

that the UK still has in pharma 

would disappear overnight.” 

Trade deals notwithstanding, 

the UK should maintain its status 

as an attractive market for foreign 

investment. The UK was the big-

gest recipient of foreign investment 

in the EU, receiving 46% of the 

foreign direct investment stock 

originating from the EU in 2013. 

After the Brexit vote, incoming 

Chancellor of the Exchequer Philip 

Hammond has taken a more cir-

cumspect approach than his pre-

decessor, George Osborne, who 

floated plans to lower the UK’s cor-

porate tax rate to 17% by 2020. 

Perhaps more important than 

the corporate tax rate to research-

heavy industries like pharmaceuti-

cals are allowable deductions made 

for investment in R&D or license 

fee payments. “The UK needs to 

look at what other incentives it can 

put in place that will perhaps out-

weigh any additional costs of sit-

ting outside the EU,” Driffield said.

Four key issues

As Ian Powell, PwC’s former chair-

man of the UK firm has said, “His-

tory has taught us that UK business 

is adaptable and innovative when 

confronted with new challenges 

and opportunities.” PwC analysis 

predicts that the UK economy will 

return to steady annual growth of 

around 2%, once the initial shock 

of Brexit has faded. As negotiations 

begin and new ministers get up to 

speed, four important issues for the 

pharmaceutical and life sciences 

deserve immediate attention: regu-

latory issues; market authoriza-

tion, workforce and funding.

Regulation and legislation

Pan-European drug regulatory 

issues covering the full life cycle of 

a drug will come into play as the 

UK decides how it will regulate 

drugs and devices. These include 

The importance of educating new UK cabinet 

members and government officials on the 

complexities inherent to drug and medical device 

development and commercialization can hardly 

be overstated
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the European Medicine Agency’s 

(EMA) accelerated assessment 

program and conditional market-

ing authorization, the Clinical Tri-

als Directive (soon to be replaced 

by the EU Clinical Trials Regula-

tion), data security, manufactur-

ing inspections and post-market 

surveillance requirements. While 

the UK’s regulations are governed 

by the MHRA, they largely mir-

ror their EU equivalents. Cur-

rently, the UK has a significant 

impact on shaping EMA regula-

tions and carries out 30% of the 

EMA workload. 

Disharmony between EMA 

regulations and the UK could lead 

to additional expenses for manu-

facturers. The EU Clinical Trials 

Regulation is slated to come online 

beginning in 2018, with the goal 

of facilitating larger pan-European 

trials. UK involvement in these tri-

als may become more difficult and 

costly if the UK is excluded from 

discussions about implementation 

and regulatory compliance. Phar-

maceutical companies should 

review regulatory and clinical trial 

strategies to determine if they will 

work under different Brexit sce-

narios and timescales.  

Another noteworthy pan-

European project is the Unified 

Patent Court (UPC), which aims 

to create a single patent court and 

a single unitary patent covering 25 

countries. The European Federa-

tion of Pharmaceutical Industries 

and Associations (EFPIA) sup-

ports the effort. Alexander Ram-

say, chair of the UPC preparatory 

committee, told Pharm Exec that 

for now, “the UK is still a member 

state of the EU and it’s perfectly 

possible to move on with the rati-

fication [of the UPC agreement].” 

Pharmaceutical companies will 

need to think carefully about 

whether to take advantage of blan-

ket EU validation for specific pat-

ents, or opt-out in favor of national 

patent systems to protect intellec-

tual property. 

   

Market authorization

The EMA, currently based in Lon-

don, is responsible for the central-

ized authorization procedure for 

medicines that is valid in all EU 

and EEA countries. The UK’s 

leadership role in helping the 

EMA develop regulatory policy 

will change as a result of Brexit. 
Continued on Page 58
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There is much that is instantly likeable about French healthcare and 
life sciences. Many laud the country’s highly distinctive ‘Autorisation 
temporaire d’utilisation’ (ATU) system, an ingenious mechanism 
for granting rapid access to state of-the-art therapies, that 
Bristol-Myers Squibb (BMS) Senior Vice President Europe and 
General Manager France Jean-Christophe Barland heralds 
as “unequivocally brilliant” in its capacity to circumvent 
the traditional sluggishness of drug reimbursement and 
“trigger wins for patients, the medical community and 

medicine developers alike.” Others acclaim the French public health 
system for its staunch adherence to the principles of universal provision 
and enhanced access to innovation: tenets that Thomas Fatome director 
of the nation’s Social Security reassures are “permanent and inviolable.” 
However, if there is one single attribute that rings louder than the rest, 
then that would, no doubt, have to be the country’s intense penchant 
for ‘creativity’.

“When we contemplate Germany, the automatic perception that springs 
to mind is the idea of robust, hardwearing products and quality engineering. 
Though France does not yet possess an equivalent ready-made stock image 
quite as strong as this, we have made it our key mission to create one and this 
has led us to initiate the campaign ‘Créative France’, because ultimately what 
really singles us out from other nations is our pioneering spirit, excellence in 
innovation and underlying creativeness,” recounts Muriel Pénicaud, France’s 
Ambassador for International Investment and CEO of Business France.

France’s legacy as an innovator in the healthcare and life sciences fi eld 
certainly looms large over its neighbors with an enviable track record for 
premiering novel, fi rst-of-a-kind therapies such as the creation of the fi rst 
artifi cial heart and a formidable network of globally acclaimed medical 
universities and research institutions that have, over the years, spawned 
many scientifi c Nobel Prize winners. Moreover the country’s reputation 
as being ahead of the curve in both pharmaceutical development and in 
pioneering fresh styles of healthcare provision remains equally relevant today.

Creativity Rules
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“The French culture of innovation actually counts 

as one of the principal drivers of our business and 

explains our profound engagement with the coun-

try,” reveals Pierre-Henry Longeray, president of 

biopharma activities at Merck, an enterprise itself 

notable for being a trendsetter in repositioning itself 

as a science and technology company. “If you have 

an innovative product, the probability of a success-

ful launch and embracement by medical profession-

als out here are really very high, even in a highly 

competitive market...French key opinion leaders are 

extremely aware of innovation to the point that they 

even proactively look for it,” he enthuses. 

BMS’ Jean-Christophe Barland paints a very similar picture 

about the French market’s receptiveness and welcoming atti-

tude towards fresh ideas. “One of the most attractive elements 

about the French market has been the undeniable quality of the 

scientific research environment… several of the top oncology 

institutions in the world are to be found right here, making it 

extremely important for us to be present working with them as 

we completed our transformation from traditional Big Pharma 

to Biopharma and as we continue to pioneer our highly suc-

cessful chosen field of immuno-oncology: a domain formerly 

written off by some as fringe and only for eccentrics!”

Perhaps indicative of France’s enthusiasm for innovation, 

a full nine percent of inward investments are currently di-

rectly towards R&D operations according to the latest statis-

tics from Business France, while France’s research tax credit 

also tends to act as a real draw for multinationals. “France’s 

sheer commitment to innovation, especially in healthcare, is 

a considerable strength. The prevailing tendency to allocate 

resources towards R&D results in a system with high capa-

bilities for the acceleration of treatments from research and 

clinical trials to the market, and that’s precisely why we’re so 

keen to be participating,” notes Philippe Chêne, president of 

the medical device producer, Winncare. 

In many respects, the country’s pro-innovation stance 

and friendly, enabling ecosystem is likely to become all the 

more decisive in attracting foreign investment in a world in 

which R&D is no longer conducted solely in-house. “Inno-

vation in healthcare has already gone global… healthcare 

is a mature, resource driven business, therefore, research 

could potentially be local but development is so incredibly 

costly that it is now only feasible to be undertaken globally,” 

proclaims Longeray. “It would be virtually impossible today 

for a single company to master all the facets needed to pro-

vide innovation given the combinations of different vastly 

distinctive technologies required… it’s hard to imagine any 

start-up even becoming a global company in healthcare, in 

this day and age,” he muses, pointing to Merck’s own head-

line making hook-up with Pfizer in immuno-oncology as a 

sign of things to come.

PROACTIVITY AND PREEMPTION

One area where France has certainly been blazing new trails is 

in championing preventative healthcare and advanced use of 

diagnostics. According to Eric Le Roy, CEO of the National As-

sociation of Medical Technologies Industry (SNITEM), France 

enjoys a vibrant medical devices industry that has been making 

much headway in furthering the cause of preventative health-

care. “We’re talking about a market segment employing over 

65,000 people in France, worth over EUR 19 (USD 21) billion 

whose contributions are absolutely game-changing; increas-

ing out-patient care, decreasing hospital stays and fostering  

Jean-Christophe Barland - senior vice president Europe & general manager 

France, Bristol-Myers Squibb (BMS); Pierre-Henry Longeray - president of 

biopharma activities, Merck France; Eric Le Roy - director general, SNITEM; 

Stephane Regnault - president, Vygon & president, SNITEM
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patient autonomy thus 

simultaneously taking 

costs out of the system 

and improving patient 

satisfaction.”

Indeed stories 

abound about locally 

active medical device 

companies making 

headway towards at-

taining these goals. Rather than focusing on treatments, 

Winncare, for instance, has positioned itself in the preventa-

tive care market, providing pressurized mattresses specifically 

to mitigate the onset of complications arising from bedsores. 

“In France alone, bedsores are the source of costs spiraling as 

high as EUR 4 (USD 4.5) billion per year and as the French 

population ages the issue will only get worse...All too often 

national healthcare budgets allocate funds to treat pressure 

ulcers, yet rarely channel money into preventative measures, 

but in France we are now collaborating with entities such as 

SNITEM to demonstrate the positive contribution our pres-

sure mattresses can elicit,” explains president Philippe Chêne.

Meanwhile Resmed has been playing a unique role in coun-

tering sleep apnea and respiratory related disorders through 

the deployment of latest-generation diagnostics. “Around 

the world, few doctors realize the true dangers of Obstruc-

tive Sleep Apnea, a silent killer that interacts closely with a 

lot of comorbidities such as diabetes, cardio vascular disease 

and, according to recent studies, potentially even cancers…. 

at ResMed, we have thus been focusing on providing the di-

agnostic abilities to help treat these conditions, proclaims 

Lucile Blaise, vice president for Western Europe. “Whereas 

merely a decade ago cardiologists on the local market were 

pretty much unaware of these factors, now the detection and 

addressing of sleep apnea among cardio patients has become 

routine procedure,” she proudly acknowledges.

Another success-story, Sigvaris, has been countering 

the lifestyle-related rise in disorders associated with ve-

nous inefficiency through the promotion of compression 

stockings. “Already a full 50 percent of all women and 25 

percent of men are vulnerable to venous insufficiency and 

these stats are expected to increase, yet our technology 

offers a completely natural solution, allowing the patient 

to forego drugs entirely,” states the company’s president, 

Alain Bertheas. “Conscious of the need to win over and 

obtain the compliance of the end customer if this historic 

technology were to become widely adopted as a viable solu-

tion, Sigvaris made it its business to develop a wearable, 

medically efficient, comfortable all day long, and aestheti-

cally pleasing product,” he recalls. The end result has thus 

been a solution that not only generates economic savings by 

obviating the need to resort to expensive medications, but 

also one that is patient centric.

Philippe Chêne - president, 

Winncare; Alain Bertheas - 

president, Sigvaris

ResMed is committed to educating 

physicians and the public about the serious 

health risks of untreated sleep apnea and 

other respiratory conditions.  

With innovative products and solutions 

that deliver the best therapy on the 

market, we’re helping people live well and 

breathe better every day.

Breathe better,  

live better

ResMed.com
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Prevention is 

simultaneously be-

ing championed 

from other quar-

ters. Lille based 

family-run Anios, 

for example, has 

gained global re-

nown for their 

advanced disinfec-

tants that combat nosocomial infection 

and devices to monitor the effectiveness 

of hand washing. “It’s not just an issue 

of gaining access to high quality disin-

fectants because levels of awareness of 

hygiene and its importance differ from 

country to country…infection control 

in France performs well compared to 

Southern Europe, but worse than in the 

Nordic countries where it is very cold 

and microbes have less chance to grow,” 

explains CEO Bertrand Letartre who 

has been rolling out an initiative across 

France in which nurses are dispatched 

to hospitals to deliver training and test 

out the effectiveness of hand washing.

Where there is still much room 

for improvement, however, is in state 

reimbursement of medical devices. 

“Even as policymakers register their 

approval of the concept of preventative 

healthcare, public health expenditure 

remains stubbornly disproportionately 

channeled towards the treatment of 

disorders rather than preventative mea-

sures of health complications,” warns 

Winncare’s Chêne. “This is because 

reimbursements tend to be granted 

based on the results of clinical stud-

ies, or evidence-based medicine, and it 

is technically very difficult to evaluate 

the effectiveness of a medical device in 

comparison to a drug,” he explains.

SNITEM’s Le Roy very much agrees. 

“A drug either works or it does not. In 

most instances, medical devices, by con-

trast, do not work alone. For the patient, 

differentiating between the work of the 

doctor and the work of the medical de-

vice can be extremely challenging. The 

results of a pharmaceutical product are 

clear to see, but this is not really the case 

in our sector, where the clinical outcome 

is a result of a close combination from the 

product and the practitioner.”

“What’s more, demonstrating the 

effectiveness of a preventative health-

care device requires large amounts of 

observational data and this can lead to 

clinical studies facing prohibitively high 

costs, especially for small companies, 

which creates an added complication,” 

concludes Chêne.

UNLEASHING CREATIVITY IN 

MEDICAL DEVICES

Medical devices is an area in which 

France has tended to be at its creative 

best. “Historically speaking, it’s impor-

tant to remember that the first coronary 

stent implant and the first ICD implant 

were actually both conducted here,” 

points out Eric Thépaut, president for 

Europe at Boston Scientific. Referring 

to Europe as the “growth lab of the 

company” that “represents 21 percent 

of overall sales and truly sets the tone 

for the rest of the world,” he regards 

France as an “epicenter of avant-garde 

scientific thinking” and thus an obvious 

choice of location for the company to be 

developing and innovating a new port-

folio of technologies that encompasses 

endoscopy new age visualization sys-

tems and neuro-stimulation devices for 

deep brain stimulation.

GE, which maintains its second larg-

est number of employees in France, (sec-

ond only to the US) represents yet another 

company betting big on French innova-

tion. “Given that France, throughout its 

history has been at the heart of much of 

the world ś medicinal progress, we are 

confident that the country will play a 

decisive role in defining new healthcare 

models of the future which will clearly 

entail early diagnosis and individually 

tailored treatments and delivering ap-

propriate treatment to the patient at the 

right time,” explains the general manag-

er of Western Europe at GE Healthcare, 

Christophe Lala. His aspiration is that 

GE should be able to position itself as a 

“key partner and enabler in supporting 

this grand endeavour.”

Lucile Blaise - VP 

Western Europe, 

ResMed

Improving the daily lives of people 

facing the loss of autonomy

www.winncare.fr

medical equipment market
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Interestingly, in spite of its increas-

ingly vibrant medical devices sector, 

France has not yet proved able to nur-

ture a homegrown medical devices giant 

akin to those that dominate its pharma 

sector, such as Sanofi and Servier. “His-

torically, France has possessed iconic 

medical device companies, yet many of 

them have been acquired and absorbed 

by large foreign multinational firms,” 

explains Stéphane Regnault, CEO of the 

disposable medical device producer, Vy-

gon and president of SNITEM. “While 

the country has displayed exceptional 

foresight in the field of medical devices 

and implants – with notable inventions 

including the first hip implants as well as 

the ports used in oncology procedures 

– France has systematically proved in-

capable of properly building upon and 

commercializing these inventions into 

industrial successes” he regrets. 

One explanation for this may well 

be the difficulty encountered by young 

companies in securing 

financial backing. “Per-

haps in the initial stages 

of start-ups, it may be 

possible to receive capi-

tal to initiate business 

activity. However, to 

make the transition into 

the international mar-

ket, and to grow into a 

medium sized entity and 

become an industrial player in the true 

sense, much larger sums of capital are 

necessary and securing that level of 

capital on the French market is pretty 

tough,” reflects Regnault.

Greater levels of public-private partner-

ship could perhaps help to offset this. 

“In Germany there is a strong sense of 

commitment from the government to 

private enterprise and the private and 

public sectors align and work together 

to establish laws and pool resources... 

unfortunately, this is not really the 

case in France where the linkages be-

tween public and private remain weak 

and fragile. This is something we are 

keen to work on and correct,” resolves 

B.Braun’s managing director, Marc- Al-

exander Burmeister. 

As one of the few non-French CEOs 

based in France, Burmeister has a 

unique perspective on this issue. Despite 

the sometimes problematic relationship 

between the state and private compa-

nies, B. Braun chose to scale up their 

operations in France due to the fact that 

Marc-Alexander Burmeister - president & managing 

director, B.Braun France; Eric Thepaut - SVP & president 

Europe, Boston Scientific; Christophe Lala - general 

manager Western Europe, GE Healthcare
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“France provides a good nucleus for start-up companies and 

SMEs, and B. Braun has grown through the acquisition of 

these same SMEs.” He also highlights that France’s “produc-

tion knowhow and capabilities are crucial to our success in 

producing in bulk at lower costs” and that the company’s 

“strong positioning and production base in France enables us 

to closely collaborate with researchers, the local community 

and university centers.”

RETHINKING HEALTH PROVISION

One concept rapidly gaining traction within the French medical 

community is the idea of ‘home care’. “There are radical shifts 

afoot right now that look very likely to thoroughly reconfigure 

the way that future generations conceptualize healthcare,” re-

veals Carlos Jaime, general manager of the Health & Medical 

Equipment Division of Samsung. “90 percent of French senior 

citizens wish to spend the final years of their life in their own 

homes, rather than in hospitals or rehabilitation centers and 

when you juxtapose this fact with the realities of rising demand 

for care and a constricted budget allocation, it’s clear that we 

are going to be seeing continued decreases in the number of 

hospital beds and the time each patient spends in hospitaliza-

tion,” he continues. “Conversely, this should create new oppor-

tunities for mobile business with the m-health solution market 

anticipated to be a EUR 7 billion industry in Europe (USD 7.8 

billion), by 2018,” he forecasts.

Already numerous entities active in the French market ap-

pear intent on making such predictions a reality. “One of our 

foremost priorities in recent months has been to develop the 

homecare side of our business in line with what we identify as 

a fast emerging trend,” announces Olivier Samama, CEO of 

Biotest, a company dedicated to fractionation and provision 

of plasma derived products. “Our sub-Q treatment of Zutec-

tra, our flagship hyper immunoglobulin product used for liver 

transplant patients, goes a long way to increasing the quality 

of life of our patients, since each individual is now able to 

treat themselves in the comfort of their own home.

‘Home care’ has equally become a core part of ResMed’s 

offering and indeed played a part in enabling the business to 

transition itself from a conventional hardware provider into a 

self-styled ‘connected-care company’. “Thanks to software inno-

vations like Automatic Positive Airway Pressure, our treatment 

has become personalized to each patient condition, following 

SHIFTING THE HEALTHCARE PROVISION 

PARADIGM: HOME CARE

IN 2050, THE OVER 60 YEARS OLD POPULATION IS 
EXPECTED TO GROW FROM 20 TO 33% OF THE 
TOTAL POPULATION IN DEVELOPED COUNTRIES

of French people can’t 
afford the costs involved 
by nursing homes

69%

of French people think it is 
better to age at home than 
to enter a retirement home

90%

of individuals over  
90 years of age live  
in their home

85%

Source: OpinionWay survey, la documentation française - rapport bien vieillir à 
domicile, ANAH, SHARE study (2006), Plautz et al (1996), DRESS, Médiamétrie.

BECAUSE WE OVERCOME 
THE LOGISTICAL CONSTRAINTS 
OF OUR CLIENTS, 
WE ARE THEIR GROWTH PARTNER.

Geodis, expert in Transport and Logistics, 
present in 67 countries with 39 500 employees,
offers to its clients end to end optimized 
supply chain solutions.
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Pharmaceuticals do not appear in pharmacies 

and hospitals out of nowhere, yet the logistics 

of transporting these goods are a seldom-ac-

knowledged component of healthcare and life 

sciences supply chains. Behind the scenes, 

however, French pharmaceutical logistics have 

been undergoing profound transformation with 

new actors stepping up to the plate with fresh 

services and certifications striving to meet the 

evermore stringent demands of an increasingly 

globalized industry.

“In the past, many laboratories and drug 

developers were happy to manage their own 

logistics in-house; but today we see those very 

same laboratories tending towards outsourcing these kinds of activi-

ties so as to be able to better focus on their core business,” observes 

Stéphanie Hervé, managing director of the Mediterranean business 

unit of logistic provider, GEODIS.

For Matthieu Brand, managing director of the 

French affiliate of World Courier Amerisource-

Bergen, such tendencies are the natural con-

sequence of the increasing sophistication of 

pharma logistics. “The activities entailed today 

are considerably more complex than was pre-

viously the case: in the past, products were 

generally only shipped at two temperature vari-

ables which were -80° Celsius (-112° Fahren-

heit) using dry ice or between 2° and 8°C (36° 

and 46°F). Then, in the mid-2000s, the regu-

lation governing transport of pharmaceuticals 

was stiffened to counter the practice of storing 

at -20°C (-4°F), transporting at -80°C (-112°F), 

and then storing at -20°C again. Subsequent 

rules were also tightened to take into account transportation at ambi-

ent temperatures when importing medicines from hot to cold climes 

and vice versa,” he explains. Most laboratories simply didn’t have the 

cold-chain capabilities to conform to the regulations being adopted 

and thus were compelled to seek external support.

“Temperature control is frequently a key 

concern and priority of our clients,” agrees 

Geraldine Devillers, healthcare key account 

manager at Chronopost, one of the leading 

French postal service providers of pharma 

consignments. “Considering the sensitivity of 

temperature-controlled pharmaceuticals or haz-

ardous materials, there are great precautions 

that must be met, including cold-chain pack-

aging, compensating for fragility, and meeting 

the needs of highly unpredictable shipment 

orders… to maintain the utmost quality assur-

ance for clients, Chronopost thus accompanies 

parcels with data-loggers to track temperatures 

throughout the shipping procedure,” he discloses.

“In terms of clinical trials, there is a lot at stake and the main 

priority is quality for which pharmaceutical companies are willing 

to pay high premiums... There is absolutely no margin for error in 

clinical trial products and the consequences are severe if the pa-

tient receives the product at the wrong temperature or at the wrong 

time because it can invalidate the entire trial and that is why the 

client is always going to be willing to prioritize quality over cost,” 

assesses Brand.

Meanwhile GEODIS’ Stéphanie Hervé detects that shifts in the 

commercial strategies of pharmaceutical companies are also impact-

ing the nature of demand for logistics services and that this is opening 

up new opportunities for supply chain providers. “OTC products tend 

to be seasonal and require seasonal promotional activity. We thus 

identify considerable scope for leveraging our expertise in retail and 

fast moving consuming goods to manage clients’ packaging, labeling 

needs alongside the traditional transportation requirement.”

Hervé even foresees that “the future of pharma logistics will be 

more about delivering products directly to the patient” rather than 

the current movement of wholesale goods to pharmacies. “Within 

GEODIS we are now looking to manage internal logistic processes 

differently in order to adapt our delivery methods to smaller quanti-

ties and more specialized orders while increasing traceability with 

the help of specialized IT solutions,” she reveals.

The Brave New World Of Pharma Logistics

Stéphanie 

Hervé– managing 

director, Geodis 

Business Unit 

Mediterranean

Matthieu Brand - 

country manager 

France, World 

Courier  

Amerisource 

Bergen

Geraldine 

Devillers – 

healthcare key 

market manager, 

Chronopost

Our trade,
fighting microbes by designing, 
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antimicrobial products that are 

Human and Environmentally friendly.

www.anios.com
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different patient needs throughout the 

night. Thanks to this innovation the ma-

jority of our patients are fully managed at 

home, from their diagnosis to their treat-

ment titration and follow-up,” confirms 

Lucile Blaise.

ADVENT OF BIG DATA

As with many other advanced pharma 

markets, digital disruption has arrived 

in France and is increasingly reshaping 

the local healthcare landscape. What is 

particularly interesting in the French 

instance, however, has been the will-

ingness of many actors to embrace and 

hasten these forces of change. “France 

has established itself at the vanguard in 

pioneering big data in healthcare: the 

regulatory environment surrounding 

data hosting services is already well 

matured and provides a clear frame-

work to operate in—so much so that 

the EU legislation to be implemented 

in 2018 actually follows the French ex-

ample,” exclaims Elie Lobel, CEO of 

Orange Healthcare which provides the 

tools necessary to capture data from 

medical devices, manage it, transfer it, 

and host it in a secure manner. Orange 

itself is notable for becoming the first 

telecommunications company to be 

awarded accreditation to host health 

data on the local market under the 

aforementioned framework.

The consultancy, Roland Berger, for 

its part, has been building up its ca-

pabilities to assist traditional pharma 

firms handle the encroachment onto 

their turf of pure digital players: the 

so called GAFAs (an acronym stand-

ing for tech giants: Google, Apple, 

Facebook and Amazon). “I predict that 

technology companies will not merely 

be healthcare actors of the future, but 

the real winners! We’re talking about 

entities that can leverage their techno-

logical agility to accumulate, aggregate 

and interpret a tremendous amount of 

information. These companies have 

technical expertise, notably in data 

management that many pharmaceutical 

companies do not... Most importantly, 

looking at E-Health through the eyes of 

a patient (and not a specific drug) they 

are capable to aggregate information 

across several treatments for a same 

patients through ‘universal platforms,’ 

when a pharmaceutical company will 

be by nature focused on a treatment or 

a specific condition,” analyses senior 

partner, Patrick Biecheler.

Elie Lobel - CEO, Orange Healthcare; Gilles 

Pacaud - managing director, Rockwell 

Automation France

www.sigvaris.fr
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LYON: PRIDE OF THE PACK

It would be wrong to think, however, 

that creativity and the pioneering spirit 

is only the preserve of the Parisian me-

tropolis. Considered one of the real 

jewels in the crown of French pharma, 

Lyon manages to hold its own as one of 

the world’s leading vaccine production 

centres and houses an industrial biology 

and life sciences sector that today ac-

counts for some 600 firms and 60,000 

jobs. Moreover its dense network of sci-

entific, clinical and industrial residents 

includes numerous iconic brands rang-

ing from Sanofi-Pasteur to Merial and 

bioMerieux. 

For a start, the city boasts an illus-

trious heritage and lengthy tradition in 

pharma circles. “Lyon can genuinely 

claim to be the birthplace of the bio-

industry,” discloses David Kimelfeld, 

vice-president in charge of Economic 

Affairs at Métropole de Lyon.  “The 

Merieux family essentially kick-started 

the life sciences industry in Lyon by har-

nessing waste materials from animals to 

process the first bio serums. Biotechnol-

ogy has thus been in our core makeup 

from the very start,” he proclaims. 

Nor has the momentum ebbed subse-

quently. Over the last couple of decades, 

there have been some very concrete 

efforts on the part of both the admin-

istration and private sector to ensure 

continuity of the region’s status as a 

thought leader, hub of excellence and 

spur to innovation. The 

creation of the Biodis-

trict Lyon-Gerland, for 

example, sought to orga-

nize and maximize local 

expertise in infectious 

disease through the band-

ing together of world-class 

private and public institu-

tions in the South of Lyon. 

A related project involved 

the establishment in 2005 

of the much acclaimed cluster Lyon-

biopole: an endeavour that has since 

spawned some 169 collaborative R&D 

projects and total investment to the 

tune of some €777 million (USD 866 

million). With additional high-impact 

initiatives on the horizon – notably the 

opening in 2017 of the Bioaster Tehnol-

ogy Research Institute (TRI) forecast to 

provide over 1,000 new research jobs in 

infectious disease and microbiology – it 

is little wonder that private enterprise 

are continuing to ramp up their local 

footprints. Sanofi Pasteur, for instance, 

recently announced additional invest-

ment of some €300 million (USD 334 

million) ring-fenced for the construc-

tion of an additional vaccines facility.

Many stakeholders claim that what 

differentiates Lyon from other such 

hubs round the world such as Bos-

ton or Raleigh is the intense spirit of 

collaboration imbued in the projects 

and the positive impetus exhibited. 

“Lyon’s life science industry has not 

been affected by any particular po-

litical colour and contrasts with the 

multiple kingdoms approach encoun-

tered in places like Paris where there 

is no real commonly shared agenda,” 

remarks Philippe Archinard, president 

of Lyonbiopôle. “This has allowed the 

cluster to evolve from an originally 

narrow scope to one that embraces 

all life sciences, with an agenda that 

includes fostering public-private part-

nerships to help finance companies or 

help them find partners to enter inter-

national markets,” he reasons. Indeed 

“the defining features of our competi-

tiveness clusters are our collaborative 

model, shared objectives and ability 

to bring together larger companies, 

SMEs and a broad base of stakehold-

ers,” agrees Bruno Masurel, head of 

the international division of the Lyon 

Chamber of Commerce (CCI Lyon).

Lyon’s geographical and strategic po-

sitioning also counts very much in its 

favour. “This city is at the crossroads 

of Northern and Southern Europe, 

David Kimelfeld - vice-president in charge of Economic 

Affairs, Lyon Metropole; Clémence Labat - life sciences 

director, Lyon Metropole; Philippe Archinard - president, 

Lyonbiopole

Lyon Panorama. Credit: ©F.Lacrabere VISUCREA
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with well-organized connections to every country on the 

continent within two hours. Its size, which is more or 

less comparable to Frankfurt or Barcelona, also affords 

the city sufficient strength to attain critical mass while its 

130,000 strong student base is another plus factor, not to  

mention the fact that Rhône-Alpes ranks the 6th largest eco-

nomic region in Europe,” attests Jean-Charles Foddis, ex-

ecutive director of the Lyon Area Economic Development 

Agency (ADERLY).

LILLE WONDER

Less-well known internationally than Paris, Lyon and even 

Alsace, but with a reputation for high-performance family-

owned industrial firms, Lille is also steadily carving out 

a niche for itself within France’s healthcare and life sci-

ence industries. The city is the home of global supermarket 

chain Auchan and sportswear behemoth Decathlon, but is 

also where Louis Pasteur began his groundbreaking studies 

on fermentation in 1854. 

This healthcare legacy is continued by family-owned Anios, 

which produces disinfectants and disinfectant devices for the 

healthcare industry and recently celebrated its 118th anniver-

sary. CEO Bertrand Letartre, great-grandson of the company’s 

founder, explains that Anios’ mission is to combat nosocomial 

Hospital-Acquired Infections (HAI). He sees these infections as 

“a ‘killer by stealth’ that is not widely discussed; more people die 

from these infections in France than are killed on the road each 

year.” As the company moves beyond only producing soaps and 

gels towards also producing high-end technical products such as 

endoscopes, Letartre affirms that Anios is trying “to sell secu-

rity for the personnel and for the patients. Therefore, we have to 

provide a system of liquid and equipment which is efficient and 

has the smallest amount of toxicity and corrosiveness possible.” 

Emerging biotech player Genfit is also based in Lille and has 

raced to “EUR 100 million (USD 112 million) in revenue in its 

first seven years alone” according to CEO and chairman Jean-

François Mouney. Genfit’s Elafibranor drug treats nonalcoholic 

steatohepatitis (NASH) and Mouney feels that its potential is 

“worldwide. The strategy for Genfit is to control the develop-

ment of the drug. Even if we have an alliance with other pharma 

companies we want to co-develop the drug.” This striving for in-

ternational reach while retaining local values is echoed by Anios’s 

Letartre, who wants to “increase the percentage of our turnover 

coming from outside of France from 40 to 50 percent” while en-

suring that they choose “partners and subsidiaries that have the 

same culture and philosophy as us.” These two Lille companies 

are expanding rapidly abroad while remembering their roots. 

France’s leading international position in 

dermo-cosmetics is unquestionable, given 

the renown of brands such as L’Oreal on 

the global stage. Following a transitional 

period after the death of its founder in 

2013, Pierre Fabre, France’s third largest 

pharmaceutical company behind Sanofi 

and Servier, is focusing on portfolio diversi-

fication and international expansion in the 

coming years to re-establish its position at 

the forefront of dermatological treatment. 

According to Eric Ducournau, CEO of Pierre 

Fabre Dermo-Cosmetics (PFDC), the com-

pany is aiming “to further develop all our 

dermo-cosmetic brands beyond our flagship Eau Thermale Avène 

that currently represents 50 percent of PFDC turnover.” Ducour-

nau goes on to say that “our number one goal is to create as 

many new formulas as possible to launch new lines and products 

worldwide.”

Pierre Fabre, though not unique in having both a dermo-cosmet-

ics and a pharmaceutical division, does appear to have struck a 

particularly fruitful balance between the two. Indeed, according to 

the president and CEO of Pierre Fabre Pharmaceuticals Frédéric 

Duchesne, “diversity, complementarity and overlap are three key 

words to describe the interactions between the two businesses.” 

Additionally, having a separate dermo-cosmetics branch allows 

Pierre-Fabre to negate the sometimes negative effects of pre-

scriptive French healthcare regulation, as Duchesne explains, 

“over 70 percent of our turnover is non-reimbursed, [meaning 

that it] is not affected by the shifting regulatory environment” and 

that “having two businesses has allowed us to compensate for 

the inevitable ups and downs.”

French Dermo-Cosmetics:  
More than Skin Deep

Eric Ducournau 

- president & 

CEO, Pierre 

Fabre Dermo-

Cosmetique

Bertrand and Thierry Letartre - president & CEO, 

Laboratoires Anios; Jean-François Mouney - CEO & 

chairman, Genfit; Frederic Duchesne - president & CEO 

Pharmaceuticals Division, Pierre Fabre

Located at the Toulouse Oncopole Campus, the Pierre Fabre Research 

and Development Institute houses an outstanding oncological 

research center. Credit: Laboratoires Pierre Fabre
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The UK also serves on the Euro-

pean Committee for Standardiza-

tion (CEN), which grants CE 

Mark certification for medical 

devices. If the MHRA becomes 

the arbiter for UK drug approvals, 

new resources and capabilities 

may be needed, and an additional 

authorization process could slow 

UK patient access to medicines. 

On an investor call to discuss 

second-quarter earnings, GSK’s 

Witty said that the No. 1 issue 

regarding Brexit is the UK regula-

tory system, with parallel trade as 

the second-most important issue. 

“If the UK leaves [the EMA], you 

could articulate a whole bunch of 

negatives,” said Witty. But the UK 

could leave and create “the best 

agency in the world, with the fast-

est and most innovative way to 

assess value for money…that could 

create a very interesting, competi-

tive dynamic in the way in which 

innovation is assessed globally,” he 

said. For products in earlier stages 

of development, pharmaceutical 

and life sciences companies will 

need to consider the implications 

of a separate UK approval process, 

and what it could mean for launch 

sequencing and reference pricing 

for new drugs.

Free movement of people 

Clarity on the policy of freedom 

of movement is vital. The pharma-

ceutical and life sciences industries 

employ 73,000 people in the UK; 

7% are non-British EU citizens. 

As part of an overall agreement, 

work permits could mitigate 

potential restrictions on freedom 

of movement, but those permits 

would need to be issued seam-

lessly and without delay. If pan-

European firms are faced with 

additional costs associated with 

doing business in the UK, they 

may begin to examine alternative 

options for future investments in 

manufacturing sites and R&D 

facilities. Investments could shift 

to other EU member states if the 

UK is seen as a less efficient host 

for business. 

Efforts to lessen the impact of 

a possible brain drain as a result 

of any potential change in free-

dom of movement policies will 

benefit organizations operating in 

the UK. Many academics and 

senior pharmaceutical staff who 

frequently move around Europe 

could be affected. EU law allows 

for permanent residency applica-

tions after living for five years in 

member states. Companies should 

communicate with their non-UK 

nationals to reassure them that 

they are valued, and consider 

sharing guidance on applying for 

permanent residency. 

Funding and the UK economy

UK life sciences organizations and 

researchers have access to signifi-

cant funding initiatives in Europe, 

including Horizon 2020—which 

is focused on primary research—

and the European Investment 

Fund. While a loss of access to 

these funds would affect university 

research and start-ups dispropor-

tionately, those groups represent 

the starting point for the UK’s rep-

utation as a leader in biotechnol-

ogy and biomedical science. 

If EU funding dries up in the 

UK, it could also impact the invest-

ment decisions larger pharmaceu-

tical companies make; the UK con-

tributed €5.4 billion to EU 

research, development and innova-

tion activities between 2007 and 

2013, but received €8.8 billion in 

EU funding for the same activities 

during that period, according to a 

Royal Society report. The UK gov-

ernment announced in August that 

it has committed to underwrite 

Horizon 2020 funding to 2020. 

While the announcement is wel-

come and provides stability in the 

medium term, longer-term solu-

tions post-2020 will be required.   

In the past, pharmaceutical 

and life sciences companies based 

in the US and Japan, for example, 

have invested in the UK with a 

view to entering a wider European 

market. Brexit will render the UK 

a less useful platform for accessing 

Europe. Companies should be 

prepared to answer questions 

from investors, such as how exist-

ing funding may be affected and 

what alternative funding sources 

are in place. 

Living with uncertainty

The only real certainty about 

Brexit in the short term is that the 

period of uncertainty will con-

tinue. Pharmaceutical and life sci-

ences companies should plan for 

uncertainty and potential oppor-

tunities in light of new structures. 

Consideration needs to be given 

to Brexit scenarios across regula-

tory, workforce, funding and 

investment and fiscal issues, 

among others, and risk mitigation 

strategies identified. Ask yourself: 

“Are we prepared?” 

MICHAEL SWANICK 

is Global 

Pharmaceuticals and 

Life Sciences Leader. 

He can be reached at 

michael.f.swanick@

pwc.com  

JO PISANI is UK 

Pharmaceuticals and 

Life Sciences 

Consulting Leader. 

She can be reached at 

jo.pisani@strategyand.

uk.pwc.com 

TAMORA 

SAUNDERS is 

Director, 

Pharmaceuticals and 

Life Sciences Strategy 

Consulting. She can 

be reached at tamora.

saunders@

strategyand.uk.pwc.

com  

BEN COMER is 

Senior Manager, 

PwC’s Health 

Research Institute. He 

can be reached at 

benjamin.comer@

pwc.com   

The only real certainty about Brexit in the short 

term is that the period of uncertainty will continue. 

Pharma companies should plan for uncertainty and 

potential opportunities in light of new structures
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