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As clinical trials expand globally, the need for a worldwide 

infrastructure to ensure secure delivery of pharmaceuticals 

is more urgent than ever. Global specialty logistics teams 

navigate customs regulations and address temperature-

control needs to prevent delays or product loss. While a robust, 

worldwide infrastructure brings shipments to clinical trial sites 

on time. Supplying pharmaceuticals to emerging markets takes 

local insights and expert instincts. It takes a committed partner. 

It takes AmerisourceBergen.
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Worlds Beyond the Clinic  
CANCER IS THE ULTIMATE TEST of a healthcare system’s ability to treat the whole person. Although 

specific clinical expressions around cell type, tumor size and disease stage remain important, the 

cancer community also confronts a larger “quality-of-life” dimension that, in addition to unresolved 

physical symptoms, includes the growing emotional, social and financial burden on patients that care 

providers fail to address. These often persist for long periods post-treatment, reinforcing another 

new feature in the complicated landscape of cancer: what to do about the needs of a growing 

constituency of cancer survivors, whose numbers are expected to surpass 15 million this year.  

T
he experience of life with and beyond can-
cer was a strong undercurrent to scientific 
discussions at the June 3-7 annual meeting 
of the American Society for Clinical 

Oncology (ASCO), the world’s largest gathering of 
cancer practitioners and researchers. ASCO’s theme 
for 2016 was “Collective Wisdom: The Future of 
Patient-Centered Care and Research.” The two 
words were chosen carefully: “collective,” reflecting 
consensus for a multi-disciplinary approach to can-
cer treatment and research; and “wisdom,” which 
highlights the importance of bringing wider, value-
based judgments to decisions on therapy.  

What I saw at ASCO was a growing awareness 
of the harm of doing things to a patient that, while 
justifiable on clinical grounds, don’t add much to 
that patient’s quality of life. A “patient-centered” 
approach to treatment entails a larger sense of 
responsibility to the fact that a cancer diagnosis 
changes the life of every patient, often in profound 
ways. How to address those life changes—which 
lay outside the scope of standard medical interven-
tions—is gaining more support as a target for future 
oncology practice guidelines, policy and research.  

The push to this more inclusive perspective on 
what constitutes appropriate treatment within the 
continuum of cancer care is illustrated in the fol-
lowing three points, drawn from the ASCO pro-
ceedings:     

“Cancer survivor” is not just a term, it’s a move-
ment. ASCO sessions on managing the transition 
from cancer patient to survivor were packed. As 
the number of survivors increase, long-neglected 
disciplines like maintenance therapy, palliative care 
and geriatric medicine require more funding sup-
port, not only among oncology practitioners but 
from medical insurers too.   Cancer Care, a US 
NGO that provides support services for cancer 
patients, made survivorship a key theme of a new 
3,000-patient survey, Patient Access and Engage-
ment 2016  (www.cancercare.org/AccessEngage-
mentReport),  released at ASCO. The report found 
high levels of distress among younger cancer sur-
vivors aged 25 to 54. Drivers include impact of 
cancer on family life (48%); financial hardship 
(40%), with soaring out-of-pocket costs of cancer 
treatment now a leading cause of personal bank-

ruptcy; ability to work (39%); and addiction to 
pain medication (38%).   

“Financial toxicity” is cancer’s biggest 
untreated side effect. ASCO released the final iter-
ation of its Oncology Value Framework, a tool to 
help practitioners and patients evaluate a particu-
lar drug treatment based on a weighted series of 
metrics on clinical benefit, toxicity and symptom 
relief. The result is an individualized scoring called 
the Net Health Benefit (NHB). Overall survival 
rates based on comparative clinical trial evidence 
gets the most attention under the NHB, but the 
cost of that therapy for the patient is explicitly 
incorporated in the calculation. Notes ASCO, “this 
allows for a personalized care plan reflective of the 
priorities of the patient, especially in considering 
the relative financial impact of his or her treatment 
options.” What’s novel about the Framework is 
that it is not a policy instrument but a prescribing 
decision aid to be applied in the practice setting. A 
software package for oncologists will be prepared 
for roll out of the Framework later this year. 

Data is slowly being “democratized.” The 
ASCO meeting drew attention to resolving design, 
enrollment and execution bottlenecks in oncology 
clinical trials that limit reliance on data addressing 
the real wishes of patients.  New technologies like 
wearables were cited as an opportunity to leverage 
input directly from patients. ASCO also endorsed 
wider use of patient-reported outcomes (PRO) to 
ensure that pro-patient perspectives get a wider 
hearing in FDA drug labeling decisions. It promised 
to push for clarity on including PROs in the new 
Value Framework tool—for now, PROs are barred 
in the Framework because their use is too variable 
for accurate measuring. But many patient advo-
cates beg to differ, contending that the current 
emphasis on hard, data-validated endpoints is 
negating the power and eloquence of the individual 
patient voice.   

Cancer is testing the historic divide in medicine 
between what’s science—all those promising new 
drugs—and what’s social—that non-quantifiable 
mix of ingrained institutional practices and messy 
human behaviors that really shape the provision of 
care. Let’s hope we can bridge these two solitudes—
it’s the best way that science can serve every patient. 
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T
here’s a rising clamor 

for new medicines to 

combat infectious dis-

eases and lethal patho-

gens resistant to existing treat-

ments, but few promising 

therapies are in the biopharma-

ceutical R&D pipeline. The sit-

uation raises fears of a “post-

antibiotic” age of super-resistant 

superbugs, a prediction made 

more real by the recent diagno-

sis of a Pennsylvania woman 

with a highly resistant rare 

infection.

Anti-infective therapies are 

diffi cult to develop, and clinical 

trials complex and costly. As of 

March 2016, only 37 new anti-

biotics were in development, and 

just 13 in Phase III clinical tri-

als—way less than some 500 

oncology therapies in the pipe-

line. No new classes of antibiot-

ics have been discovered since 

the 1980s, according to an anal-

ysis by the Pew Charitable 

Trusts. In addition to serious sci-

entifi c and clinical challenges, 

there are difficult financial 

issues to overcome, as any new, 

effective antimicrobial faces 

tight “stewardship” policies that 

limit use to prevent resistance.

Meanwhile, efforts to slow 

anti-microbial resistance (AMR) 

focus on reducing inappropriate 

drug use, particularly for agri-

cultural purposes and for treat-

ing viral infections where anti-

biotics do little good. Nearly 50 

million unnecessary antibiotic 

prescriptions are written each 

year in the US, and even more in 

Europe and Asia, according to a 

report by Pew and the Centers 

for Disease Control and Preven-

tion (CDC) that was published 

in the Journal of the American 

Medical Association in May. A 

recent review of AMR headed 

by Jim O’Neill of the UK (see 

bit.ly/1ToZXcw) urges a major 

public education campaign to 

curb ineffective antibiotic pre-

scribing, plus increased use of 

vaccines to prevent the spread of 

infectious diseases in the fi rst 

place.

Seeking new 

incentives

There’s also a clamor for more 

public funding and collabora-

tion on research to develop new 

antibiotics. At the World Eco-

nomic Forum in January, more 

than 80 drug and device compa-

nies backed efforts to develop 

medical products to combat 

drug-resistant infections, and 

other R&D partnerships aim to 

spread risk through increased 

data sharing. In the US, the Bio-

medical Advanced Research and 

D e v e l o p m e n t  A u t h o r i t y 

(BARDA) and the National 

Institute of Allergy and Infec-

tious Diseases (NIAID) are 

establishing a “Biopharmaceuti-

cal Accelerator” that wil l 

advance funding and support for 

early development of candidate 

antibacterials.

Additional financial incen-

tives aim to draw industry 

investment in this area. The 

O’Neill report and others pro-

pose billion-dollar rewards or 

prizes to developers of new anti-

microbials, a strategy that aims 

to compensate for limited pre-

scribing and marketing of new 

treatments. Yet, O’Neill’s “play 

or pay” strategy to fund the 

awards with levies on biopharma 

companies that don’t invest in 

antibiotic R&D has drawn fi re 

from industry as “punitive” and 

likely to backfi re.

Congress is considering 

added initiatives that build on 

the GAIN (Generating Antibi-

otic Incentives Now) Act of 

2012. That established the qual-

ifi ed infectious disease product 

(QIDP) designation for antibiot-

ics and antifungals that treat 

serious or life-threatening infec-

tions. So far, FDA has granted 

107 QIDPs to 63 different mol-

ecules, providing them with pri-

ority review and fi ve additional 

years of market exclusivity when 

approved, as has occurred for 

six therapies.

Even so, the pipeline for new 

antibiotic drugs “is fragile and 

weak,” said Janet Woodcock, 

director of the Center for Drug 

Eva luat ion and Research 

(CDER), at a June hearing 

before the House Energy & 

Commerce Committee on anti-

biotic resistant “superbugs.” 

She cited scientifi c challenges 

in identifying new targets and 

testing candidates on critically 

ill patients. FDA is working to 

streamline clinical research for 

new antibacterials by identify-

ing new biomarkers and form-

ing a clinical trial network with 

common protocols that can be 

Accelerating the Drive 
for New Antibiotics
Time for new pharma strategies to combat deadly            
drug-resistant infections
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tapped quickly to test groups 

of patients. Woodcock and oth-

ers emphasized the importance 

of developing rapid diagnostics 

that can differentiate bacterial 

and virus infections and help 

identify best treatments for 

patients to avoid ineffective 

prescribing. These and other 

challenges will be examined 

more at an FDA public work-

shop July 18-19 at FDA’s White 

Oak campus.

Further support could come 

from the 21st Century Cures 

Act approved by the House in 

July 2015, which includes the 

Antibiotic Development to 

Advance Patient Treatment 

(ADAPT) Act that permits FDA 

to approve antibacterial drugs 

to treat serious or life-threaten-

ing infections based on small 

clinical trials. Similarly, the 

Senate’s Promise for Antibiotics 

and Therapeutics for Health 

(PATH) Act authorizes FDA 

approval of new antibiotics for 

a specific, limited patient popu-

lation with life-threatening 

infections. This version of the 

limited population antibacterial 

drug (LPAD) approval pathway 

devised by the Infectious Dis-

eases Society of America per-

mits product approval based on 

small clinical studies, combined 

with strict postmarket scrutiny 

and curbs on product promo-

tion. 

The PATH Act has strong 

support from a long list of 

research, medical and public 

health organizations that seek to 

include it in budget bills moving 

through Congress. Yet, some 

consumer groups fear that less 

rigorous testing for new antibi-

otics could pose greater risks to 

patients.

There are signs that added 

funding and incentives for anti-

biotic development are bearing 

fruit. BARDA acting director 

Richard Hatchett told the E&C 

committee that a program sup-

porting development of broad 

spectrum antimicrobials has 

helped move seven drugs into 

advanced testing, including a 

project with Astra Zeneca that 

is also supported by the EU’s 

Innovative Medicines Initiative. 

Woodcock acknowledged that 

it’s difficult for pharma compa-

nies to actually make money on 

antibiotics: once you get a new 

antibiotic on the market, she 

explained, everyone wants to 

prevent its sale to preserve its 

effectiveness.

Yet, the critical need for 

new antibiotics at home and 

abroad provides a real oppor-

tunity for pharma companies 

to tackle these scientific and 

financial hurdles and demon-

strate their capability for bring-

ing needed medicines to the 

world. 

There are difficult financial issues to 

overcome, as any new, effective 

antimicrobial faces tight “stewardship” 

policies that limit use to prevent 

resistance

Pushback on priority review vouchers

Congress has authorized FDA to 

award priority review vouchers 

(PRVs) to companies that gain 

regulatory approval of a new 

treatment for one of 16 targeted 

tropical diseases or separately for 

rare pediatric diseases. 

    Since its launch in 2007, the 

list of eligible tropical diseases 

has expanded, most recently 

adding Zika virus to Chagas 

disease, malaria, and others. 

Sponsors can redeem PRVs for a 

speedy, six-month FDA review of 

another drug or sell the voucher 

to another company, as occurred 

a year ago when a voucher 

sold for $350 million to a firm 

developing a blockbuster drug. 

FDA has awarded only four PRVs 

for tropical diseases, the latest 

in June for a vaccine to prevent 

cholera in adults traveling to 

disease-ridden areas.

The program has drawn fire, 

though, for providing vouchers 

to firms that merely register 

therapies in the US that are 

already available overseas. And 

FDA officials object to being 

required to devote its resources 

to fast reviews of less novel drugs 

and have opposed additional 

voucher programs for developing 

biomedical countermeasures, 

neonatal therapies, and generic 

drugs currently in short supply. 

Even more controversial is 

a proposal for  “antibiotic 

vouchers,” which would enable 

companies developing new 

antibiotics to extend patent 

exclusivity on another existing 

drug or biologic for a year. 

The pushback has become 

more visible, as seen in action by 

the House Energy & Commerce 

Committee in June to limit the 

award of PRVs to truly novel and 

needed new therapies, and not 

drugs previously approved in 

other countries.
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REFLECTOR is 

Pharmaceutical 

Executive’s 

correspondent in 

Brussels

A 
violent thunderstorm 

rolled across the skies 

of Brussels throughout 

the night of June 23, as 

the prospect of a British exit from 

the European Union (EU) became 

a reality. But it was nothing com-

pared to the turbulence that the 

outcome of the referendum is 

already unleashing on the UK, on 

the EU, and way beyond—includ-

ing on the pharmaceutical sector.

European drug industry lead-

ers had spoken before the vote of 

their fears that Brexit would create 

confusion, particularly over drug 

regulation and market access. 

Now those fears have been real-

ized. The UK’s main industry asso-

ciation said this “creates immedi-

ate chal lenges for future 

investment, research and jobs in 

our industry.”

Among the most obvious chal-

lenges, the launch and mainte-

nance of medicines on the UK mar-

ket is likely to require an entirely 

separate testing and authorization 

procedure—ironically, just months 

after the EU celebrated 50 years of 

the pharmaceutical legislation that 

today provides one-stop-shop 

access to the EU-wide market.

The European Medicines 

Agency (EMA) and its 800 staff 

will also have to leave London—

just months after it opened its glit-

tering new headquarters there as 

it celebrated its 20th anniversary.

The international medical tech-

nology and diagnostics sectors had 

been hoping that the new EU rules 

governing their products, finalized 

only weeks ago after three years of 

debate, would remove uncertain-

ties from European business. Now 

the implementation of the rules 

will apply only in 27 countries, 

and the UK will be going it alone.

EU research grants—which 

have heavily benefited UK scien-

tists and companies—will dry up.

And international drug firms 

will find the UK less attractive. 

Mirroring the move by interna-

tional banks to shift operations out 

of London because they will lose 

their “passport” to operate across 

the EU (J.P. Morgan already 

announced major job relocations 

within hours of the vote declara-

tion), pharmaceutical companies 

will adapt their strategies accord-

ingly when the UK no longer pro-

vides a platform for EU market 

entry, when its government no lon-

ger exercises any influence on deci-

sions made in Europe, and when 

immigration controls and job per-

mits present new barriers to mobil-

ity of company staff and to the 

research community.

Innovation to suffer?

There are other less obvious 

effects, too. Not only will the UK 

lose the right it had won to host 

the EU unitary patent court—a 

key element in the new EU patent 

system. The UK’s broadly pro-

industry and pro-innovation influ-

ence in all EU decisions on intel-

lectual and industrial property 

protection will evaporate, leaving 

the field open to governments with 

less industry sympathy—and at a 

time when incentives to drug 

innovation are under new chal-

lenges, even from the current EU 

presidency.

Brexit will also reduce pro-

industry, pro-science and smart-

regulation pressure on other issues, 

including trade and market liber-

alization. The UK’s departure will 

mean that only France, Germany 

and Italy will enjoy the highest 

number of votes in the Council. 

Brexit will remove UK officials 

from the Commission and elimi-

nate the voice of the UK in the 

European Parliament. The UK was 

scheduled to hold the rotating EU 

presidency in 2017. Instead, on a 

wide range of issues that affect the 

drug industry and very much 

more, Brexit is likely to relegate the 

UK to the level of a sort of lobby 

group in Brussels.

The bid to agree to a new 

EU-US trade treaty, TTIP, for 

instance, has been strongly sup-

ported by drug manufacturers on 

both sides of the Atlantic, as well 

as by the UK government. But sup-

port was already wavering in pro-

tectionist member states, and 

Brexit is likely to be the final nail 

in the TTIP coffin. Expanding the 

market for cross-border informa-

tion and communications technol-

ogy applications—notably in 

eHealth and mHealth—will simi-

larly be handicapped by the exclu-

sion of UK politicians, officials and 

company and consumer represen-

tatives from EU policy formation.

New challenges will now arise 

in specific health policy areas of 

importance to the international 

drug industry—such as ensuring 

watertight drug safety monitoring 

and reporting, or promoting a 

coherent strategy on personalized 

medicines, or creating a European 

network of expertise in rare dis-

eases. Drug manufacturers may 

take some comfort in the likeli-

Brexit Bombshell: Serious 
Implications for Pharma   
The UK vote suddenly puts industry on a turbulent track in 
Europe. The many challenges and effects are outlined here
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hood that the legitimate parallel-

importing business could take a 

hit, since the UK is a big market 

for parallel traders, but any such 

satisfaction could be outweighed 

by new anxieties over additional 

challenges in combating counter-

feit medicines, or efficiently 

upgrading drug distribution sys-

tems. The German Pharmaceutical 

Industry Association denounced 

the leave vote, describing Brexit as 

a blow to medicines research and 

access in Europe.

Negotiations next 

Exactly how all this will play out 

is still to be seen, because it 

depends on what the UK govern-

ment now requests as a divorce 

settlement, and what the 27 

remaining member states are pre-

pared to allow it. Technically, the 

process now is that the departing 

state must trigger its withdrawal, 

which opens a two-year window 

to disentangle it from the EU, 

including on matters such as pen-

sion liabilities, outstanding bud-

getary questions, or the rights of 

EU nationals based in the UK and 

vice versa.

There are very few options. 

The UK can choose to simply 

walk away, and rely for its future 

trading links uniquely on its status 

as a member of the World Trade 

Organization—which would 

severely reduce its access to the 

market that currently accounts for 

nearly half the UK’s exports in 

goods and services, and more than 

half its imports. As Charles Grant 

at the Centre for European 

Reform points out, “The UK 

would then trade with the EU on 

the same basis as countries like 

Russia and China.” So the UK is 

more likely to seek some more 

favorable terms—but the UK can 

only ask. Whether they get any-

thing is uniquely in the gift of all 

the other member states, and then 

only if they agree to special terms 

within the next two years.

The EU establishment is not 

keen to give much away, because 

a majority of UK voters have 

shown that they are dismissive of 

the EU’s proclaimed values of pro-

moting peace and solidarity, and 

that they feel no bonds of history, 

geography or common interests 

with their fellow Europeans in 

generating growth or boosting 

citizens’ safety and security or 

combating climate change. Dis-

cussions will be colored, therefore, 

partly by a sense of resentment at 

British obduracy, and partly by 

fear that easy concessions to the 

UK would trigger a domino effect 

across an already fragile EU, pro-

voking bids from other disen-

chanted member states keen on 

seeking a better deal. “If you play 

with fire, you might get burnt,” 

was a typical comment from Ger-

man center-right MEP Markus 

Ferber, giving the UK an immedi-

ate taste of what to expect.

The formal response from the 

heads of the European Commis-

sion, Parliament, Council and 

Presidency was unequivocal hours 

after the vote. “There will be no 

renegotiation,” they chorused, 

and they expect the UK to start 

the withdrawal process “swiftly,” 

“however painful that process 

may be.” Any delay would unnec-

essarily prolong the inevitable 

uncertainty, they underlined.

Leisurely rearrangement of 

Britain’s relationship with Europe 

in a way that suits Britain better 

is an illusion that the “leave” cam-

paigners have relied on with their 

simplistic and imprecise mantras 

about “regaining control” and 

“taking back our country”. But as 

Giles Meritt of the think-tank 

Friends of Europe remarked, “The 

notion that Britain can neatly cut 

the links binding it to continental 

Europe will quickly prove absurd, 

as will the idea that the surgery 

will be painless and only local.

There is wider collateral dam-

age, too. For the UK, further frag-

mentation is likely, with a renewed 

Scottish bid for independence and 

a resurgent call for a united Ire-

land. Credit rating agencies have 

rapidly warned of discouraged 

inward investment into the UK 

and of possible reviews of its sov-

ereign debt rating.

Global fallout 

For Europe as a whole, Brexit 

damages the EU’s international 

credibility, and will boost the cen-

trifugal forces that threaten the EU 

itself, and right now are particu-

larly destabilizing Spain. Brexit is 

feeding the populism driving the 

extreme right in France and the 

Netherlands, and the extreme left 

in Germany. For once, there is lit-

tle exaggeration in the protesta-

tions of the European Union of 

Federalists that this vote “has the 

potential to unleash forces of dis-

integration that could jeopardize 

the entire European construction 

and the peace, stability and pros-

perity it provides.” In a world of 

rapidly-changing geopolitical bal-

ance, it is not hard to identify 

where the greatest benefit would 

result from an EU meltdown.

On a wide range of issues that affect the drug 

industry, Brexit is likely to relegate the UK to the 

level of a lobby group in Brussels
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on-adherence to medication is 

a major issue, with only around 

one-half of patients who have 

long term conditions adhering to treat-

ment recommendations in developed 

countries. The impact of non-adherence 

is dramatic — accounting for around 

125,000 American deaths and at least 

10% of hospitalizations each year, with 

annual costs to the U.S. healthcare sys-

tem of $100 billion to $289 billion.1  

Non-adherence is a shared issue, 

impacting all healthcare stakeholders. 

Patients will not gain the full benefit of 

their treatment, which may increase the 

need for medical intervention and even 

death. The healthcare system experi-

ences inefficient use of already scarce re-

sources and records increased long-term 

healthcare costs. The biopharma indus-

try’s innovative products are not used 

effectively, leading to lower real-world 

efficacy and diminished perceptions of 

product value.

Multiple elements have an impact on 

medication adherence:

 » Healthcare system: Key issues are access to 

healthcare and continuity of care

 » Prescriber involvement: Here, the quality of 

the prescriber-patient relationship and the de-

gree of patient centricity and informed shared 

decision making are particularly significant 

 » Condition: Some therapy areas are more 

prone to non-adherence, such as asymptom-

atic conditions where the patient is only “at risk” 

of a disease

 » Therapy: Important elements include the com-

plexity of the regimen and the frequency and  

severity of side-effects

 » Socioeconomic: Health Literacy and extent of 

social support are all relevant

 » Patient profile: Existence of physical or cogni-

tive impairments (such as vision problems or 

impaired dexterity) and demographics (age, 

and gender) can all be influential.

Added to this complex web of factors, 

each patient holds a different ‘world 

view,’ which may include a range of neg-

ative perceptions and attitudes that raise 

the likelihood of non-adherence. Typical 

thoughts may include: “I can’t…” (…get 

a prescription filled, afford it, remem-

ber to take it, monitor my symptoms 

myself); “I don’t…” (…think I need this 

treatment, trust my physician, believe 

in drugs, want side effects); or “I lack 

control” (…do not understand why this 

is happening to me, do not know much 

about my condition, do not know what I 

am taking, do not have enough support). 

Engaging Healthcare Professionals  

to Improve Outcomes

Quintiles engages, educates and mobilizes 

healthcare professionals throughout the 

product lifecycle. We work with clinicians 

to optimize study design and execution 

for a robust clinical evaluation of com-

pounds. We are experts in mapping and 

engaging key opinion leaders, thought 

leaders and grass roots physicians to iden-

tify and address educational needs around 

diseases and products. Our provider pro-

grams are founded on deep insight, are 

relevant to clinical practice and use in-

novative communications and learning 

formats to engage, motivate and educate 

physicians and enhance clinical practice. 

Our field based medical affairs programs 

help healthcare professionals understand 

the benefits of new products and how they 

should be used in clinical practice — the 

informed physician is in a better position 

to educate and inform their patients.

The goal of all these interactions is 

to achieve better outcomes from the 

perspectives of the patient, the health-

care system and the biopharma com-

pany. For the patient, results include 

enhance clinical outcomes, improved 

quality of life, greater understanding 

of their disease state, empowerment, 

and availability of an extensive disease 

management support system. For the 

healthcare system, we provide practice-

enhancing programs, integrated with 

care plan and local services; enhanced 

patient contact and support in between 

healthcare interactions; improved qual-

ity of interactions with patients due to 

pre-consultation reporting; greater ca-

pacity while preserving the relationship 

with patients; and continuing profes-

sional development. For the biopharma 

company, there is measurable optimiza-

tion of treatment, a potential for robust 

treatment outcomes data to support 

discussions with payers, and increased 

product and company differentiation.

Patient Adherence:
Achieving Better Insight, Execution and Outcomes
Peter Rutherford, MD, PhD, Vice President, Integrated Market Access
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Employing Multiple Touchpoints

Quintiles’ approach to patient adherence 

starts from the patient view to build a 

program taking advantage of multiple 

touchpoints. We can provide means to 

listen to the patient voice, harness the 

power of the digital universe, and take 

account of the changing relationship be-

tween healthcare providers and patients. 

Communications take place through a 

variety of digital and tactical channels, 

and call centers. Other touchpoints are 

through the healthcare system, addi-

tional face-to-face nurse support, other 

patients, and the support network of 

families and carers. This approach to 

adherence centers around three elements: 

1. Informed decision making, based on tar-

geted program design powered by insight and 

evidence. Quintiles’ discovery process maps 

the journey of both patient and healthcare pro-

vider, segmenting patients based on adherence 

risks and behaviors. The result is evidence-

based program design, generating maximum 

return on investment (ROI).

2. Superior execution, yielding tailored, be-

havior-changing patient experiences based on 

appropriate content and touch points, using 

multichannel expertise spanning traditional, 

digital, personal and non-personal interven-

tions. The programs offer real value to patients 

and healthcare providers, quantifiably improv-

ing outcomes.

3. Measurable results from data-rich programs, 

capturing real-time clinical indicators and pa-

tient outcomes. These can include real-world 

tracking of changes in patient beliefs and be-

haviors; linkage to clinical and patient reported 

outcomes; input on patient reported experience 

of  medicines and devices; a continuous feed-

back loop that powers program content and 

evolution; real-time tracking of program effec-

tiveness and metrics; and robust data analytics 

to measure program success and patient satis-

faction to evaluate the program.

Our targeted program design involves 

mapping the patient and healthcare provider 

journey to drive program value and relevance, 

and includes use of disease- or country-

specific patient segmentation tools. Program 

design also includes segmenting patients to 

determine type and frequency of interven-

tions by parameters such as clinical need, 

preference and level of patient activation.

Tailored, Behavior-Changing  

Patient Experiences

Quintiles’ insights into the perspectives 

of healthcare professionals, health sys-

tems and patients to develop a compel-

ling program proposition, which clearly 

complements (and does not replace) 

existing care provision and encourages 

healthcare provider buy-in and patient 

registrations after informed consent. 

Program execution center around “right 

message, right channel, right time.” On 

registration, Quintiles’ patient segmen-

tation process enables customization 

of content and communications by 

segment and attitudinal/motivational 

profile to optimize behavioral change. 

There are key elements in program ex-

ecution, from recruitment and registra-

tion, to program customization, inter-

vention delivery, and resulting changes 

in outcomes. 

Data-Rich Programs Improving 

Outcomes and Demonstrating Value

In summary, Quintiles’ programs pro-

vide measurable value in several areas: 

 » Real-time tracking of changes in patient be-

liefs and behaviors

 » Programs can include real-time self-as-

sessment tools to track changes in under-

standing, motivation and patient-reported 

adherence

 » Linking patient reported outcomes (PRO) 

collected through our specialized digital 

patient platform with EHR data enables 

validation of patient profiles and outcome 

measurement

 » Robust data can be shared with healthcare 

providers, payers and with the patients 

themselves. 

 » Outcomes tracking

 » Real-time indicators — tracking outcomes 

or outcomes-driven interventions 

 » Ability to raise flags to healthcare profes-

sionals based on program data, offering an 

early warning system and a mechanism to 

prioritize interventions

 » Tracking of outcomes via healthcare pro-

fessional assessment, patient reported 

outcome questionnaire and real-time data 

capture 

 » Healthcare system utilization analysis and 

reporting.

 » Continuous feedback loop powering program 

content and evolution

 » Regular two-way communication with pro-

gram participants via surveys and polls

 » Gather opinions and ideas to drive content 

generation

 » Analysis of program data (interventions, 

PRO, clinical indicators) to refine and 

evolve patient inputs, program content 

and interventions

 » Customizable, real-time dashboard of 

qualitative and quantitative measures of 

program effectiveness.

1.  http://annals.org/article.aspx?articleid=1357338 

Peter Rutherford, MD, PhD

Vice President, Integrated Market Access

Peter Rutherford is responsible for strategy and execution 

of Integrated Market Access and patient centric services 

within Europe and Emerging Markets for Quintiles. Peter’s 

background includes twenty-plus years of scientific experi-

ence gained from working across academia, industry, payers 

and providers. He is a highly experienced leader in the area 

of medical affairs and an established thought leader in rela-

tion to managing KOL relationships with regards to patient 

support programs. His broad geographic experience in lead-

ing medical affairs and Phase IV scientific communication 

has provided a deep understanding of the different stake-

holder requirements, and the ability to collaborate effec-

tively across the organization.

Peter completed his medical training and Ph.D. at 

the University of Newcastle upon Tyne and Yale University 

School of Medicine. He is a Fellow and visiting Professor in 

Healthcare at Glyndwr University.

See more at: http://www.quintiles.com/experts/peter-

rutherford
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By William Looney

I
nformation is the coin of the realm in biophar-

maceuticals—but what will it take to make the 

vast reams of data now being generated in the 

transactional tsunami of modern healthcare 

truly useful to its users? To help answer this ques-

tion, Pharm Exec recently hosted an editorial 

Roundtable with several company chief informa-

tion officers (CIOs) and IMS Health, whose Insti-

tute for Healthcare Informatics, together with the 

Egon-Zehnder executive search firm, recently 

issued a report on how the CIO role must trans-

form to make the “c-suite” cut as a key driver of 

internal innovation. The following are excerpts 

from the discussion—in the plain English CEOs 

prefer, no algorithms required.   

William Looney, Pharm Exec: A single word defines 

today’s life science industry. That word is “disrup-

tion.”  And the single biggest driver of this disruption 

is information. Information and the analytical capa-

bilities that come with it has enabled a major shift 

in the industry’s business model, from a transac-

tional approach—selling a pill—to an outcomes 

approach where that pill is only one part of the 

patient experience. Can we describe and agree on 

Transforming Technology 
The Future of the CIO in the Life Sciences

Roundtable Participants

Michael Allelunas, Director, Information Management, IMS Health

Robert Chu, Senior Vice President, Technology Solutions, IMS Health

Richie Etwaru, Chief Digital Officer, IMS Health

William Looney, Editor-in-Chief, Pharm Exec 

Miguel Louzan, Vice President, Information Technology, and Chief Information 

Officer, UCB 

Kelly D. Myers, Chief Technology Officer, The FH Foundation 

Larry Pickett, Vice President and Chief Information Officer, Purdue Pharma 

Jo Ann Saitta, Chief Digital Officer, Omnicom Health Group  

Alain Serhan, Senior Consultant, Egon-Zehnder  
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the basic contours of this disrup-

tion as it relates to the role of one 

of the newest entries to the c 

-suite: the chief information offi-

cer (CIO)? More directly, is 

today’s CIO poised to be a spe-

cialist—or a strategist? 

RICHIE ETWARU, IMS HEALTH:  

Recently, I was asked how we 

should respond to the ways that 

information technology is 

transforming the financing, 

del ivery and marketing of 

healthcare. I said that before we 

could advise clients on how to 

build and execute a strategy 

focused on new technology 

solutions, you first had to 

understand what a transformed 

business model might look like. 

That’s why the IMS Institute 

and partner Egon-Zehnder, in a 

joint report released last month, 

New Strategic Information and 

Technology Roles in Life Sci-

ences Companies, came up with 

a metric called the Information 

Technology and Transforma-

tion Scoring (ITTS) framework.  

ITTS is designed to help com-

panies assess their progress in 

meeting customer expectations 

in five key areas. These are, on 

the strategy side, Innovation 

and Disruption and Organiza-

tional Transformation, and, on 

the operations side, Big Data 

and Analytics, Technology 

Infrastructure, and the Future 

of Work.

Why is it necessary for the 

industry to align to this new 

model? We see three factors, 

each induced by larger environ-

mental trends shaping the IT 

world.  The first is “exponenti-

ality,” or the rapid compression 

of the time in which innovations 

enter markets to displace exist-

ing products and services. The 

trend explains why the life span 

of any product can now be mea-

sured in years or even months, 

not in decades. It demands that 

companies keep their gaze 

firmly on the future, actively 

studying where the next wave of 

life sciences products and ser-

vices is coming from.  

One way to do this is to 

focus on your supply chain. It 

has to be compressed, with most 

of the non-essential elements 

contracted out. The areas where 

supply chain management really 

counts today are product 

design; process engineering; and 

the overall “ownership experi-

ence” of the customer. This lat-

ter point is often seen as some-

thing intangible, but in fact it is 

an increasingly critical marker 

of competitive differentiation 

now that virtually anyone in the 

business can intervene with 

products or services that add 

value to the producer’s original 

market proposition. 

The second reason is the 

nature of innovation, expressed 

as a platform that can be pur-

sued in two ways: “evolution-

ary” innovation and “revolu-

tionary” innovation.  Most big 

pharma organizations remain 

firmly in the evolutionary camp, 

where it’s okay for a few proj-

ects to fail while a few others 

succeed, while start-up opera-

tions often have little choice but 

to hedge their entire future 

around a single bet. When that 

single bet leads to an approved 

product you are a hero. So the 

level of risk to practice evolu-

tionary innovation or revolu-

tionary innovation depends on 

where you sit. Today’s R&D 

imperative to “fail fast and 

early” means different things to 

big Pharma compared to a start-

up operation.   

The third reason is “disrup-

tion,” which we separate into 

three components: product dis-

ruption; process disruption; 

and experience disruption. 

Again, we believe this latter 

element—related to the cus-

tomer experience—is a critical 

driver of transformation. An 

example is Uber, which has 

grabbed market share from the 

taxi business by elevating that 

experience to remove what was 

ugly about the traditional taxi, 

especially the confusion and 

inconsistency around the pay-

ment model—fare per mile? 

Cash or credit?  Tipping? The 

Uber platform, which surpris-

ingly does not require the 

expense of operating a fleet of 

vehicles, has turned out to be a 

massive disrupting technology 

because its operating model 

FAST FOCUS

» A new business metric created by IMS Health and Egon-Zehnder was released recently 
known as the Information Technology and Transformation Scoring framework. It’s focused on 
meeting customer expectations in five areas: Innovation and disruption; organizational transfor-
mation; big data and analytics; technology infrastructure; and the future of work.

» The role of CIO in biopharma companies has evolved significantly, shifting from a position that 
managed back-office systems such as inventory control or accounting and payroll to now be-
ing more closely tied to the actual business of developing and selling products—and deploying 
information with a direct P&L orientation. 

» Many CIOs believe technology, by itself, is no longer most central to the function. Instead, 
considered more vital is finding strategic third parties to help develop and implement big data 
analytic strategies. In turn, the CIO role of the future will involve the business of data science, 
dictating the need for less systems administrators and more business analysts in the IT ranks.
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conforms to all three of these 

factors—product disruption, 

process disruption and experi-

ence disruption—driving mar-

ket change.

Looney: In practical terms, how 

will this transformational change 

shape the future of the health-

care and pharmaceuticals mar-

ket? Uber is revolutionizing the 

business of personal transporta-

tion without owning any automo-

biles, while Airbnb is the world’s 

largest private hoteling business 

but owns not a single room. 

Extending the concept, does this 

mean a company can succeed in 

biopharmaceuticals without 

developing a medicine?   

KELLY D. MYERS, FH FOUNDA-

TION: As the sophistication of 

information technologies prog-

ress, we will witness a democ-

ratization of insights, where 

individuals will be able to better 

understand and interpret their 

own health data, motivating the 

patient to do the right thing for 

his/her health. If an individual 

understands the risk/benefit of 

every decision they make and 

how it impacts their health, 

they will be equipped to make 

better choices. 

There are significant busi-

ness opportunities here, pre-

mised on manufacturers inno-

vat ing “beyond the pi l l .”  

Biopharmaceutical companies 

can expand their service orien-

tation, this time geared to the 

in format ion needs of the 

patient rather than just the 

healthcare provider. Those who 

commit to this type of ”patient 

centricity” will thrive through 

a process innovation that can 

be just as important  to deliver-

ing positive health outcomes as 

a new drug.     

LARRY PICKETT, PURDUE 

PHARMA: Disruption is also 

coming as the health system gets 

better at collecting, storing and 

sharing this data.  If patients 

take ownership of their informa-

tion, it suggests they will also be 

more selective about sharing it. 

Companies and vendors will cre-

ate new businesses to pull all 

these disparate streams of infor-

mation together and render it 

coherent as real world evidence 

to different stakeholders. For 

example, with the appropriate 

regulatory oversight, clinical tri-

als of the future could be con-

ducted entirely through the 

internet, a development that by 

itself will be disruptive. 

ETWARU: Uber has created a 

new marker of market success, 

where the customer experience 

is more important than the 

brand—in fact, the experience is 

the brand. This carries impor-

tant implications for the bio-

pharmaceut ica ls business , 

because we all know that in our 

sector the opposite is the case:  

the brand may be touted as a sci-

entific breakthrough but the 

actual customer experience in 

accessing it is roundly criticized 

by nearly everyone. The industry 

is filled with product people, yet 

increasingly today that customer 

experience—the process—is the 

instrument by which the indus-

try reputation is measured.  

MYERS: If the biopharma 

enterprise can solve the equa-

tion calling for the right pill, at 

the right time, for the right 

patient, then that’s a formida-

ble process innovation. We 

need to focus on the “ideal” 

patient. Companies need this 

focus because there are still too 

many misses in attempting to 

match these three mandates to 

broad patient populations. 

MIGUEL LOUZAN, UCB: We 

spend a great amount of time 

talking to patients, payers and 

other stakeholders about the 

details of access, drug benefit 

design and reimbursement crite-

ria. This is another hurdle that 

hurts the industry—and it is par-

tially due to process. Stakehold-

ers respect our medicines. We all 

want to engage productively as 

partners but there is this lack of 

clarity on how to navigate 

through the complexity of the 

healthcare system. 

UCB is devoting significant 

resources to helping our custom-

ers manage these channels. Tech-

nology and data must be lever-

aged to the point that these 

investments to help us to prevail 

on the commercial side are begin-

“Taking the current 

struggling patient 

experience and turning it 

around to an experience 

as good as Amazon, 

Apple and Nike will transform the life 

science industry.”
— RICHIE ETWARU, IMS HEALTH
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ning to approach the cost of 

securing registration approval.

 

Looney: We have a consensus 

that innovations on the process 

side can raise the quality of the 

overall customer experience, the 

perceptions of which are critical 

to maintaining a biopharmaceuti-

cal company’s edge against the 

competition. Can you describe 

how your CIO function contrib-

utes to this objective—what are 

the challenges in advancing the 

c-suite CIO’s transition from a 

technical back office function to 

a strategic asset? And what is the 

difference between IT strategy 

and digital strategy—is it just a 

word play? 

LOUZAN: At UCB, I lead the 

application of technologies to 

drive our commercial business 

objectives with customers like 

payers as well as the connected 

patient communities represent-

ing those with immunologic and 

neurologic disorders that drive 

our key therapeutic franchises. 

Digital information is an impor-

tant element here; we go beyond 

the drug itself by investing in 

wearables and apps that help 

patients with a complement to 

their therapy as well as in data 

analytics to support the needs of 

payers, insurers and physicians.   

We don’t decide what digital 

technologies should be incorpo-

rated into the promotion launch 

and execution cycles of each 

brand; that is the responsibility 

of the brand’s teams. What we 

do is take a step back and help 

our commercial teams figure 

out how a digital or information 

technology might help them 

meet their P&L objectives.   

Looney: Are there limitations to 

using digital technology as part 

of a commercialization strategy?

LOUZAN: Of course. My 

background is in medical 

devices, where we know that 

good data can be obtained with 

relative ease because the pro-

cess takes place around a single 

transaction. Pharmaceuticals 

are different. There are many 

touchpoints.

What we hear directly from 

customers and patients does 

not always conform to the 

information we obtain from 

market research. It is harder to 

measure just how much a digi-

tal intervention contributes to 

a superior business result. 

Again, the proof is ultimately 

how information technology, 

as applied, contributes to a bet-

ter customer experience with 

the product.  

Looney: How else is the overall 

market environment shaping the 

mandate for the CIO?

PICKETT: In my company, the 

role of CIO has evolved. What 

was once a position that man-

aged those back-office systems 

around prosaic things like inven-

tory control or accounting and 

payroll is now more closely tied 

to the actual business of devel-

oping and selling product. It is 

all about deploying information 

as an asset with a direct P&L 

orientation. In this case, we see 

less of a role for a chief digital 

officer because digital can no 

longer be separated out but 

instead incorporated within 

each discipl ine under this 

broader strategic mandate.   

JO ANN SAITTA, OMNICOM 

HEALTH GROUP: In our experi-

ence, we see the CIO position 

as focused on internal strate-

gies and operations, while the 

chief digital officer (CDO) is 

directed toward the external 

environment, with an emphasis 

on creating better ways for the 

company to communicate and 

interact with customers and 

other influentials. It’s a service 

role with an emphasis on inno-

vation in getting your messag-

ing to stand out.   

PICKETT: The distinction 

between the internal and exter-

nal is interesting. Purdue has a 

new CEO, Mark Timney, who 

joined us from Merck & Co. 

Under the previous regime, IT 

was an inside operation geared 

to making the trains run on 

time—standard operating pro-

cedure was the overriding goal. 

And the benchmark was also 

internal, in the sense that we 

graded ourselves against our 

competitors in pharma.  

Timney immediately took us 

to another step, asking how Pur-

“Timney’s insistence on 

not just being as good as 

our direct competitors but 

going beyond best in 

class for the function 

itself has led to a complete change in 

what we do.” 
— LARRY PICKETT, PURDUE PHARMA
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due compared to Apple in terms 

of our user interface experience. 

Or could we match Amazon in 

our distribution and inventory 

management? His point: If Pur-

due expected to keep connecting 

to customers and patients, we 

had to up our game and strive 

to match the performance of 

outsiders who were actively dis-

rupting the model of the busi-

nesses they were in. 

Timney’s insistence on not 

just being as good as our com-

petitors but going beyond best 

in class for the function itself 

has led to a complete change in 

what we do—not only are we 

strategic, we are forward look-

ing and actively seeking to 

leverage external ideas, con-

stantly looking at precedents 

that on the surface have little to 

do with our industry but could 

be completely disruptive to our 

business if we fail to see these 

coming.   

AL AIN SERHAN, EGON-

ZEHNDER: The CIO role is at 

the center of a discussion tak-

ing place in every large busi-

ness, which is how best to seed 

a culture of innovation within 

the organization. One approach 

is endowing an internal group 

with a separate line of sight on 

key strategic challenges—a way 

to avoid being caught up in the 

standard operating procedures 

that tend to quell the creativity, 

initiative and risk required in 

trying something new. 

Another is when the CEO 

decides a new position is neces-

sary to stretch or test existing 

organizational boundaries. An 

example is “chief innovation 

officer” or, yes, the “chief dig-

ital officer.” Often, however, 

persons in these roles quickly 

experience what I refer to as 

institutional organ rejection, 

where they find it is literally 

impossible to integrate with 

support from others in the 

sen ior management team. 

Resistance can be particularly 

stiff in biopharmaceuticals due 

to the innate conservatism of 

business practices that limit the 

freedom to operate —the IP 

system is but one example. 

New drug technologies have to 

be proven safe and effective 

beyond a shadow of a doubt 

and then they have to be pro-

tected. This can put a damper 

on the entrepreneurial mindset. 

Over t ime ,  however,  I 

believe organizations do adjust 

to the real ity that market 

change imposes on them. One 

thing I hear from the discussion 

today is the CDO is a stop gap. 

A decade from now, I expect 

that position will no longer 

exist. We just won’t be talking 

about digital health.  Every cor-

porate function will have mas-

tered the discipline. It will be 

considered par t of health 

because the technology to do it 

is so embedded in the health-

care system. Remember those 

VC funds in the 1990s with a 

special purpose to invest in 

mobi l e - r e l a t ed  vent u re s? 

Today, these funds can no lon-

ger segregate this area of 

investment because mobile is a 

ubiquitous technology; it is 

now, by definition, everywhere.  

LOUZAN: The same is true 

for social media. It too is 

embedded in the overall con-

struct of “information.” It will 

be seen as but one more chan-

nel in the data/information 

platform from which we can 

derive insights for our product 

marketing. 

ETWARU: We need to under-

stand that it is good that posi-

tions within large organiza-

tions will ebb and f low in 

tandem with the pace of market 

change. It is a prism by which 

we can see whether our organi-

zations are going to be ready 

for the next generation of cli-

ents and customers. Three 

years ago, if we described the 

background of a new CDO, it 

would turn out that most came 

from media or advertising. 

That made sense, as the role 

was seen largely as a listening 

post and entrée to the murky 

“I would describe the 

chief digital officer role as 

moving toward the 

in-house equivalent of 

Amazon. There is an 

entirely different information 

ecosystem arising around digital,  

so in my view it requires special 

attention.”
— JO ANN SAITTA, OMNICOM HEALTH GROUP
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world of social media. Now the 

role is all about contributing to 

the product franchise P&L 

while defining and co-creating 

the next generation of products 

that will also drive P&L. Digi-

tal is just one of many market-

ing channels. 

MYERS: One way to better 

define the position of the CIO or 

the CDO is to embrace what 

Richie Etwaru calls “cruciality.” 

It’s all about centering the func-

tion around what’s truly impor-

tant to the organization. Kath-

erine Wilemon is the founder 

and leads the FH Foundation, a 

research and patient advocacy 

group for a deadly, little known 

condition called familial hyper-

cholesterolemia (FH). 

An estimated 1.3 million 

people in the US suffer from 

this condition, which is genetic 

in origin, is readily diagnosable 

and t reatable ,  yet i f  lef t 

untreated can lead to a 50/50 

chance of suffering a heart 

attack by age 50. We estimate 

that 90 to 99% of patients with 

the condition are unaware they 

have it, so the goal of our FH 

Foundation is get individuals as 

young as 10 signed up for a pre-

ventive screening and treat-

ment that manages this risk. 

Led by Katherine’s vision, 

we created a machine learning 

algorithm to identify the num-

ber of probable FH individuals 

(those with medical and insur-

ance records consistent with 

FH) at the provider level to 

encourage early screening and 

diagnosis and initiate preven-

tive treatment. I serve as the 

Foundation’s chief technology 

officer (CTO), and I found that 

what helped us achieve this 

goal was actually the lack of 

any existing analytics infra-

structure that might have seen 

this initiative as a disruptive 

threat. 

It’s ironic: we had no tech-

nology infrastructure in place 

and yet we secured our objec-

tive earlier and identified prob-

able FH patients than had we 

had legacy IT systems to deal 

with. It is something large 

organizations should take to 

heart. In trying something new, 

you have to account for the 

burden of replacing what’s 

already in place. I think that’s 

an important part of the CIO 

role that we have not discussed.

PICKETT: The trend today in 

IT is to rely on the “incubator” 

approach to tackle those big 

change issues, effectively remov-

ing the process to a place out-

side the larger organization. But 

there is an alternative, which is 

to leverage external partner-

ships. At Purdue, we are pursu-

ing this in a structured way by 

exploring partnering with aca-

demic centers, hospitals and 

other institutions vital to our 

business. It’s a “supply chain of 

knowledge” where we approach 

partners for their ability to offer 

answers to challenges we can’t 

solve on our own.

Looney: With reference to the pri-

orities of today’s CIO, which 

would you identify as most criti-

cal? One item that comes up fre-

quently is finding a path around 

those big strategy questions—

such as, is the mission of the 

organization to share information 

or to protect it?  

LOUZAN: This is hard to sep-

arate; the mission of the CIO 

must be to do both. UCB has to 

be sensitive to protecting infor-

mation, particularly patient 

data, from disclosure that vio-

lates legislated guarantees of 

privacy. We are held in a posi-

tion of trust that we will do the 

right thing for patients with the 

data we collect.  At the same 

time, we have an obligation to 

make our information a finan-

cial asset, with insights that 

can drive the market for our 

medicines. The CIO has to 

bring everything together and 

make these huge volumes of 

data work to connect with the 

commercial side.  If you don’t 

invest in that, you will lag the 

competition.  

PICKETT: This is a question 

that has no precise answer. It is 

impossible for us to “own” all 

“We have an obligation 

to make our information 

a financial asset. The 

CIO has to bring 

everything together and 

make these huge volumes of data 

work to connect with the 

commercial side.”
— MIGUEL LOUZAN, UCB
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the data we compile. Some of it 

we actually purchase from out-

side vendors. There is also a mas-

sive increase in the availability 

of public data from the govern-

ment, where CMS has made a 

commitment to make this flow 

open and available to anyone. 

Our industry contributes to 

that—pharmacovigilance stats 

are a prominent example—but 

we don’t own or control it.  

The priority in this for the 

CIO is to develop novel—I 

mean useful—ways to integrate 

these data streams so that man-

agement can make wise, for-

ward-looking decisions to grow 

the business. Information in 

biopharmaceuticals is the ulti-

mate ecosystem. And this eco-

system is increasingly centered 

on the goal of creating more 

value for industry stakeholders 

while improving outcomes. 

Information must be harnessed 

to do one thing:  improve 

patient care and, in doing so, 

deliver a better outcome for the 

health system. 

Last year I took the initia-

tive to establish a team to 

explore the “patient journey” 

of those using Purdue’s medi-

cines. The objective was, by 

better understanding how the 

patient and their caregivers 

think about pain, we could 

investigate ways to apply IT 

and data sets to promote 

improved patient outcomes.   

LOUZAN: Another, related 

priority for the IT team is con-

tending with the dilemma of 

leveraging the data for the busi-

ness when we don’t know much 

about that data, or that we 

don’t control it. An example is 

making sense of the significant 

information we are now getting 

about the patient experience 

outside the drug setting, such 

as quality-of-life indices, where 

it can be said the average 

patient suffers the most loss. 

Can we find a means to 

embed this kind of data into the 

R&D or clinical trial process so 

that it benefits product design 

and strategy at that critical early 

stage of development? 

SAITTA: It’s all about the 

interoperability of data systems 

and the liquidity of the informa-

tion flow, with the ultimate aim 

of connecting the dots to get 

good insights. In the latter case, 

I believe it’s important to adjust 

the focus from the abstract idea 

of the patient to the person. 

I spend a lot of time talking 

to commercial teams about a 

change of mindset, which I ref-

erence as “treat the person, not 

the patient.” How do we do 

that?  An example is directing 

more of your advocacy invest-

ment to the caregiver, whether 

it is a spouse or children, 

because it is this group who 

really know if the patient is 

taking the medication or not.   

ETWARU: Some 80% of the 

value that information can pro-

duce already exists from what 

is already on hand within the 

organization.  

LOUZAN: That’s true. We 

have vast stores of data collected 

through clinical trials, R&D sci-

ence, and now from social 

media. This has already been 

said, but the problem lies in 

accessing and then assessing it. 

Our industry needs to be 

more innovative; it is hard to 

break with the old approaches 

where we limited our range to 

data that we knew how to han-

dle, using time-honored stan-

dards of practice structured on 

the registration requirements of 

the regulator. So when some-

one says let’s start looking at 

the data from another angle, 

such as combining data types 

that have historically not been 

combined, it raises a red flag. 

But I think that attitude is fad-

ing. It’s only a matter of time, 

because regulators, payers and 

patients are demanding it.

Serhan: As CIOs and CDOs, do 

you feel that your objectives—on 

both the information and digital 

fronts —are al igned around 

those of the larger organization? 

Is there a consensus among your 

peers that what you do fits the 

requirements of a changing bio-

pharma marketplace?

PICKETT:  At the initiative of 

our new CEO, Purdue for the 

first time has IT objectives 

embedded in our overall corpo-

rate strategy and operating 

plan. We are committed to the 

use and understanding of tech-

nology and data from a strate-

gic perspective. So we feel we 

are getting more aligned. I am 

also being challenged to reach 

out to customers and patients. 

There is less emphasis on back-

end IT operations, which are 

now seen as largely self-sus-

taining—Microsoft can man-

age our email and outsourcing 

firms can handle managed 

infrastructure services.    

That’s a big shift from the 

time I was interviewed at Pur-

due nearly two decades ago, 

asked to weigh in on questions 

like encryption technology and 

the best desktop standard. No 

one at my level is talking about 

that today. The salient theme is 

designing a distinctive, stand-

out digital strategy. Demon-

strating how to use data to 

improve the patient experience 

and connect to the customer.  

It’s actually the same things 

other industries like consumer 
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goods are figuring out—how 

information assets can lead to 

better decisions for customers 

and ultimately the business. 

Recently, I participated in a 

peer group meeting with 20 

other biopharma CIOs. We 

were each asked to share our 

view on what really matters to 

the function going forward. 

Technology itself got zero 

votes.  Top of mind was finding 

strategic third parties to help 

develop and implement big data 

analytic strategies.  

We are also on the cusp of a 

new business role involving data 

science. Instead of data scien-

tists, this role is embedded in the 

business. Many who have come 

up through the IT ranks are sys-

tems administrators rather than 

business analysts. Yes, the trains 

still have to run on time but 

that’s just the table stakes. We 

and most everyone else in IT are 

developing talent for an entirely 

different set of capabilities. 

Looney: What about the chief 

digital officer role? How is that 

changing?

SAITTA: I would describe it 

as moving toward the in-house 

equivalent of Amazon. It is 

using the customized audience 

development tools enabled 

through digital to help the 

commercial teams broaden 

their perspective on the cus-

tomer and finding new ways to 

understand and serve patients. 

There is an entirely different 

information ecosystem arising 

around digital, so in my view it 

requires special attention.

  

Looney: What specifically are 

your clients asking you to help 

them to do on digital?   

SAITTA: They want advice on 

how to execute a program 

around information innova-

tion. We help them consider an 

internal project or program 

that will bring the concept of 

innovation to life. Another is to 

build more expertise in predic-

tive analytics, with emphasis 

on teasing out those leading 

and lagging indicators around 

market ing success.  What 

framework on messaging to 

physicians, payers and patients 

might yield the best results?  

A third area of interest is 

creating the technology that 

track consumer interests and 

preferences, just like what hap-

pens with those reminder mes-

sages after Amazon observes 

you scrolling its site for shoes. 

Programmatic software like 

that doesn’t exist right now in 

healthcare. 

Finally, many clients have 

been operating in the digital 

space for a decade and want to 

“clean house.” There is a lot of 

internal clutter as departmental 

websites proliferate and prod-

uct apps number in the hun-

dreds, along with endless visual 

aids tai lored to individual 

brands.  How do we replace the 

chaos with order and make all 

of this connect?   

ETWARU: Clients want to 

engineer a shift from rich media 

to relevant media. This is a vital 

issue to address if advertisers are 

to justify their role going for-

ward.  Ninety percent of the vid-

eos posted on YouTube are 

viewed by less than 50 people; 

the same is true for blogs on the 

Internet. You are paying for 

something that delivers little 

access because it is not relevant.  

LOUZAN: At my most recent 

interaction with UCB’s commer-

cial leadership, two questions 

came up. One was on how many 

interactions we have directly 

with patients through digital 

channels. The other was a 

request from one of our senior 

executives who was visiting a 

European country and wanted a 

recap of what patients were say-

ing about the company’s thera-

pies through digital. I thought it 

significant that it was not the 

standard question about the 

ratio of sales to investment or 

other issues linked to budgets. 

To me, it demonstrates that dig-

ital is capable of finding its own 

internal audience, one that 

appreciates the insights that 

come from access to the world 

outside the factory gate.  

“There is the risk of an 

entire industry being 

disintermediated by a 

Samsung or a Google. Is 

the CIO prepared to 

address this threat and fight it 

through better understanding of that 

customer experience?” 
—  ALAIN SERHAN, EGON-ZEHNDER 
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Of course, there is a neces-

sary growth curve. I was not 

entirely happy with the sum total 

of digital interactions in that 

country compared to traditional 

means of contact, but it takes 

time to cultivate the audience.   

SERHAN: What concerns me 

is whether the CIO/IT commu-

nity is prepared to address a 

larger existential threat to the 

industry. We have talked today 

about the customer experience 

as a driving force for change 

that has to be measured if bio-

pharma companies are to 

remain viable competitors—but 

what if the best provider of that 

customer experience comes 

from outside the industry? 

There is the risk of an entire 

industry being disintermediated 

by a Samsung or a Google. Is 

the CIO prepared to address 

this threat and fight it through 

better understanding of that 

customer experience? 

LOUZAN: Certainly I see it as 

part of my job to bring this 

intermediation issue to light. 

Samsung, many CROs and of 

course “the” Google likely have 

tremendous insight about our 

patients and customers. We 

must do a better job at monitor-

ing the patient experience, turn-

ing our data into actionable 

insights to increase the quality 

of our engagement, or we will 

discover these non-traditional 

compet itors have l iteral ly 

changed the market.   

SAITTA: Within the decade, 

the largest healthcare organiza-

tion may be one with a back-

ground in the tech business. 

Google could become the bro-

ker of that superior customer 

experience. 

ETWARU: Why not the big 

pharmacy chains? There are 

70,000 pharmacies in the US 

alone and all are well trafficked 

by patients. Will Walgreens sur-

pass big Pharma in the customer 

experience because it can pro-

vide the drug along with supple-

mental support to help raise 

adherence, pass along cost sav-

ings from rebates, and offer a 

free scan for high blood pressure 

too? Patients are being condi-

tioned in other industries with 

great consumer experiences, at 

companies like Amazon, Apple 

and Nike. Here, they are not 

patients; just people. This expec-

tation of a “great experience” is 

being called for today in the life 

sciences.  A company that takes 

the current struggling patient 

experience and turns it around 

to an experience that is as good 

as that of these three iconic 

brands will transform the life 

sciences industry. A large part of 

this transformed experience will 

be digital; hence, the important 

anchoring role of the CDO. 

Looney: Aside from the challenge 

of disintermediation, what do you 

see as the impact of technology 

on the business of information?  

Is technological progress poten-

tially outpacing your ability to 

cope?      

PICKETT: There is a prolifer-

ation of data coming from every 

direction—wearables are just 

one new source. The value is 

balanced against the difficulty 

of aggregating data from dispa-

rate data sources, including this 

new inflow, to derive real mean-

ing from it. All these sensor and 

wearable “passive data collec-

tors” will be ubiquitous. They 

wil l be embedded in your 

clothes, eyewear, and in your 

home and car. Data will be col-

lected constantly and sent to 

some kind of health portal, to 

be aggregated in your individu-

alized electronic health record. 

All of it can be transferable to 

the Cloud, to be viewed by mul-

tiple health providers regardless 

of the source of data or your 

location.   

The big question is how all 

this will work in practice. Many 

in the industry are talking about 

how to collect patient data and 

apply it in the clinic in the form 

of real-world evidence. I am 

convinced that the wave of the 

future is more about passive use 

of technology and data collec-

tion than active use. 

MYERS: The computation 

challenge is mind-boggling. If 

you look at the information 

embedded in the human body, 

we have not even begun to dis-

cover how big big data can 

really be. Just look at what it 

will take to make sense of our 

genomes, microbiomes and the 

interplay between them. There 

are literally billions, if not tril-

lions, of interactions within a 

single person. The individual is 

the ultimate “big data” project.    

SAITTA: Cognitive computing 

is another emerging force. We 

can give a computer the capabil-

ity to process information like 

any human would—in other 

words, endowing the computer 

with artificial intelligence (AI), 

as IBM Watson and Google are 

doing. As AI gradually comes to 

life within these large institu-

tions, we have to pay attention 

to it. And then there is the arrival 

of ubiquitous broadband.  Infor-

mation will literally be every-

where and accessible without 

switching between different 

platforms or channels.  

MYERS: These technology 

changes will also be available at 

lower cost. Seven years ago, in 

my last start-up operation, we 

had to spend $300,000 on a 
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server room filled with $500,000 

worth of equipment. Today, the 

Foundation’s monthly cloud 

computing bill is $175, with infi-

nitely more computing power at 

hand than we had seven years 

ago. This is the democratization 

of information technology. 

Money or even expertise is no 

barrier. Where we still have to 

get to is democratizing the 

insights from the bounty of data. 

And that’s going to take time 

along with new skill sets.  

Looney: Given these trends, how 

ready is the CIO to respond? 

What implications do they hold 

for the future of this role in the 

c-suite? 

SERHAN: The CEO is going 

to expect that the CIO will 

respond to these signals and 

master them rather than 

demanding the recruitment of 

still more staff to manage the 

change. This is not entirely a 

headcount problem. Instead, 

what counts is the dynamics of 

the c-suite executive team in how 

it interacts as a group. To me, it 

represents an opportunity for 

the CIO to make the position a 

core part of the company’s value 

proposition to customers. It can 

certify once and for all that the 

CIO is a strategic player, not a 

back-office service vendor. Part 

of the line business operation, 

not a staff function. 

With all the focus today on 

“beyond the pill,” this is the 

chance to prove that the CIO has 

the insights and the influencing 

skills to push the company to 

that destination.  

In our business of executive 

recruitment, we also see the 

CIO’s future role attracting 

much more interest at the Board 

of Directors level. Biopharma 

companies are asking us to help 

in the recruitment of non-exec-

utive directors with experience 

in managing consumer informa-

tion flows in other industries. 

The idea is to bring that knowl-

edge into this industry. Boards 

can help the process by deliver-

ing the message to the c-suite 

that the culture within bio-

pharma has to change—it’s time 

to embrace the data.  

PICKETT: Cultural change 

driven from the top is critical. 

I’ve learned this from Mark 

Timney, the first outsider in Pur-

due’s 60-year history to assume 

the CEO post. Analytics is one 

of the core competencies he has 

identified as part of that culture: 

facts, data and evidence will be 

the basis of all Purdue decisions 

going forward. 

A few years ago, I created an 

internal data analytics work 

team and sought members from 

all parts of the business. No one 

showed up.  Today, due to Tim-

ney’s personal commitment to 

this topic, these meetings have 

expanded to ownership by the 

business and are well attended. 

Looney: One final point about the 

future—is drug regulation likely 

to emerge as an obstacle to real-

izing the business potential from 

big data? Regulation is cited as 

an impediment to innovation in 

other aspects of the biopharma 

business model.

LOUZAN: I don’t see regula-

tion as a drag on our ability to 

innovate in improving the ana-

lytical content of our decision-

making. In some ways, it’s 

already baked in due to the 

ingrained perception that regu-

lation drives up our develop-

ment costs. In fact, I believe 

competitiveness within the 

industry is a far more serious 

obstacle to innovation than 

regulatory pressure. 

I recently attended a data and 

analytics conference where the 

topic—“how do you share 

data?”—came up in discussion.  

It felt like half the room was hav-

ing a heart attack because of the 

competitive nature of the indus-

try. However, I see a positive 

evolution with an increased 

number of initiatives to be able 

to share data. I believe this is the 

right thing to do for our patients.   

PICKETT: My experience is 

the FDA is open to partnering 

with companies to use data in 

new ways and to think about 

the clinical implications of 

evolving technologies. 

MYERS: Regulators do have 

an obligation to be as consis-

tent and clear as possible. 

There are still many ambigui-

ties around who actually owns 

the data and what should be 

considered clinical decision 

support. More clarity would 

help. 

“There are literally billions, if 

not trillions, of interactions 

within a single person. The 

individual is the ultimate 

‘big data’ project.”
— KELLY MYERS, THE FH FOUNDATION
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As drugmakers seek engagement, patients are buried in content. Thus, 
quality and appealing material is a must to grab a share of the narrow 
bandwidths that patients possess. A new movement to activate them 
with compelling, educational and interactive content is coming—and 
patients are a captive audience

By Casey McDonald

“C
ontent is King” belongs in the 

folkloric scrolls of early Internet 

memes, a proverb from the saga-

cious Bill Gates dating back to 

ancient pre-Y2K history (1996). Twenty years later, 

a lot could be said about the pros and cons of our 

era’s news and social medias, but given the plethora 

of multimedia options—just consider the lineups 

available on Amazon, Hulu, Netflix, HBO, Show-

time, YouTube, Twitter, Facebook, Snapchat, 

etc.—content, much of it high quality, is at our 

fingertips.

And video content is just one branch. It’s as 

hard to keep up on my reading list as TV shows 

and movies. My bag is stuffed with my boss’s old 

copies of the Financial Times and the Parents 

magazine, which I didn’t know I needed, nor did 

I subscribe to, but somehow the fact that I have 

a one-year-old seeped into the ether. Regardless, 

magazines and newspapers often take a backseat 

to the dozens of digital/mobile options, essential 

websites, news apps, blogs and podcasts. (We 

here at Pharm Exec know you have a lot of 

options, so, thanks for reading).

Capturing viewers’ eyes or ears is step one, 

while holding their attention and engagement is 

a whole new challenge. Drugmakers are in an 

analogous situation, facing the challenges of ini-

tiating patients and sustaining them, engaged, 

Content Connection 
The push for story-driven engagement   
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adherent and activated. Tech-

nology has enabled patients to 

meet in chat rooms, coalesce on 

social media channels and pub-

lish stories via blogs. Mean-

while, the industry has kept 

digital media at arms length, 

contemplating the potential, 

while fearful of risks for moni-

toring, controlling conversa-

tions as well as potential obli-

gations to document and report 

issues like adverse events. 

With a wide digital gap 

be tween d rugmakers and 

patients, perhaps widening as 

the pace of the youth’s digital 

use outpaces the industry’s 

ability to stay current, groups 

who are a step removed from 

industry see the potential value 

offering of simply keeping up. 

By broadcasting patient rele-

vant material at this wide-open 

frequency, these groups enable 

patient communities to gel by 

providing new and engaging 

content, space to interact and 

outlets to tell their own stories.

Content for patients

The marketplace for our atten-

tion is a hot one, and we thus 

are plagued by shallow click-

bait. “Health”-related stories, 

be they about the pros/cons of 

coffee or the lethalness of sit-

ting, drive loads of traffic and 

are easily clickable from the 

less savory purveyors of top 10 

lists or your anti-vaxxer cous-

in’s Facebook profile. In addi-

tion to “stories” grabbing your 

attention by preying on your 

well-being and body image 

issues, there’s a new world of 

thousands of mobile phone 

applications that classify them-

selves under health categories. 

In fact, the AMA’s CEO, Dr. 

James Madara, considers them 

pernicious enough to label the 

field of mHealth, at large, as 

“snake oil.” With assertions 

ranging from acne treatment 

via light therapy (your phone’s 

lights) or pregnancy tracking, 

the field is prone to similar reg-

ulations as nutrition and sup-

plement s ,  t houg h c la ims 

towards IQ and memory 

improvement have seen crack 

downs recently. 

Those doing responsible 

health and medical-related 

searches can find solid content 

on Wikipedia, WebMD, Mayo 

Clinic and even pharma spon-

sored, unbranded, disease 

information webpages, though 

a little knowledge can be a dan-

gerous thing, especially for 

anyone who leans towards 

hypochondria. These refer-

ences are helpful resources for 

many, offering valuable infor-

mation to bring to doctors who 

have learned to be prepared for 

patients with printouts in hand.

Where online reference tools 

might have traditionally gone 

the proverbial “inch deep and 

a mile wide” across many 

diverse indications, Health 

Union aims to go a mile deep 

in a limited, but growing set of 

health conditions, according to 

CEO and Co-Founder Olivier 

Chateau. Navigate to one of 

Health Union’s nine websites 

like Migraine.com or Asthma.

net and you’ll find a sleek lay-

out akin to Gawker or Vox 

with daily features and engag-

ing original art that gives the 

vibe of serious information that 

is approachable, readable and 

share-ready.

Chateau explained that idea 

for Health Union’s sites has 

been to build what he wished 

could have been possible dur-

ing his tenure in marketing on 

GlaxoSmithKline’s diabetes 

franchises. “We were looking 

at the possibilities to impact 

and connect with patients on 

social media and thinking…

Wow! Just imagine what we 

could do.”

FAST FOCUS

» In today’s digital age, with an abundance of patient engagement channels and devices avail-
able, the job of biopharmaceutical companies in holding consumer attention is increasingly 
challenging. 

 

» Health technology providers are exploring new ways to integrate patient communities in 
a virtual universe—where quality content drives the experience, and connections between 
manufacturers and patients/caregivers can be made in a safe, permissible manner.    

» Monetizing patient storytelling-type websites requires a transparent approach on the content 
origin, and having well-defined pathways around media offerings, market research, and the 
site’s utility as a resource for organizations conducting clinical trials.                 

With a wide digital gap between 

drugmakers and patients, groups who 

are a step removed from industry see 

the potential value offering of simply 

keeping up
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For Health Union, the tech-

nology can bring people in, but 

solid content will keep them 

coming back. “There is a pre-

vailing concept that we can 

conquer engagement and chal-

lenges around access and drug 

adherence by reaching patients 

with technological advances 

that will bring about these 

changes,” notes Chateau. “We 

see tech as a tool for engaging, 

but more importantly, we think 

the key will be content.”

It starts with a simple web-

site; getting the name of dis-

ease.com or .net goes a long 

way in building trust and, obvi-

ous ly,  recogn it ion .  Once 

patients can connect with their 

condition-specific site that has 

accurate, helpful basics and 

background information, daily 

content with professionally 

written articles keep patients 

engaged and coming back to 

the site and subscribing to the 

newsletter.

Health Union has grown to 

nine live communities with 

80-plus contributors and mod-

erators. About 10 contributors 

work on each site with some 

overlap, many of whom are 

patient advocates and physi-

cians. In addition to content 

production, there are approxi-

mately five moderators per site. 

“We don’t see ourselves as pub-

lishers as much as relationship 

managers ,” says Chateau, 

explaining the importance of 

content while allowing patients 

to interact and converse safely.

As for monetization of the 

sites and the relationships built 

with patients, it’s important 

that Health Union is very 

straightforward and transpar-

ent about who the group is and 

what the model is, explained 

Chateau. It is made “clear 

where the content is coming 

from and what the purpose is. 

It is easy to imagine negative 

attitudes that could develop,” 

he adds. “So being straightfor-

ward is key; this starts with the 

URL itself.”

Chateau pointed to three 

pathways to monetization of 

the sites. First is the media 

offering, “We discussed not 

having advertisers, but the 

community welcomed it,” he 

says. “Health Union accepts 

advertising only for approved 

products, obviously, but also 

serves its own internal ads in 

rotation so you won’t see any 

randomly populated ads that 

could become offensive and 

intrusive for our audiences.” 

For example, the current 

adverts on Migraine.com are 

for Botox for chronic migraine. 

The information is presented as 

directly as any direct-to-con-

sumer (DTC) ad, so there 

clearly is no mystery, and the 

openness hopefully assures no 

conflict.

The second offering is for 

market research. “These are 

active, motivated people in the 

audience and the sites offer the 

chance to connect with them,” 

says Chateau. “And, third, the 

sites are a resource for clinical 

trial organizations by bringing 

in engaged patients who can be 

such a rare commodity.”

The content takes substan-

tial investment before these 

opportunit ies to monet ize 

become possible , Chateau 

stresses. And driving consis-

tently fresh material is crucial 

in cracking the social media 

code. “You get old real quick 

on Facebook and other social 

media outlets,” he says. “We’re 

cracking the code with attrac-

tive art and imagery as well.”

A constant concern for Cha-

teau is the potential to lose 

trust and the ease at which this 

can happen, given social media 

vitriol. As he explains, moder-

ating the discussion is key, but 

you’d be surprised how well the 

community moderates itself.

Health Union is not resting 

on its nine offerings. The com-

pany intends to add 10 more 

conditions including some in 

oncology, such as SkinCancer.

net and LungCancer.net, which 

Chateau finds both exciting 

and scary. “Our teams will 

have to tweak the model a bit 

for oncology,” and he added 

that support from academic 

institutions will be key for 

these adjustments.

Socially inspired

Founded in 2005, an early 

actor on social media for 

patients was Inspire, which 

boasts over 100 nat ional 

patient organization partner-

ships and over 816,000 mem-

bers. Organized by health con-

d i t ion ,  I n sp i re  con nec t s 

healthcare companies with 

patients and caregivers in a 

safe, permission-based manner. 

“It is easy to imagine negative 

attitudes that could develop. Being 

straightforward is key; this starts with 

the URL itself.”
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Since its inception, Inspire 

was early out of the gate and 

has continued building momen-

tum among those who see “an 

increasing demand for a con-

nected platform—something at 

the pat ient s’  f inger t ips ,” 

according to Dave Taylor, 

Inspire’s director of research.

In a scripted post to its mem-

bers, Inspire posed the question: 

“What do you wish your doctor 

k new?”  T he  r e sou nd i ng 

response, according to Taylor, 

was that patients want their 

doctor to have greater empathy. 

“Maybe your doctor, like 

you, has arthritis or type 2 dia-

betes, but they’re probably not 

battling something like stage 

IV, triple-negative breast can-

cer,” says Taylor. As a result, 

Inspire aims to crowdsource 

this emotional bond from those 

who may not readily have 

access to the support and 

resources they need. “What 

better resource for empathetic 

interac t ion than br ing ing 

patients together,”says Taylor.

To that end, the content 

available to patients on Inspire 

is generated from experts by 

experience and is able to “shine 

some light on patients’ day-to-

day lives,” according to Taylor. 

The information can be helpful 

to patients across the board, 

from topics l ike managing 

treatment side effects to how to 

access patient support pro-

grams. Doctors are helpful, but 

they likely don’t have to deal 

with these aspects of treatment 

and disease management on a 

personal level.

For engaging patients, giz-

mos and gadgets wi l l  be 

great—pill counters, app noti-

fications and the like. But on a 

higher level of engaging and 

activating patients,  one needs 

to think of Maslow’s hierarchy 

of needs, with self-actualiza-

tion on top, Taylor contends. 

Without going back to your 

Psych 101 textbook, the simple 

idea that understanding and 

motivation among patients can 

go a long way in engaging 

patients toward greater adher-

ence is not far-fetched. “We 

need patients to understand 

their conditions, their treat-

ments and how to care for 

themselves to foster rea l 

engagement,” says Taylor.

Inspire provides onl ine 

patient communities in a safe, 

privacy-protected environment. 

The result of this are social 

interactions that can serve as 

an incredibly deep and detailed 

resource of authent ic and 

patient-relevant conversations. 

When asked about how repre-

sentative Inspire members are 

of the whole patient popula-

tion, Taylor notes that just as 

Facebook and other social 

media outlets have evolved to 

increasingly become a basic 

necessity across the public 

space, patients (and caregivers) 

turning to the Internet to learn 

more about the conditions 

which they or their loved ones 

face is becoming the norm. 

Avalanche of 

authenticity

Whether patients’ stories are to 

be broadcast widely on social 

media, or used internally to 

motivate the employees at a life 

sciences company, storytelling 

requires both solid content and 

style. Anyone who has listened 

to The Moth Radio Hour on 

NPR understands the impact of 

storytelling and the importance 

of authenticity. Even patients 

telling their stories behind the 

anonymity of an Internet user-

name can be more impactful 

than marketing material that 

comes across with any hint of 

corporate messaging.

“We identify patients who 

are willing to share their per-

sonal experiences,” says Melinda 

Snow, vice president of client 

services for Snow Companies, 

an agency bringing strategic, 

regulatory-compliant, real-life 

patient stories to direct-to-

patient initiatives. “Stories are a 

great way to educate the com-

munity and capture the audi-

ence’s attention, because stories 

are what leave a lasting impres-

sion.” 

Reaching and motivating 

patients is the goal when Snow 

is working with patients on 

their stories, she adds. The nar-

rative may help other patients 

have important discussions 

with their healthcare team or 

navigate the system’s chal-

lenges, such as those around 

access or sticking with treat-

ment.

Snow also ensures that 

patient storytellers offer a fair 

and balanced view of the 

reward/risk scenario when dis-

cussing their experience with a 

drug—all while ensuring the 

story is in the patient’s authen-

tic voice. 

“Stories are a great way to educate 

the community and capture the 

audience’s attention, because stories 

are what leave a lasting impression.”
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In June, CBI’s Patient Engagement Solutions Summit 

convened in Princeton, NJ. If that sounds vaguely 

familiar, that’s because the organizers took to heart a 

theme from last year’s 14th Annual Patient Adherence 

and Access Summit—a call for migration away from 

the paternal connoted concepts like “compliance” 

and “adherence” toward the pro-patient mindset of 

“activation” and “engagement.” A rejiggered meeting 

in name and to some degree, in theme, was the result. 

The conference’s opening panel addressed the very 

idea of evolving language and attitudes in the industry 

with a panel on the ubiquity of buzzwords like “patient 

centricity,” “engagement,” “activation,” “adherence,” and 

“population health,” with an emphasis on going beyond 

the buzzwords to functioning strategies and real-world 

implementation. 

In addition to the new appellation, here are a few take-

home themes from the conference:

Q�DEFINING ENGAGEMENT

To talk about engagement, we first should define it. 

As PwC’s Managing Director Jimmy Boyle and Jennifer 

Colapietro, partner, Pharmaceutical and Life Sciences 

Advisory, explained, today’s view of engagement 

requires a shift from brand-focused patient journeys to 

customized, contextual and personalized interventions. 

These interactions with patients will have a distinctly non-

linear appearance, and engagement programs will have 

to be nimble and dynamic to manage and measure them.

Q�QUANTIFYING PATIENTS/MEASURING 

ACTIVATION

Some patients are readily activated toward better 

health while others are on the opposite tail of the 

engagement bell curve. Patients can vary in their 

knowledge of their disease, motivation, skills and their 

ability to manage their own health. Efficient patient 

assistance programs will identify and quantify patients’ 

states of activation and interventions will meet the 

patient where they are needed.

Q�LEARNING FROM OTHER INDUSTRIES 

Airlines responding on Twitter is the primary example 

of an industry venturing onto social media to engage 

customers. Though their responses may not always get 

you satisfactorily booked on that next flight, it’s nice to 

know that someone is listening. The example is easily 

contrasted at this conference for an industry in which 

some members still so fear reporting requirements 

around adverse events that they take a see no, hear 

no, speak no evil approach. Conference attendees are 

confident that social media engagement is a must, 

though it’s clear they see it as a potential Hydra to which 

they, thanks in some degree to restrictions and internal 

bureaucracy, are no Hercules. 

Q�COMPLIANCE AND POLITICS

The industry remains unpopular with both political 

parties speaking populist rhetoric against industry 

profiteering. In this light, proceed with caution, as 

assistance programs, along with co-pay cards, are 

watched closely under the legal guise of anti-kickback 

investigations. Manny Tzavlakis, managing partner 

for Helio Health, spoke to the importance of keeping 

compliance in mind as firms seek to engage with patients. 

Programs must tread cautiously in efforts to assist 

patients if they might be perceived as influencing patient 

or physician decisions toward a more costly medication.

Q�CPOS ARE COMING

Sanofi has added a new c-suite position, the Chief 

Patient Officer. Merck & Co. will be following suit. Will this 

be a trend, short-lived—or will the CPO become a fixture 

with voices in top industry positions?

Q�DIGITAL ENGAGEMENT IMPROVES 

As Grace Soyao, founder and CEO of Self Care 

Catalysts, pointed out, patients are changing, and their 

digital lifestyles are driving new insights and business 

decisions. She pointed to the potential for technology and 

mobile/digital health solutions to enable “total health.” A 

technology developer, Medisafe, focuses on engagement 

and behavior change with mobile health service that, 

as Jon Michaeli, Medisafe’s executive VP, marketing and 

business development, explained, is much more than 

a pill-reminder app, but a platform addressing all major 

causes of non-adherence.

— Casey McDonald

Interactions with patients will 

have a distinctly non-linear 

appearance, and engagement 

programs will have to be 

nimble and dynamic to 

manage and measure them

Time to ‘Buzz’ Off: Real Strategies Emphasized



34

WWW.PHARMEXEC.COM

PHARMACEUTICAL EXECUTIVE JULY 2016Executive Snapshot 

A conversation 
with Bayer US 
Pharmaceuticals 
President  
Habib Dable

By William Looney

L
ong associated with that very earliest staple 

of the consumer medicine chest—aspirin —

Bayer is today a company with a singular 

commitment to shortening the horizon line 

for drug innovations of the future. Leading that repo-

sitioning in the US—Bayer’s largest market—is 

Habib Dable, a 22-year company veteran and the 

man behind the launch of some of the industry’s most 

successful brands, including ophthalmology block-

buster, Eylea. Recently, Pharm Exec sat down with 

Dable at the company’s expansive New Jersey head-

quarters to review the first few months since his 

appointment to the top US pharma position in Octo-

ber 2015, including Bayer’s all-in approach to prod-

uct partnering and his faith in the positive tailwinds 

for patients coming from new gene-based therapy 

tools like CRISPR.

PE: With the adage that past is prologue, can you 

address the key elements of your personal and profes-

sional background. How would you describe the jour-

ney to your present status as head of pharmaceuticals 

for a major multinational player in what is today the 

world’s largest single market for biopharmaceuticals?

DABLE: My story is the classic saga of the immi-

grant. My family background is Lebanese but I was 

born in Canada after my father decided to leave 

Lebanon in 1960 and establish what eventually 

became a successful business in the Atlantic prov-

inces. In 1994, after receiving an MBA from the 

University of New Brunswick, I took a job with 

Bayer Canada as a sales representative. That was 22 

years ago. Today, I am still with the company. Basi-

cally, it’s the only place I’ve ever worked. That is 

unusual, especially in today’s world, but it explains 

a lot about my temperament as well as the positive 

culture I’ve experienced at Bayer. When I find a sup-

portive environment with the size and scale to allow 

for professional growth, I tend to stick with it.

I was very close to my father growing up. What 

he lacked in formal academic credentials was com-

pensated by a formidable interpersonal awareness 

that helped him excel at networking and building 

strong stakeholder relationships. I’ve worked hard 

at emulating my father’s personal attributes 

throughout my time at Bayer. I believe in the con-

vening power of great institutions. I am an active 

listener.  In making decisions, I seek out people 

with different perspectives as a way to test my own 

judgment and avoid complacency. 

In turn, Bayer Canada gave me excellent oppor-

tunities, including selection for the Bayer Manage-

ment Trainee program in Toronto and, subse-

quently, as sales manager for the pharmaceuticals 

business in the Atlantic region. Then one of my 

managers offered me a position at Bayer Japan as 

Keeper of 

the Name
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head of strategic planning, 

which I took on with virtually 

no knowledge of the way busi-

ness is done there. It was a bolt 

from the blue: Japan certainly 

had not figured in my career 

playbook up to that point. My 

role was to add more rigor to the 

marketing components of our 

commercial development plan 

for the country and to consider 

additions to our local pipeline 

portfolio in consultation with 

the business development team. 

That was my job description. But 

far more important was how 

quickly I learned that Japan is 

the most networked country in 

the world, one where close per-

sonal relationships are critical to 

business success.

PE: Japan is a crucible for many 

Western managers because of the 

adjustment required to fit within a 

unique culture of performance. 

What lessons did you draw from 

your three years there? 

DABLE: The time I spent in 

Japan honed the management 

skills that brought me to my 

present position. It stretched me 

in many directions. I was not 

Japanese, nor did I speak the lan-

guage, but perhaps more impor-

tant I was very young in a coun-

try that typically defers to age 

and experience. You cannot do 

business any way you like. There 

are rules, including the require-

ment to inform and consult 

stakeholders through near con-

stant engagement; the impor-

tance, when it comes to decision-

making, of pause and reflection 

versus the Western values of 

speed and spontaneity. 

What I appreciated most 

about my time in Japan is that it 

takes time to build those rela-

tionships. Real investment 

involving the mind and the heart 

is expected—it was not an obli-

gation that could be turned “on 

and off.” Hence, the relation-

ships that result from this invest-

ment tended to be trustful, very 

solid and loyal. To be honest, I 

was able to relate to these values 

because of the relationship I had 

with my father while I was grow-

ing up. His intelligence was of 

the emotional type that is now 

recognized as an asset that can-

not be captured in a textbook—

it’s a learned behavior, and not 

every manager is open to it. 

PE: The US market is seen as the 

ultimate development assignment 

for managers at non-US based 

multinationals like Bayer. What 

brought you to the US?  

DABLE: Another opportunity 

came up through Bayer’s inter-

nal network while I was still in 

Japan. It too was a stretch 

assignment: to grow what was at 

the time Bayer’s premier North 

Carolina-based biologic drugs 

division. I arrived in the US in 

early 2003.  I have been engaged 

in Bayer’s US biopharmaceutical 

business ever since, during a rev-

olutionary period of change 

marked by strong, sustained 

growth; the US is now Bayer’s 

single-biggest market for medi-

cines. And my connection 

became permanent when, along 

with the rest of my family, I 

became a US citizen in 2009.  

The US is where I confronted 

my first serious management 

challenge. Although my assign-

ment involved finding ways to 

expand our biologics business, 

which at the time centered on 

Bayer’s recombinant factor VIII 

anti-hemophilic therapy, Koge-

nate, it became apparent after 

several years that extending our 

range in plasma-derived biolog-

ics beyond hemophilia drugs was 

not going to proceed at the pace 

required to stay competitive. The 

conclusion we made was either 

get big—or go home. So we 

ended up keeping the recombi-

nant factor VIII Kogenate fran-

chise, based in our Berkeley 

manufacturing facility, and 

divesting the Bayer plasma oper-

ations in North Carolina. 

Thus, in a very short time 

frame, I moved from a growth 

strategy, where I was expected 

to integrate several businesses at 

once, to a divesting role requir-

ing a painstaking attention to 

detail as well as a lot of stress in 

handling the inevitable cutbacks.  

In retrospect, however, I find 

that the hard choices I made in 

FAST FOCUS

» Habib Dable started at Bayer Canada in 1994 as a sales rep. He would become sales manager 
for the company’s pharma business in the Atlantic region and then took a position at Bayer Japan 
as head of strategic planning. Dable arrived in the US in 2003, and has been centered in Bayer’s 
US biopharma business ever since, assuming overall responsibility for the unit last October.

 

» Under Dable’s watch, Bayer this year opened its East Coast Innovation Center at Kendall Square 
in Cambridge, MA, where company scientists can tap the area’s rich academic, teaching hospital, 
and industry research expertise. Bayer has made an all-out commitment to partnering on drug 
development, for reasons that extend beyond the usual resource gap issues.

» Bayer has expanded its oncology franchise in recent years, with three current FDA-approved 
drugs for cancer in six different tumor types. The company launched Kovaltry in March for he-
mophilia, giving patients the option of dosing twice or three times a week. Bayer is also working 
on longer acting factor-VIII treatments in the blood disorder space and recently launched Adem-
pas, a treatment for pulmonary arterial hypertension and chronic thromboembolic pulmonary 
hypertension.
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conjunction with the US com-

mercial and regulatory teams 

helped put us on course for the 

positive business trajectory in 

which we find ourselves today.  

PE: Do you mean that the learnings 

from the divestment planted the 

seeds of future success? 

DABLE: Yes, in several ways. 

Scaling down Bayer’s stake in the 

plasma business highlighted the 

necessity of aligning a commit-

ment with the resources neces-

sary to achieve it. I resolved never 

to approach a task without it 

being adequately resourced, a 

premise that we now adhere to in 

executing around our R&D port-

folio. A second key learning for 

me is the potential in creating 

partnerships with external play-

ers who have assets that comple-

ment what we have in-house. We 

do not necessarily have to do it 

all ourselves. Even a company 

with the worldwide resources of 

a Bayer has to stretch to retain a 

presence in a market as big and 

complex as the US. Partnering 

helps us to do that. 

PE: Bayer Pharmaceuticals has 

posted steady gains in sales over 

the course of the decade, from 1% 

growth in 2011 to double-digits in 

2014 and 2015. Five new product 

launches during this period are 

undoubtedly a factor here. Is this 

also the consequence of the accel-

erated commitment to partnering 

that came after that re-think of the 

company’s stake in biologics? 

DABLE: Two of Bayer’s biggest 

selling medicines globally, Eylea 

and Xarelto, are the product of 

external partnerships. Initially, 

the rationale for negotiating these 

deals was to better husband our 

resources. Now, having experi-

enced directly the back and forth 

around both negotiations, I 

ascribe to the view that becoming 

a good partner —a partner of 

choice—should stand on its own 

merits.  The benefits are more 

than making the best use of the 

resources at your disposal. The 

real gains come from combining 

different types of expertise, bring-

ing in fresh human capital, open-

ing up the cultures of both com-

panies to different ideas and 

enhancing company reputation as 

a “go-to” source for the best inno-

vations. 

These are the strategic mile-

stones by which every biopharma 

company wishes to be measured. 

Hence, for us, partnering carries 

weight well above and beyond our 

resource situation. 

 

PE: It was only last October that you 

assumed overall responsibility for 

the pharmaceuticals business at 

Bayer US. What was your “script” in 

handling those critical first 100 days 

in the top position?  What adjust-

ments are required in management 

style and behavior when you make 

the transition from a narrow line 

assignment to lead driver and 

spokesman for the entire business?

DABLE: It’s obvious that the 

first 100-day cycle of leadership 

requires a simple message, spo-

ken directly to colleagues and 

customers. The higher you go in 

the hierarchy, the more impor-

tant it is to communicate well 

—and to be authentic. 

My approach was to highlight 

how far Bayer US had come in 

building a portfolio of treatments 

for patients, many of whom have 

few other options. I emphasized 

this was secured in two ways: (1) 

with a well-focused business plat-

form consisting of products that 

promote plant, animal and human 

health; and (2) the specific com-

mitment we have in pharmaceuti-

cals to a partnering model that put 

us in a position of strength as deal-

maker of choice in the US. I could 

point to the strong tailwinds pro-

duced by the previous leadership 

that allowed us to firmly position 

Bayer as a growth company, with 

most of that growth centered right 

here in the US.   

One of our more important 

initiatives over the past six 

months is the opening of our 

East Coast Innovation Center at 

Kendall Square in Cambridge, 

MA, where Bayer scientists will 

have access to one of the world’s 

richest stores of academic, teach-

ing hospital and industry 

research expertise. It’s a comple-

ment to the West Coast center 

we opened in 2011, adjacent to 

the UCSF science campus at 

Mission Bay in California.  

Both areas represent hotbeds 

for R&D and innovation in the 

US. In April, we announced a 

plan to purchase 85 acres here at 

the Whippany HQ site for future 

development. All this new archi-

tecture really trumpets Bayer’s 

commitment to growth and stra-

tegic partnerships. Pooled exper-

tise drives real value in medicine. 

If I somehow fail to get that mes-

sage across to all our stakehold-

“[My father’s] intelligence was of the emotional 

type that is now recognized as an asset that 

cannot be captured in a textbook—it’s a learned 

behavior, and not every manager is open to it.” 
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ers, then I will have failed as a 

business leader.  

The other message I focused on 

in my first 100 days was my con-

fidence in the talent we have in 

place throughout the company. I 

cited many examples of the true 

passion our colleagues have in 

working for patients. My philoso-

phy is every manager should see 

him or herself as the president and 

CEO of the function they are 

responsible for. That’s how I look 

at the concept of empowerment. 

If you want to lead, it is necessary 

to go all out. Don’t get drawn into 

the narrow distinctions that per-

petuate hierarchy. 

When I was assigned back in 

2008 to manage our co-partner-

ing deal with Regeneron, I did 

think of myself as the president 

and CEO of Eylea. It was an 

ironic self-assessment, because 

at the time Bayer had no tangible 

footprint in ophthalmology. 

There were only a handful of us 

at Bayer working in this area. It 

was up to me to lead all launch 

preparations, create a business 

plan in the ophthalmology 

space, and, with Regeneron, 

establish a productive relation-

ship to turn Eylea into a market 

success. Seeing myself as presi-

dent and CEO for Eylea helped 

instill the confidence and focus 

required to maximize the poten-

tial from the Regeneron partner-

ship, which continues to this day.

PE: How does your role fit into the 

Bayer US leadership team and the 

global organization?  

DABLE: Our US leadership 

team is comprised of functional 

and business leaders, including 

me and my counterpart commer-

cial heads. This team operates 

under the direction of Phil Blake, 

who is president of the Bayer 

Corporation and leads all of 

Bayer in the US. The team is 

focused on Bayer’s business, our 

people and our reputation as a 

world-leading life sciences com-

pany in the US. We also work 

closely with Bayer’s global HQ 

in Leverkusen and the global 

pharmaceuticals business based 

in Berlin. There’s an apprecia-

tion at Bayer that the US is the 

largest and most important mar-

ket in the world and one that 

embraces innovative companies 

such as Bayer.
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PE: What therapy areas are you 

most excited about in terms of the 

future potential for patients?   

  DABLE: The best example of 

the success we have had is the 

expansion of our stake in the hotly 

contested oncology space. A 

decade ago, Bayer had only one 

cancer drug, Nexavar, approved 

by the FDA in 2005 for one indi-

cation: advanced renal cell (kid-

ney) carcinoma. Today, we market 

three FDA-approved drugs for 

cancer in six different tumor 

types. Nexavar now has approved 

indications for thyroid cancer and 

liver cancer, in addition to the kid-

ney indication. Stivarga is 

approved for two indications, gas-

trointestinal stromal tumor and 

advanced colorectal cancer. Our 

newest oncologic, Xofigo, is indi-

cated for treatment of advanced 

metastatic prostate cancer. 

Although each medicine was 

developed in partnership with 

another company, today we are 

marketing these assets on our 

own. It entails recognition by the 

scientific and medical communi-

ties that, whereas 10 years ago 

we were unknown in the oncol-

ogy space, Bayer US has now 

arrived as a player of conse-

quence—and a source of hope 

for many thousands of patients 

with the hard-to-treat cancers 

we specialize in.  

One deal that reflects our 

increasing appeal as a partner of 

choice is the partnership we 

negotiated with Orion Pharma-

ceuticals of Finland to develop 

its Phase III asset for prostate 

cancer. We see it as a comple-

ment to Xofigo, our existing 

therapy for this condition. Ori-

on’s asset, ODM-201, has been 

well received by the medical 

community but the small com-

pany lacked the bandwidth to 

take it forward globally. Their 

management put out a first call 

for a partner to co-develop and 

commercialize ODM-201 in the 

US. It was a competitive process.  

And it was we who ended up 

with an agreement in which 

Bayer will fund further develop-

ment costs around the Phase III 

trials in return for 100% of the 

US commercial rights to the 

product, upon FDA approval. 

The arrangement signifies we 

have come full circle—to a com-

pany that others now look to as 

someone to help them do the 

heavy lifting—the partner of 

choice. I am proud to have 

helped make this transition.

PE: As a top US representative for 

a foreign-based company, how do 

you explain the US commercial 

pharma environment to senior 

managers back in Germany? The 

regulatory and reimbursement cul-

tures are quite different. 

DABLE: There are many 

misperceptions in Europe about 

the US, mostly around the idea 

that pricing is simple because it is 

“free.” The reality is actually quite 

complex, with many shades of 

gray. Like other drugmakers in the 

US, we must allocate a large 

amount of resources to ensure our 

medicines are adequately posi-

tioned for appropriate use at the 

patient level. Details on such out-

lays to commercial insurers and 

payers often have to be explained 

when we present our numbers to 

HQ management.   

As a counterweight, you have 

to educate and emphasize the 

many positives—the US is the 

heartland of medicines innova-

tion, with the ideas, the money 

and the talent to bring great new 

products to patients. Last year, 

the FDA approved 45 new novel 

medicines, many for rare dis-

eases where there are few treat-

ments. FDA-approved products 

are also accessible to patients at 

a faster pace than elsewhere in 

the world. Key metrics show that 

the US remains the dominant, 

essential market for drug makers 

everywhere; if you cannot com-

pete here, you are most likely 

also out of the running globally. 

This is the story we keep repeat-

ing to our colleagues in Europe.

PE: What additional strategic inno-

vations can we expect from Bayer 

for the remainder of this year, con-

tinuing into 2017? 

DABLE: I am enthused by the 

prospect of a number of launch 

products coming up in the US.   

Our most recent launch, in 

March, of Kovaltry for hemo-

philia, is in its early building phase 

and we are confident of strong 

sales due to its convenient dosing 

profile. With Kovaltry, patients 

have the option of dosing twice or 

three times a week. Bayer is totally 

dedicated to the hemophilia/blood 

disorder space. Our labs are work-

ing on longer acting factor-VIII 

treatments, and we are investing 

significant funds in next-genera-

tion therapeutics like the CRISPR 

tool for gene editing. In addition, 

“My philosophy is every manager should see him 

or herself as the president and CEO of the function 

they are responsible for. … Don’t get drawn into 

the narrow distinctions that perpetuate hierarchy.”   
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we have signed a partnership with 

Dimension Therapeutics where 

we are looking at a potentially 

ground-breaking gene-based ther-

apy against hemophilia A.  

I also want to reiterate our 

continuing commitment to wom-

en’s health, where we intend to 

defend our leadership role in 

drug/device interventions. For 

example, we are preparing for 

the prospective launch of a new 

IUD, hopefully by the end of this 

year. Bayer sees contraception as 

a critical issue in public health 

worldwide. We have a reputation 

to preserve in addressing the 

spread of unplanned pregnan-

cies. Our R&D pipeline in wom-

en’s health also focuses on treat-

ments for endometriosis and 

uterine fibroids.

Another area of strength for 

us is multiple sclerosis (MS). We 

continue to see the benefits from 

our flagship therapy, Betaseron. 

Recently, we launched a new 

device, Betaconnect, which will 

add to the convenience of 

patients with this chronic degen-

erative condition.  

In the cardiovascular area, we 

are working hard to build sales 

and reputation for our recently 

launched drug, Adempas, which 

is indicated for patients with pul-

monary arterial hypertension 

(PAH) and chronic thromboem-

bolic pulmonary hypertension 

(CTEPH)—a major source of 

costly repeat hospitalizations.  

I have an extensive back-

ground in the specialty medicine 

field, so you can expect to see 

Bayer moving further toward a 

portfolio focused on novel spe-

cialty medicines, including bio-

logics intended for rare diseases. 

Innovation is what we do best. 

That’s what patients with high 

unmet needs are looking for.  

And to me the best examples are 

Bayer’s trio of oncology drugs. 

Our latest, Xofigo, is already 

embarked on a strong growth 

trajectory for its key indication 

in metastatic castration-resistant 

prostate cancer.  

As noted, there are excellent 

potential synergies with our 

partner Orion Pharmaceuticals’ 

Phase III candidate, ODM-201, 

which shows potential in pre-

venting progression to metasta-

sis among patients whose cancer 

remains localized.  
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And we are testing a PI3K 

inhibitor that trial data indicates 

might be useful against third-

line follicular lymphoma.  

Putting it another way, Bayer 

is much more than aspirin. We 

intend to leverage all the assets we 

have in our three core fields —

plant, animal and human health. 

Bayer, alone among its peers, is in 

a unique position to do that.   

You will also see a much 

stronger approach to building 

our management team and their 

capabilities. This conforms to 

our existing commitment to 

make sure Bayer remains a great 

place to work. We make invest-

ments in people for the long-

term, as long lead times are the 

reality in this industry.

PE: Reaching out to others seems 

to be an important value for you 

as a leader.    

 DABLE: It certainly is. Right from 

the time I came to the US, I made 

it a priority to listen to our cus-

tomers. Today, I have a meeting 

with a disease advocate to hear his 

view about dealing with patients 

with prostate cancer. What are the 

gaps in care and how do we fill the 

spaces where presently there are 

zero options for pharmacology? 

What specialized services can we 

provide that will foster a better 

patient experience with drug ther-

apy? For example, together with 

a leading VC firm, Versant Ven-

tures, we have  invested in a start-

up called Inception 4 to expand 

our footprint in ophthalmology 

by looking at opportunities where 

the unmet medical need is very 

high. One example is childhood 

blindness, where there are no 

pharmacology solutions available 

today. These are deep conversa-

tions and they are designed to pro-

duce a result—for patients. 

PE: What is your perspective on 

the role of teams in achieving 

operational excellence within the 

organization?   

DABLE: I spend a good deal of 

time monitoring the work con-

ducted by our commercial 

teams. I see my task as setting a 

clear direction on goals and 

objectives, while standing back 

to bit to ensure the groups can 

think creatively and experiment, 

even if that means challenging 

the status quo. It’s this balance 

between the two aims that we 

want our teams to strive for.

PE: In addition to investing for 

growth, are there any major initia-

tives underway to reduce costs? 

DABLE: Finding efficiencies on 

the operating side is an ongoing 

priority. But, outside of what we 

continue to expect from all of our 

managers in holding down costs, 

there are no specific initiatives 

that we feel are necessary at this 

time. My focus is on successfully 

introducing new assets to the 

market, maintaining our posi-

tions around existing products 

and listening carefully to patients 

and other stakeholders to find 

additional ways to serve custom-

ers and improve our competitive 

positioning. 

PE: Can you identify a possible 

“disruptive innovation” that might 

impact the biopharma business 

model in the next five years? How 

might Bayer plan to address it? 

DABLE: The good news is that 

there are many such innovations 

to choose, as we work in an indus-

try that thrives on innovation and 

applies it to meeting serious unmet 

medical needs. The challenge for 

the industry is to keep pace with 

the accelerating scientific progress 

or preferably to be a bit ahead of 

it. For example, I am particularly 

excited about the possibilities of 

gene therapy. 

In December 2015, Bayer 

entered into a partnership with 

CRISPR Therapeutics to investi-

gate the development of gene-

based medicines for patients with 

serious blood disorders, eye dis-

eases and cardiovascular condi-

tions based on the CRISPR/Cas9 

technology—a novel approach 

that allows detection and correc-

tion of genetic mutations, opening 

a new avenue to cure disease.  

Blood, eye and heart diseases are 

areas in which Bayer is already 

focused, and so we plan to com-

bine our knowledge and experi-

ence in these areas with the 

CRISPR/Cas9 technology and the 

existing expertise from CRISPR 

Therapeutics. 

I’m also enthusiastic about 

our partnership with Dimen-

sion Therapeutics, based in 

Cambridge, MA, for the devel-

opment and commercialization 

of a novel gene therapy for the 

treatment of hemophilia A. 

Dimension’s technology allows 

for systemic intravenous admin-

istration of the clotting factor 

gene in vivo, which has been 

shown in preclinical studies to 

target the liver, resulting in 

long lasting expression of the 

factor VIII protein at therapeu-

tic levels. A lot to be excited 

about.  

WILLIAM LOONEY is 

Pharm Exec’s 

Editor-in-Chief. He 

can be reached at 

william.looney@ubm.

com

“Bayer is much more than aspirin. We intend to 

leverage all the assets we have in our three core 

fields – plant, animal and human health.” 
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ANUSHA BALA 

is Global Head of 

Regulatory Affairs at 

Novella Clinical. She 

can be reached at 

abala@novellaclinical.

com

T
he European Medicines 

Agency (EMA) has 

launched an innovative 

new scheme to enable 

“PRIority MEdicines (PRIME)” 

to be developed quickly within 

Europe by facilitating closer 

collaboration between EMA 

expert committees and sponsor 

companies .  PR IME is an 

advancement in European regu-

lation of medicines. This pro-

gram will bring the European 

Union (EU) closer to the FDA 

by facilitating early patient 

access to innovative medicines. 

PRIME, coupled with the new 

Clinical Trials Regulation, means 

Europe will secure its position as 

a key player for innovative med-

icines research. This article high-

lights several accelerated review 

pathways in the EU and US and 

discusses how they have evolved 

to benefit patients.

EU accelerated 

pathways

A key factor for entry into 

PRIME is a company’s ability 

to demonstrate that its investi-

gational treatment will improve 

a patient’s quality of life based 

on early clinical development 

data. The scheme consolidates 

the existing pathways for accel-

erated review of medicinal 

products in Europe, which 

include: accelerated assess-

ment, conditional and excep-

tional marketing authoriza-

t ion ,  compas s ionat e  u s e 

programs, and the adaptive 

pathway to faster access.

The European accelerated 

assessment of medicines reduces 

the review time within the cen-

tralized procedure  for medi-

cines designated by EMA to be 

of major public interest or a 

therapeutic innovation. Under 

the existing accelerated assess-

ment pathway in Europe, com-

panies approach the EMA at 

least six months before their 

marketing authorization appli-

cation (MAA) is submitted to 

hold a pre-submission meeting 

to discuss their application 

strategy and again two to three 

months before their application 

is submitted. 

This initiative has not been 

enough on its own to drive 

access to medicines for patients 

with an unmet medical need, 

and very few products have suc-

cessfully used this route in 

Europe, which may be due to its 

complexity and the regulatory 

expertise required to navigate 

the process.

The conditional marketing 

author i zat ion   pathway in 

Europe is for products that 

treat, prevent, or diagnose seri-

ously debilitating or life-threat-

ening diseases; or are used in 

emergency situations; or for 

orphan products. In this pro-

cess the applicant must demon-

strate a favorable benefit-risk 

ratio and will commit to pro-

vide additional data to EMA on 

a yearly basis. A sponsor is able 

to discuss the possibility for 

condit ional approval with 

EMA early on in the product’s 

development via scient i f ic 

advice or protocol assistance. 

The Committee for Medicinal 

Produc ts for Human Use 

(CHMP) can suggest a sponsor 

adopt this approval route if 

they feel it is justified. The 

sponsor will eventually provide 

all the data required for a full 

dossier post-approval, which 

differs from an exceptional cir-

cumstances M A A that i s 

reviewed annually and does not 

require a full dossier of data. 

Conditional authorization has 

not been used by many compa-

nies as a route to market.

The EMA also presides over 

compassionate use programs 

(CUPs) in the EU for sponsors 

to make products available 

without an authorization for 

patients who have no other 

form of treatment and who 

cannot enter clinical trials. 

CUPs are governed by different 

member states in Europe, 

which separately may ask EMA 

to provide an opinion on how 

to establish a CUP for a prod-

uct on a national basis. There 

are currently only five ongoing 

CUPs within Europe that have 

sought an EMA opinion; how-

ever, there are more in opera-

tion nationally. CUPs are not 

well publicized and may not be 

available to all patients who 

could benefit from them.

The EMA has an adaptive 

pathway pilot program in oper-

ation, which predates PRIME. 

The program was developed 

from the ADAPT SMART con-

sortium in Europe to promote 

‘PRIME’ Time for 
Medicines in the EU
A look at how Europe’s new accelerated drug approval 
scheme can move existing review pathways to something 
better—and take a page from the FDA experience as well

Continued on Page 65
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Sanofi is a global life sciences company committed to improving 
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A TRADITION OF RESILIENCE PART II

“Life expectancy has steadily increased in Italy for many years, and as the birthplace of the Mediterranean diet, it has long been 
known as a country where people live long lives… this makes Italy one of the oldest populations in the world, which brings with it a 
signifi cant burden of chronic disease,” says Stefano Folli, CEO of Philips in Italy. A country which has long prided the universality 
and quality of public healthcare, Italy faces signifi cant healthcare sustainability concerns, and signifi cant steps have been taken to 
contain costs. Such steps have not been without downsides, as Giorgio Milesi, VP for Southern Europe at J&J Medical, highlights 
that “in 2015, the life expectancy of Italians decreased for the fi rst time since WWII.… In fact, this may be one of very fi rst signals 
of how changes made during and following the 2008 fi nancial crisis have impacted the health of the Italian population.” Looking 
forward, how can Italy protect the universal healthcare system, maintaining its high quality standards and ensuring its survival for 
the next generation? Folli’s response is simple; “to meet Italy’s healthcare needs, the Italian healthcare system will have to learn 
to do more with less.” Certainly, innovative healthcare and life science solutions can play a role in achieving this ambitious feat.

Italy
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RETHINKING PROVISION MODELS

With pharmaceuticals accounting for under 15 percent of 

healthcare spending in Italy, and medical devices between 

five and six percent, there is far more opportunity for sav-

ings within the healthcare system itself than through negoti-

ations with the life science industry. KPMG partner Alberto 

de Negri explains that “we have so many areas we can do 

better with less,” for instance, by bringing all Italian hospi-

tals owned by independent trusts into compliance with cer-

tain minimum efficiency parameters, we believe as much as 

EUR 2 billion worth of savings could be generated.”

Health Minister Beatrice Lorenzin also identifies signifi-

cant slack in the system.”There is ample scope to reverse 

costs by bringing patients to hospital only when necessary, 

or for acute moments of the disease and by rationalizing 

spending on defensive 

medicine in which 

physicians prescribe 

excessive treatment 

and which alone costs 

the country as much 

as EUR 13 billion per 

annum,” she affirms.

Significant gains 

in efficiency can 

further be achieved 

through reducing the 

spread of healthcare 

procedures across 

many small facili-

ties, and promoting 

their concentration 

within centers of ex-

cellence. J&J Medi-

cal’s Milesi explains 

that “at present, we 

have hundreds of 

hospitals carrying out just a handful of procedures of a 

given type per year,” while “studies have shown that there 

are significant improvements in efficacy and safety of such 

procedures when carried out at a specialist facility where 

at least 60 of said procedures are carried out per year.” 

As such, he argues that it is “statistically safer and more 

efficient when expertise and healthcare services are concen-

trated in centers of excellence. For patients there are ben-

efits in terms of recovery time, less adverse consequences, 

and shorter hospital stays, which are naturally also better 

for healthcare budgets.” 

Philips’ Folli believes that technology can play a sig-

nificant role in improving the efficiency of the health-

care system and organizes such opportunities “around 

two trends: the continuing industrialization of care in 

healthcare facilities, and separately of the consumeriza-

tion of healthcare into people’s homes via mobile health 

and home care solutions.” Within the context of health-

care facilities, Folli contends that “to make smart deci-

sions in resource allocation, you need good information; 

this means good quality data that is well analyzed to 

extract actionable information.” While, “a lot of data is 

already collected and available in Italy, the collection of 

this data is very fragmented” and “as such the inputs for 

data analytics techniques are not of great quality.” Most 

importantly, information is not yet shared across devices 

and platforms in real time. Predictably, Folli concludes 

by saying that “Philips can help to collate, leverage, and 

analyze this data in a more rational fashion through our 

HealthSuite Digital Platform, and help actors to extract 

reliable and actionable information to drive smart health-

care management decisions.”

Investing in improving data collection and management 

within the Italian healthcare system could have significant 

impacts on the medical device industry as well. According 

to Luigi Boggio, president of Assobiomedica and manag-

ing director for B Braun, this is because at present Italy 

does “not have any central way of measuring the cost and 

effectiveness of our technology. We are missing a nation-

al system to evaluate the benefits of our products, which 

is quite frankly a nightmare, because regions are free to 

decide whether any given medical device is beneficial for 

Beatrice Lorenzin, minister of health; 

Walter Ricciardi, president, ISS

Stefano Folli, CEO, Philips Italy, Israel 

& Greece; Luigi Boggio, president, 

Assobiomedica, & managing director, 

B Braun

HEALTHCARE PUBLIC SPENDING  

CUMULATIVE % CHANGE 2009-2014

(*) territorial + hospital, excluding payback
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Think Innovation. Feel Life.®
GRÜNENTHAL is a leader in pain therapy innovation. Founded 70 years ago, the German 
pharmaceutical company reached 1.2 bn € revenues in 2015 and sustainably invests on average 
20 % of revenues in research and development – every year. 

Grünenthal concentrates on selected fields of pain therapy as well as state-of-the-art technologies. 
We intensely focus on discovering new ways to treat pain better and more effectively, with fewer 
side effects. 

We at Grünenthal are committed to find innovative therapeutic solutions, to provide medical 
education as well as to support awareness-raising initiatives aiming at the public and specialists: 
By delivering true benefits to patients we want to enable them to live a normal, nearly pain-free 
life again!

The people working at Grünenthal are our main resource. Our team of highly motivated, talented 
and dedicated people follows one common objective: To offer the patients who suffer from pain 
innovative therapies to improve their quality of life. 
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their citizens.” While the Italian medicines agency AIFA 

exists to study the impact of innovative medicines, Italy 

lacks no such authority to oversee valuing medical devices 

and technologies, and Boggio says “the tendency is to as-

sess innovation as an additional cost.” The association has 

made some progress, as Boggio explains they have “had 

long discussions with the Minister of Health, a roundtable 

with medical professionals, pharmacists, institutions and 

the industry to find procedures with which we can measure 

and evaluate the benefit of new technologies, which will 

ultimately influence reimbursement decisions.” 

DIGITAL DISRUPTION

Many private sector stakeholders see mobile health and tele-

medicine technologies as a great tool to cut costs through 

promoting community and homecare solutions and reduc-

ing patient visits to medical facilities. Folli highlights one 

study from the UK and Netherlands where “they have suc-

cessfully reduced the percentage of readmissions for pa-

tients with certain chronic diseases by roughly 70 percent,” 

by enabling “doctors to check on patients remotely with 

data collected in the home, relayed via mobile health tech-

nologies to their physician at the hospital who could then 

give feedback.” Yet, according to ResMed’s commercial di-

rector Nadia Cortesi, thus far “telemedicine, a key differ-

entiator in tender processes, is not yet used widely in Italy 

due to the expense.” 

She explains that 

while “hospitals and 

patients are very in-

terested in getting 

access to telemedi-

cine, and conceptu-

ally people know it 

will likely reduce 

costs holistically in 

the long run,” unfor-

tunately “payers are 

not very open to making the necessary investments today.” 

Indeed, KPMG’s de Negri concurs that “institutions are of-

ten reluctant or anyways slow to take innovation as an op-

portunity to change the way diseases are treated,” however 

he also argues that life science companies can do more to 

“adjust their ‘global’ value propositions to the local situa-

tions and to become an actor in national/regional discus-

sion about the improvement of the whole “value chain” of 

the treatment of diseases.” 

ResMed, who produce innovative devices to treat respi-

ratory pathologies such as sleep apnea and COPD, is do-

ing just that. Cortesi underscores that her primary goal is 

to “help the public administration to understand that they 

need to think for the long-term, which they are not doing at 

the moment.” First, ResMed has more than validated their 

value proposition by conducting “long term clinical trials 

and health economics studies that demonstrated that pa-

tients treated with high performance devices exhibit lower 

rates of re-hospitalization and less prevalence of correlated 

diseases,” and is currently “conducting studies in conjunc-

tion with our headquarters to demonstrate conclusively and 

precisely the benefit our telemedicine solutions can bring to 

healthcare providers, hospitals and patients.”

However, the firm is also striving to have an impact on 

how sleep apnea is handled in Italy in general. Cortesi ex-

plains that her main task is “to increase awareness, but we 

cannot do it as ResMed alone; it requires a cooperative ef-

fort involving all stakeholders,” and ResMed is “leading 

this effort [to coordinate different stakeholders], and has 

started interacting with select companies, sharing a plan 

of awareness with support of the scientific societies.” Sec-

ond, she is arguing for stakeholders “to change and sim-

plify the way tests are administered giving access through 

for example mobile solutions,” because at present “patients 

seeking a diagnostic test, a polysomnography, they have to 

wait in some cases even eight months,” which is certainly a 

contributing factor behind the fact that “70 to 80 percent 

of people [with sleep apnea] are not diagnosed.”

Some headway is being made, as Cortesi asserts that 

while “the Ministry of Health has not seen sleep apnea as 

a priority, as companies in this segment have been able to  

Nadia Cortesi, commercial director, 

ResMed; Dario Guidi, head of 

healthcare and medical equipment 

division, Samsung

TIME OF ACCESS TO NEW MEDICINES

Time elapsing between EMA’s MAs and availability

Source: Farmindustria.
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ResMed changes lives with award-winning medical devices and cutting-edge 
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100 countries. 
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increasingly demonstrate the cost re-

sulting from not treating sleep-disor-

ders effectively, they starting to consid-

er it a much higher priority.” So far it 

has been “somewhat easier to convince 

the authorities to invest in our products 

for chronic patients who depend on our 

products in their day-to-day life,” ac-

cording to Cortesi. However, it seems 

that convincing the authorities to go 

with innovative respiration products is 

a barrier that Resmed must overcome 

before investing significant resources 

in persuading institutions to subscribe 

to telemedicine monitoring services. 

For hospital IT solutions and digi-

talization in general, Dario Guidi, 

head of Samsung Italy’s healthcare 

and medical equipment division, ex-

plains that “Samsung is working 

to drive digital transformations in 

healthcare everywhere, especially in 

countries facing significant health 

spending sustainability challenges,” 

as such technologies can drive signifi-

cant gains in operational efficiency. 

However, Guidi sees a barrier in Italy 

which “is that most stakeholders have 

only a general understanding, not spe-

cific knowledge of how implementation  

[of integrated digital solutions] would 

proceed, and what tangibly it would 

change.” As such, he explains that 

Samsung has “a collaboration with the 

Humanitas Group, the most important 

private health group in Italy, to digitize 

a hospital that will serve as a model and 

showpiece going forward.” This show-

piece facility will provide a much need-

ed tangible example of how innovative 

medical technologies can revolutionize 

the way medical facilities and the pro-

fessionals within them can function. 

There are other approaches to en-

couraging investment in medical tech-

nologies, namely public-private part-

nerships, and innovative outcome-based 

or risk-sharing agreements as seen with 

increasing frequency in the pharmaceu-

tical sector. Marco Campione, presi-

dent and CEO of GE Healthcare Italy, 

explains that “the healthcare system in 

Italy is asking for help, being squeezed 

by growing demand, finite resources, 

poor quality and the worst economy for 

50 years. That is why we developed the 

outcome-based approach to help the na-

tional healthcare system with very par-

ticular issues, entering risk- and profit-

sharing agreements.” He argues that 

“companies like GE, that have a sound 

Alexander Zehnder, president & 

managing director, Sanofi; Luca Pani, 

director, AIFA
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financial background can afford to enter these kinds of agree-

ments to help the country’s health system effectively,” and are 

an effective mechanism to help improve patient access to in-

novative diagnostics and therapeutic devices.

Nor is digital disruption just about the big ideas with lots 

of bells and whistles. Even comparatively simplistic digital 

interventions can trigger a high impact. “Wastage [in con-

ventional healthcare systems] stemming from a lack of trans-

parency, mismanagement and technological deficiency can 

be starkly contrasted with the efficiency digital healthcare 

models,” affirms Health Minister Lorenzin. “As much as 

EUR 2.2 billion can be saved just through the digitalization 

of health records, the roll out of the electronic health card 

and the dematerialization of prescriptions” she asserts.

REDISCOVERING JUSTICE 

Addition through subtraction is a theme 

that can be seen throughout the sector, 

and indeed, across all of Europe. Cost 

containment measures have put down-

ward pressure on prices for pharmaceu-

ticals and medical devices, which has 

in turn “placed strong pressure on our 

industry to change,” according to J&J 

Medical VP Giorgio Milesi, motivat-

ing the adoption of new models, strate-

gies, and even research methodologies. 

Perhaps more significantly, as both the 

public and private sectors adapt and 

evolve to better face the realities of tomorrow, relationships 

between stakeholders are changing significantly. 

“In Italy there is a never-ending conflict between regional 

and central governments. The central government is progres-

sively trying to decrease the independency of the regions but 

resistance is very high,” says Luigi Boggio, president of As-

sobiomedica and managing director for B Braun. Both na-

tional and regional institutions are constantly negotiating 

with the private sector, and until a few years ago dialogue 

between industry and government was at times nonexis-

tent. This is to say that Italy’s healthcare sector is slightly 

behind of the rest of Europe in terms of cooperation and 

collaboration between different parts of the industry. Ac-

cording to Rodrigue Schübelin, partner and pharma and life 

science lead for PwC in Italy, “Italy is behind its peers. This 

is reflected within PwC’s organization as well; in countries 

like France we have established integrated healthcare and 

pharmaceutical practices, whereas in Italy we have separate 

teams, reflecting the sectors’ structure.”

A key feature of the Italian healthcare sector is its 

highly fragmented structure, administered under 21 re-

gional authorities. This fragmentation has significant 

consequences in terms of coordination, standardization, 

and efficiency as “in terms of funding, the central state is 

providing the regions with their budgets, but the regions 

decide to a large extent how that is allocated, and that 

introduces an uncertainty to the market,” according to 

Thibaud Eckenschwiller, VP and MD for Ipsen Italy. He 

continues saying that “as a consequence, it is inevitable, 

and to a certain extent this is already visible today, that 

you have differing levels of care available to you depending 

on where in the country you live. Clearly this is contrary to 

what a national healthcare system should be about.”

Mario Marazitti, member of the chamber of deputies and 

president of the XII Social Affairs Commission, affirms Ecken-

schwiller’s comments, saying that “the fragmentation inherent 

Rodrigue Schübelin, partner and pharma lead, PwC Italy; 

Alberto de Negri, partner, KPMG; Ermanno Buratti, former 

general manager, Astellas

Thibaud 

Eckenschwiller, 

vice president 

& managing 

director, Ipsen
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to such a regionalized set-up tends to ad-

versely impact the equality of treatment 

received.” He cites data which “demon-

strates that there is a 10 percent chance 

of receiving inappropriate treatment in 

the Aosta Valley and 20 percent chance in 

Lombardy and South Tyrol, but then the 

probability rises as high as 30 percent for 

regions like Lazio, Molise, Abruzzo, Sar-

dinia, and Calabria.” As such, he believes 

that “rationalizing public health partly 

entails making the system more just. It is 

important that we rediscover the values 

of ‘universality’ and ‘justice’ and enshrine 

them in any reforms that we enact.” 

Wheels are in motion that are likely to 

drive some degree of convergence between 

regions over the coming years. Compared 

to a few years ago, KPMG partner Al-

berto de Negri claims that “today, the 

central government has more control over 

financing and is setting a common meth-

odology for the regions, which can be ap-

plied even at a sub-regional level, which 

ensures hospitals (as a starting point) can 

have a balance between cost and revenues 

and a good level of clinical outcomes.” 

Moreover, potential constitutional re-

forms which will be going to referendum 

in October 2016 may significantly impact 

the balance of power between the central 

government and regions, and consequent-

ly, the likelihood of a recentralization of 

healthcare administration. 

TO ENGAGE, OR NOT TO 

ENGAGE?

Regional fragmentation is perhaps the 

most significant factor that defines how 

the industry engages with public sec-

tor stakeholders in Italy. As president of 

Farmindustria Massimo Scaccabarozzi 

explains “the problem is not the lack of 

a national system,” as Italy has robust 

and capable national healthcare institu-

tions, but rather that it is that even “af-

ter receiving approval from the national 

government, we cannot start selling” in 

the regions; a clear example of a lack of 

coordination. In the long run, “the only 

way to improve this is to centralize the  

regulation of pharmaceuticals.” 

In a pharma market defined by tight budget controls and 

one-to-two year market access timelines, specialty and 

niche strategies can be quite effective. Giovanna Labbate, 

country manager for Gedeon Richter, explains that the com-

pany “started in 2011 with only one product, the Belara 

contraceptive,” and is working to make “Gedeon Richter the 

point of reference for women’s health in Italy.” In pursuit of 

this goal, Labbate has focused her team’s “knowledge and 

experience in this specific sector,” and details that since 

the beginning, “our medical director was a gynecologist,” 

and when she “added up the combined number of years 

of experience that our staff has in gynecology across all 

departments – regulatory, sales, and market access – it 

came out to more than 220 years!” Her team has also rolled out a portfolio to 

support “women from adolescence to maternity and through to menopause.”

Breaking into the Italian market with an innovative product proved more 

challenging however. “There were questions about the launch of ESMYA, 

which proved difficult with AIFA,” says Labbate, but after much hard work “we 

eventually launched it in September 2014 as an innovative product and our 

first to be reimbursed in Italy.” This marked a turning point for the affiliate 

“because it was proof that we were a completely different company,” accord-

ing to Labbate; “it is the most innovative product in the gynecology field – a 

product that addresses the cure for fibroids.” She concludes that “launching 

this product certainly helped the identity of the company and gave doctors a 

strong degree of confidence in our portfolio,” helping to establish the firm’s 

leadership in the women’s health segment. 

Unrelated to women’s health, since 2009 Grünenthal has implemented their 

“strategy to renew our portfolio in pain management and 

focus on becoming a pain specialist,” explains the re-

gional manager for south Europe and the Nordics Thilo 

Stadler. With a “solid group of products that were the 

foundation for us to grow from, among which was a pain 

reliever for cancer patients,” Stadler explains that Grü-

nenthal has “managed to truly establish ourselves in the 

pain segment.” In part, their efforts were supported by 

and “concurrent with the 2010 implementation of Law 

38 in Italy which states that every Italian has the right to 

proper pain treatment,” and as Italians had traditionally 

been largely resistant to the use of pain killers even when 

warranted, Stadler argues that “this created a favorable 

environment for us to grow our market here.” The growth was significant, and 

now “Italy contributes 20 percent of the group’s total profit in the European 

market,” based on revenues of more than EUR 100 million. In addition, Grü-

nenthal’s Italian manufacturing operation Formenti, “is responsible for pro-

ducing 11 out of 12 of our mature products.”

Going forward, Grünenthal has a variety of initiatives to expand their posi-

tion in the pain management segment. First, given the potential offered by re-

cent global partnerships signed with MSD and Takeda, Stadler’s goal “for this 

year to make EUR 50 million more in the Italian market.” Moreover, Stadler 

explains that Grünenthal is preparing to launch a unique drug-device combo 

“for post-operatic pain, which we hope to place in hospitals soon,” and will al-

low patient who are “are typically undertreated after surgery because they are 

dependent on calling a nurse,” to get pain relieve “by simply pressing a but-

ton.” Moreover, he enthuses that this “offers patients a slightly higher level of 

independence,” and he believes that “it as a truly revolutionary product, which 

will be initially launched in France, then Germany and Italy.”

Seeking out the niches

Giovanna 

Labbate, general 

manager, Gedeon 

Richter

Thilo Stadler, 

regional manager 

for south Europe 

and the Nordics, 

Grünenthal



One Smile at a Time
Transforming Lives,

Every 3 minutes, a child is born with a cleft lip or cleft palate 
and may suffer from torments, malnourishment and difficulty 
with speech. It takes as little as 45 minutes to repair a cleft 
lip and/or cleft palate. It is estimated that billions of people 
lack access to basic surgical care. Billions more lack access 
to safe and well-timed surgery.1 Access to surgery through an 
organization like Operation Smile can transform their futures.

Johnson & Johnson has partnered with Operation Smile since 
1988, contributing nearly $25 million in financial and product 
donations to bring safe, effective and well-timed surgeries 
to the most vulnerable in our world. Employees around the 
world are engaging in voluntary, employee-driven fundraising 
campaigns or are donating their time on medical missions. In 
May 2015, the company committed $25 million in financial 
and product contributions to Operation Smile over the next 
five years.

1. Source: http://www.operationsmile.org/surgery/global-need
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About Operation Smile
Operation Smile is an international medical charity that has 
provided hundreds of thousands of free surgeries for children 
and young adults in developing countries who are born with 
cleft lip, cleft palate or other facial deformities. It is one of the 
oldest and largest volunteer-based organizations dedicated to 
improving the health and lives of children worldwide through 
access to surgical care. Since 1982, Operation Smile has 
developed expertise in mobilizing volunteer medical teams 
to conduct surgical missions in resource-poor environments 
while adhering to the highest standards of care and safety. 
Operation Smile helps to fill the gap in providing access to safe, 
well-timed surgeries by partnering with hospitals, governments 
and ministries of health, training local medical personnel, and 
donating much-needed supplies and equipment to surgical sites 
around the world. Founded and based in Virginia, U.S., Operation 
Smile has extended its global reach to more than 60 countries 
through its network of credentialed surgeons, pediatricians, 
doctors, nurses, and student volunteers.

Imagine a world where no child suffers 

from lack of access to safe surgery. 

Since 1988 Johnson & Johnson 

has partnered with the international 

medical charity Operation Smile 

which provides free surgical 

procedures for children and young 

adults born with cleft lip, cleft palate 

and other facial deformities.
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However, other factors influence 

companies’ go-to-market and stake-

holder engagement models, includ-

ing significant downward pressure on 

prices, increasing demands for real 

world data and robust pharmacoeco-

nomic studies, and of course global 

trends around patient-centricity, digita-

lization, and global health. Significant 

changes have already been made to 

adapt to market conditions, and Alex-

ander Zehnder, president and MD of 

Sanofi, explains that “the future is go-

ing to be about deploying much smaller, 

specialized, and medically prepared 

sales forces, while enlarging the internal 

expertise in market access and govern-

mental affairs. Within Sanofi we are al-

ready well underway reconfiguring our 

teams to reflect emerging realities. In the 

past couple of years, we have more than 

doubled our market access and govern-

ment affairs departments by bringing 

in capabilities.” In a similar vein, J&J 

Medical has reconfigured their organi-

zation and “created a new regionalized 

market access structure, such that we 

have a market access director for each 

region, or group of smaller regions, who 

coordinate all of our activities with in-

stitutional stakeholders in the political 

and healthcare administration sphere,” 

according to J&J Medical’s VP for 

southern Europe Giorgio Milesi. These 

activities range from public and profes-

sional educational programs, to initia-

tives to eliminate the need for hospitals 

to maintain significant inventories, and 

a variety of campaigns to help reduce 

holistic treatment costs of targeted pa-

thologies, alongside pricing and reim-

bursement discussions. 

On another front, under pressure to 

accommodate price reductions Milesi 

has “implemented a new go to market 

model here in Italy,” which has helped 

J&J Medical “improving efficiency and 

facilitating a cut in prices.” This new 

model brings the 

concept of patient-

centricity into sur-

gical equipment 

portfolios, as Milesi 

explains that “pre-

viously, all medical 

device companies 

organized their 

marketing and 

sales forces around 

product based busi-

ness units. As such, 

multiple product specialists would visit 

a given surgeon, each promoting a dif-

ferent product line that they might use 

in their procedures… To reduce the du-

plication of efforts and transfer the fo-

cus of our strategy from our products to 

the needs of the surgeon, and by exten-

sion patient, we reorganized our teams 

around specialty areas.” Aside from im-

proving efficiency by reducing the num-

ber of visits made to a given surgeon, 

Giorgio Milesi, 

area VP, 

developed 

markets south, 

J&J medical 

devices, EMEA
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In a crowded and competitive Italian 

manufacturing environment, E-Phar-

ma Trento has managed to distin-

guish itself by continuously investing 

into the development of new ideas 

with the purpose of turning these 

into patents, particularly in the de-

velopment and production of niche 

oral delivery forms, such as soluble, 

effervescent, chewable and orally-

disintegrating. This effort has paid 

off: in 2013 E-Pharma Trento won the 

1st prize at CPhI for the best packaging innovation for a 

special kind of blister for very fragile tablets. Innovation 

and collaboration are key pillars to E-Pharma’s success. 

“We collaborate with big pharmaceutical companies be-

cause they see us as a partner not as a competitor”, 

says Andreatta. The general director and CEO is proud of 

the fact that E-Pharma is a reliable manufacturing com-

pany that can meet the increasingly complex demands 

of big pharma, especially given short turnaround cycles. 

Next to pharmaceuticals the company is also active in 

the nutraceuticals segment, which requires and equal  

level of detail and quality and has become progressively 

important over the last few years. Besides developing 

and manufacturing for partners, Andreatta is thinking 

about a more extensive business model for the future 

of the company: “In the mid-term, we can offer inno-

vations for new therapeutic needs. For the long-term 

future, we are considering developing new patented 

products and producing them exclusively.” This future 

also includes geographical expansion. While currently 

70 percent of E-Pharma’s revenue is generated in Italy, 

Andreatta is very precise about the company’s direction 

abroad: “Our main focus is international expansion and 

we know that the future of our business is abroad”, he 

declares. In addition to presence in Australia and South 

Africa, he wants to primarily focus on new markets, in-

cluding Vietnam and Brazil. Pushing the award-winning 

business with new formulations, new technology and 

new products, Andreatta wants to build something truly 

different in these markets. 

Effervescent innovation in Trento

Paolo Andreatta, 

general director 

& CEO, E-Pharma

E-PHARMA TRENTO S.p.A

Via Provina 2. 38123. 

Trento - ITALY

T. +39 0461 922818 

M. info@epharma.it

Your reference 

in the study, development 

and production of niche 

oral delivery forms

Always researching to create solutions 

TO KNOW MORE VISIT 

www.e-pharmatrento.com
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representatives special-

ized in a given thera-

peutic area rather than 

around a product line 

are able to develop spe-

cific knowledge regard-

ing common procedures 

in that specialty, and 

thus better “engage with 

surgeons on certain in-

sights of how a particu-

lar product could impact a given procedure.” This model, first 

developed in Italy, “has been exported to and adopted in many 

other J&J affiliates – and is starting to become the industry 

norm,” according to Milesi. 

Still, the blunt reality is that, as Astellas’s former gen-

eral manager Ermano Buratti puts it, “our system in Italy 

does not, in many respects, afford us the same possibili-

ties other European affiliates have. He provides the ex-

ample that “two of our most important products concern-

ing functional urology, which are reimbursed in Europe’s 

other main countries, are not reimbursed in Italy,” say-

ing that “this immediately puts us on a different scale in 

terms of possibilities for growth.” However, Buratti does 

highlight certain positive aspects to the situation, based 

on the fact that the Italian affiliate has “had to develop 

very different methods of managing the pricing and reim-

bursement processes for the approval of new drugs.” He 

explains that “I had never previously heard of a pay-by-

use system for the reimbursement of a drug,” yet it seems 

“that in the future, these processes which the country has 

developed will be adopted on a more global scale; so de-

spite the fact that we, as an affiliate, are suffering right 

now due to not being able to obtain the best price for 

our products, our experience with the system in Italy can 

make our group aware, at a global level, of possible future 

approaches to pricing and reimbursement.”

For their part, the national government is aware that there 

is much they can do improve relations with the life sciences 

industry, one of the best performing sectors throughout the 

recession, and already significant efforts have been made in 

this regard. Walter Ricciardi, president of the Italian National 

Institute of Health (ISS), admits that Italy has “had difficul-

ties in the past in creating the right eco-system for attracting 

investment, and one of the issues standing in the way of that is 

our bureaucracy.” Ricciardi says that “we are aware that our 

bureaucracy is one of the worst,” and that while such bureau-

cracy has helped to control Italy’s spending, he contents that 

Fabrizio Chines, executive chairman, 

Sifi; Marco Ruini, VP CFO & LATAM, 

Bomi Group 
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providers of health-

care products today, 
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Leading Italian CDMO Doppel, which 

counts five of the world’s top ten big-

pharma players amongst its clients, 

has a new lease of life after UK based 

Trilantic Capital Partners acquired 90 

percent of the firm’s equity in October 

2015, and has committed to invest-

ing additional capital to help drive 

the firm’s expansion. CEO Giuseppe 

Cassisi enthuses “Trilantic very much 

considers Doppel to be a strong base 

in the CDMO industry that can be built upon through or-

ganic growth, investment in greenfield facilities, and the 

acquisition of other businesses in the CDMO industry,” 

and more importantly the fund “has more than just finan-

cial objectives for their investment in Doppel, but rather 

a clear industrial vision for what Doppel can achieve with 

their support.” Cassisi further explains “for a private eq-

uity fund, they have expressed a willingness to be involved 

with Doppel for a significant period of time, at least five to 

seven years, so we will have the time and support to ex-

ecute substantial investment plans and expansion strate-

gies with the goal of growing in terms of size and presence 

across diverse geographic regions.” 

Plans are already being laid, and 

Cassisi asserts that “our first prior-

ity will be to begin construction of a 

new facility with certain capabilities 

that we feel will be necessary if we are 

to become a ‘first tier’ CDMO at the 

global level.” Doppel already has two 

production facilities in Italy, but would 

like to “invest in the injectable field, 

specifically in capabilities relevant for 

small to medium volume biotech prod-

ucts; vial fill and finish technology, pre-filled syringes, and 

lyophilization.” He sees this as an area of opportunity as 

“we see the global pharmaceutical market trending away 

from large volume small-molecule drugs with large patient 

populations and towards biotech drugs with small target 

populations and thus low-volumes, but high prices.”

In addition to the construction of a greenfield facility, 

“the second priority will be identifying potential targets for 

acquisition that fit well with Doppel’s existing business 

and vision.” Cassisi explains that “while Doppel is proud 

to be a part of Italy’s exemplary pharmaceutical manu-

facturing community, we will consider acquisitions in any 

country with a well-developed and capable manufacturing 

industry, including the US, Canada, UK, Germany, France 

and elsewhere.” However, Cassisi stresses that “it’s im-

portant to recognize that significant organic growth pos-

sibilities still exist for Doppel; we have available capacity, 

can certainly expand the capacity of our current facilities if 

needed, and are always discussing new potential projects 

with clients.” 

Injecting private equity

Giuseppe 

Cassisi, CEO, 

Doppel

Paolo Lanfranchi, 

chairman, Doppel
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“we want to create an environment in 

which investors can come and be certain 

that their investments will be evaluated 

in a timely and sensible manner.” 

This bureaucracy is particularly 

problematic for innovators considering 

running clinical trials in Italy. Stefano 

Marini, president of the European CRO 

federation (EUCROF) and international 

representative for Association of Italian 

CROs (AICRO), explains that “we cur-

rently have around 100 ethics commit-

tees but, considering that we used to have around 300 ethics 

committees two years ago, there has been some advancement 

on this regard.” According to Marini, the repetition and cu-

mulative fees across these 100 ethics committees mean that 

“Italy has one of the highest activation costs in the European 

region” for starting a new clinical trial, and Ipsen’s Ecken-

schwiller explains that “when we have centers in Italy which 

we want to enroll in a clinical trial, we are competing with 

other countries,” and compared to Germany for instance 

where Ipsen gets “approval or refusal for a trial in three 

months … in Italy it can take up to a year.” Thus, while prog-

ress has been made, greater bureaucratic streamlining will 

be needed if Italy is to remain an attractive R&D investment 

destination; Farmindustria’s Scaccabarozzi believes that “the 

government can play a large role in allowing R&D to thrive 

over the next couple of years by streamlining the bureaucra-

cy.” With respect to clinical trials, such progress is likely as 

Marini explains that new “EU Clinical Trial Regulation will 

come into effect by October 2018, thus helping to homogenize 

clinical trial regulations across all EU,” which should help to 

improve Italy’s relative competitiveness. 

More generally, the overall relationship between indus-

try and government has improved dramatically over the last 

few years. Fabrizio Chines, executive chairman of Italian 

ophthalmology specialist SIFI explains that “there has been 

a significant shift in the government’s legislative stance to-

wards the pharmaceutical industry recently. Under previous 

governments our sector was seen largely as a target for cost-

containment during spending reviews, whereas now we are 

seeing some efforts to support innovation.” This shift can be 

seen in a number of recent policies, and Chines highlights 

that “the national government has introduced a specific fund 

for highly innovative drugs, has promised to reduce appli-

cable corporate tax rates, and has passed legislation to intro-

duce a ‘patent box’ to reduce the tax rate applied to income 

sourced from intellectual property.” 

SHOW ME THE MONEY!

“It is important to recognize that the backbone of the Ital-

ian pharma industry is composed of private, family owned 

companies,” says PwC partner Rodrigue Schübelin. “This 

is actually a significant competitive advantage in many re-

gards, as these companies do not have to answer to share-

holders every quarter and can act much more flexibly and 

decisively than their public counterparts.” However, he 

highlights that “the risk is that without that pressure, some 

companies may not challenge themselves to grow enough, 

or have a clear idea of where they should invest.” 

SIFI’s executive chairman Fabrizio Chines argues that 

“first of all, when family companies are growing in size, 

bringing in outside management capabilities is a must.” Italy 

is already in a good position in this regard, as “it has become 

increasingly common for family owned companies to be run 

by non-family CEOs,” according to Chines. Instead, he ar-

gues that “the more relevant issue at present is not that of 

management, but of investment capacity; some family com-

panies like Menarini and Angelini may have the critical mass 

necessary to compete effectively, but for others it is critical 

to consider equity financing to support innovative product 

development or M&A strategies.” SIFI is one such company 

that has “taken this step by securing equity funding from a 

leading Italian PE firm, 21 Investimenti,” and Chines argues 

that there are other “Italian companies [that] should look at 

opportunities to raise capital from PE or VC firms.” 

Massimo 

Scaccabarozzi, 

president, 

Farmindustria 
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“Today there are three to four million people in 

Italy living with diabetes,” says Costas Piliounis, 

VP for Novo Nordisk Italy. Reaching these pa-

tients is essential for Italy given the country’s 

spending sustainability concerns, as Piliounis 

says “if these people are not treated well, they 

will develop complications which will incur far 

heavier costs for society, the government and 

the individuals suffering from the disease.” 

Thus, Novo Nordisk is “always looking for part-

nerships, and for us the latter must be a true col-

laboration grounded on a common goal, which is 

the fight against diabetes,” according to Piliounis. One area for part-

nership with the Italian health authorities is the expansion and con-

solidation of patient registries, as he adds that he would “like to see 

an increased use of registries so that we can better understand the 

effectiveness of the products we are providing on reversing trends in 

the overall population.” Italy is of course a key market for Novo Nordisk 

and Piliounis notes that “we are the fourth biggest affiliate in Europe 

and have a healthy growth potential left for our business.” Moreover, 

“that growth potential is also being translated into reality, and we are 

contributing strongly to the overall growth of the group in Europe.” 

However, while Novo Nordisk may lead in diabetes today, significant 

competition is on the horizon. Eric Baclet, president and GM of Eli Lilly 

Italy, warns that “with the portfolio we have we believe that we will 

catch up to [Novo Nordisk] by 2020, and Italy is 

a good example of a country in which we believe 

that we can be very strong in this area.” Already, 

Italy is a major manufacturing hub for Lilly, which 

is “the only insulin producer in Italy,” according 

to Baclet, who further explains that “97 percent 

of our production at Eli Lilly Italy is exported to 

more than fifty countries worldwide,” and “Ital-

ian production sites provide 40 percent of the 

group’s global insulin requirements.” Baclet re-

counts that over “the last three years we have 

launched Tradjenta and Jardiance, which are 

both oral antidiabetics, together with our partner, 

Boehringer Ingelheim,” and that Lilly will “be launching Trulicity in the 

very near future… [and] also launching Abasaglar, the first biosimilar 

of Lantus.” He reiterates that “these are high-potential, best in class 

molecules, with extremely positive clinical trial feedback offering very 

significant improvements over existing treatments,” and argues that 

they will more than offset patent losses from products like Cymbalta. 

Of these innovative products, “Trulicity and Abasaglar, are being manu-

factured in Italy,” declares Baclet, explaining that this feat was “made 

possible by the more than USD 400 million invested in the site over 

the last ten years. This means that both from a global, and an Italian 

perspective, we are going to be in a position to provide a full range of 

treatments to diabetic patients, from oral treatment to insulin, and 

customized to what is best for each patient.”

Diabetes discombobulation

Costas Piliounis, 

vice president, 

Novo Nordisk

Eric Baclet, 

president and 

general manager, 

Eli Lilly
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80 years in Ophthalmology
SIFI, the leading Italian ophthalmic company, has focused 

on eye care since its foundation in 1935. 

Open Innovation
Cutting-edge innovation and a clear understanding 

of patients and ophthalmologists’ needs have shaped
 an extensive range of eye care products, which have also 

been developed through collaborative projects.

The ideal partner
Strong driving values, unparalleled legacy in specialty 
markets, an agile and evolving business model which

 is expanding its presence in Europe, make SIFI the ideal 
business development partner for research institutions

 and pharmaceutical companies.
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 an orphan drug development project, Sound Meds, a novel 

technology that improves visually impaired individuals’ 
compliance to pharma therapy, Iluvien, an in-licensed drug 

for diabetic macular edema and MINI Wellǡ�	�Ƥ���
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presbyopia correcting intraocular lens.
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CDMO Doppel is another example of a private compa-

ny, if not one that has been passed down down the genera-

tions within a family, that has opened equity holding up 

to a private equity firm. CEO Giuseppe Cassisi, explains 

that “Doppel has played a critical role in developing the 

[CDMO] industry’s culture, as for many years it was the 

leading Italian-owned CDMO in the country. In fact, our 

President Mr. Paolo Lanfranchi,” one of the company’s 

three founders and CEO for many years, “actually found-

ed the CDMO group within Farmindustria and served as 

president for the first two terms.” Lanfranchi remains a 

shareholder in Doppel, now holding 10 percent of the firm’s 

equity, while PE firm Trilantic Capital Partners now has a 

90 percent interest and, with access to further capital, has 

ambitious plans for expansion.

Third party healthcare logistic provider Bomi Group, 

which already has a strong international footprint, has 

taken a different route to raising equity capital by going 

public via an IPO in June 2015. CFO and VP Latin America 

Marco Ruini explains that “the plan behind the IPO was 

to establish a more substantial global footprint over two 

or three years” via M&A activity, and “for the most part 

we plan to target our investments to strengthen our po-

sition in markets we are already in.” Beyond the capital 

made available through the IPO, Ruini explains that “go-

ing public has also added a lot of value to our company, as 

we now have a larger and more diverse board of directors 

who bring a lot of experience from different industries. The 

visibility we gained through the IPO is also a significant 

asset.” Identifying potential targets is “one area where the 

IPO has brought us a lot of valuable experience,” according 

to Ruini, who says “finding a potential partner or target for 

acquisition is difficult… the experienced voices that now 

sit on our board have helped BOMI management to keep 

our heads cool, and to know that it’s important to take our 

time before rushing into a commitment.”

As Ruini says, finding the right acquisition target, or in-

vestment opportunity in general, can be very difficult given 

current market conditions. PwC’s Schübelin observes that 

there is “a lot of liquidity in the market, including amongst 

the family businesses, some of who are quite large and have 

as much as a billion EUR on the balance sheet. This con-

centration of liquidity in the industry, which we see at the 

global level as well, has driven up prices of potential targets 

and now there are a lot of companies looking for M&A op-

portunities not being able find attractive targets.” Indeed it 

does seem that nearly everyone is ‘looking for M&A oppor-

tunities’ alongside Bomi, including PE funds, big pharma, 

and even mid-cap players like Ipsen; Ipsen’s Eckenschwiller 

explains that his company is “considering acquisitions in the 

primary care segment in the country,” saying that “making 

investments here is not always straight-forward, so the fact 

that we are pushing ahead in such a strong way clearly shows 
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the potential we see for the country in 

this regard.” As such, it’s no surprise 

that as an advisor to the industry, Schü-

belin is increasingly “seeing companies 

looking for help how to handle their li-

quidity, avoiding how to have too much 

cash on hand, not being able to invest 

effectively due to the low interest rate 

environment and assistance in identi-

fying potential targets for acquisition.” 

This, he points out, “has been more of 

an issue in recent years, and firms have 

increasingly struggled to find the right 

investment opportunities.”

However, just because there are a 

few examples of family companies 

opening up to outside sharehold-

ers, the family business model is not 

on the way out. Italian flagships like 

Menarini, Chiesi and Zambon are 

still led by family members alongside 

professional management. One such 

firm is Angelini, currently led by CEO 

Gianluigi Frozzi who explains that 

“the family is very much involved in 

the strategic direction of the business 

and always looks out for the overall 

well-being of the company,” and says 

“the heritage of the Angelini family is 

always present.” In fact, on the topic 

of the firm’s internationalization, he 

declares “we aim to have a strong in-

ternational presence, but we still want 

to be perceived as a family business 

that meets the health-related needs of 

families around the globe.” 

THE CONSUMER CARE  

TARANTELLA 

“Angelini is not only a pharmaceutical 

company. Pharmaceutical is one of our 

activities, which comprises 50 percent 

of our operations, but we have capabili-

ties in other sectors as well,” states CEO 

Frozzi. Indeed, Angelini is far from the 

only pharmaceutical company seeking 

growth in areas beyond traditional retail 

RX pharma and has built a broad port-

folio ranging from “prescription medica-

tions to hospital products to mass mar-

ket... with products such as deodorants 

and feminine hygiene products… [as well 

as] food supplements, which we market 

both directly to consumers.” However, 

Frozzi makes it clear that with “two 

joint ventures with Procter & Gamble to 

market personal care products, mainly 

diapers,” and “activities in perfumery 

and wine,” Angelini is significantly more 

diversified than the average pharmaceu-

tical player.

Although representing only a small 

part of Angelini’s EUR 1.5 (USD 1.7) 

billion global business, mass-market 

healthcare products spanning categories 

such as consumer care, cosmeceuticals, 

nutraceuticals, food supplements, and of 

course traditional OTC pharmaceuticals 

represent a significant growth opportuni-

ty for pharma companies in Italy. Sanofi’s 

Zehnder notes that while “Italy is Sanofi’s  
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third most strategic 

market after France 

and Germany, with an 

income of around EUR 

1.6 (USD 2.1) billion 

in 2014,” this affiliate 

in fact has “the second 

biggest consumer health 

business after France.” 

Enrico Allievi, director 

of consumer healthcare 

association Assosalute, explains that “in Italy, the non-prescrip-

tion medicines market represents 14 percent of the overall phar-

maceutical sales, amounting to EUR 2.5 (USD 3.25) billion, and 

roughly 16 percent of the national pharmaceutical market in 

terms of units.” Moreover, “As a result of the [2015] influenza 

season, the market registered an increase both in sales and above 

all, in volumes,” which marked the first year of growth for the 

OTC market in Italy since 2007. 

“I am quite optimistic,” says Allievi, because “Italian health 

culture and attitudes are changing for the better. Italian people 

are continually becoming better informed on health.” One fac-

tor behind such optimism is that “the Italian market is under 

the European average, around 15 percent by volume and a bit 

less by value, so there is room for improvement as we try to 

narrow the gap with other European countries.” However, nar-

rowing that gap will require further driving a cultural change 

in the attitude towards self-treatment, which may require mul-

tiple strategies; “in Italy there are strong cultural, and eco-

nomic differences between the North and the South and this is 

reflected in our sales of OTC medication,” according to Allievi. 

He says “in the North we are seeing a rise in self-medication 

versus prescription drugs and in the South the opposite is true,” 

and as such “last year we conducted a study to understand the 

reasons for differences in consumption between the North and 

the South of Italy. We are waiting for its international publica-

tion and we are going to use it to reinforce the relationship with 

the health institutions on a regional level.”

On the topic of institutional relationships, OTC manufactur-

ers are well situated to attract institutional support, as promot-

ing self-care alongside solutions like community and homecare 

may offer a degree of budgetary relief for Italy’s cash-strapped 

healthcare institutions. According to Allievi, “a study we con-

ducted in 2010 demonstrates that if self-medication market in 

Italy were in line with the other EU Countries it would lead to 

savings of almost eight hundred million euros per year which 

could be used for reducing public expenditure and for funding 

more serious pathologies,” and at present Assosalute is “con-

ducting a new study to evaluate the overall potential savings con-

sidering not only the cost of drugs but also other indirect costs 

incurred, such as GPs time and labor productivity losses due to  

minor ailments.”

Gaetano Colabucci, past-president of Assosalute and GM for 

Beiersdorf Southern Europe, believes “there are two main areas 

that are critical to fostering this evolution in mentality: product 

accessibility and web support.” Beiersdorf has immense traction 

in the mass-market channel with their Nivea brand, and Cola-

bucci explains that it has been a challenge to gain market share 

in the pharmacy channel because “in terms of product accessibil-

ity, pharmacists tend to be over concerned with the exclusivity of 

their product portfolio.” Contrary to this stance, he argues that 

“encouraging product accessibility will not necessarily trans-

late into loss of business for the pharmacists; on the contrary, it 

could encourage a broader awareness and consumer education.” 

As such, Colabucci entreats Italian pharmacists to “adopt a new 

mentality and embrace the benefits that could come from offer-

ing patients and consumers access to a wider selection of better 

known and better supported brands.”

“However, one of the most important trends is how the web 

is transforming the healthcare system, both in terms of avail-

able information and product access,” says Colabucci. He ar-

gues “the Internet will play a crucial role in the next ten years 

and it will completely reinvent the market,” noting that “we see 

that more and more information on health related products is 

disseminated through the Internet, especially on issues related 

to treatment with OTC products.” Recognizing this reality, 

this is an area that requires attention from regulators because 

Gaetano Colabucci, general manager 

Southern Europe, Beiersdorf; Hubert 

Puech d’Alissac, managing director, 

Teva

C
h

a
n

g
in

g
 D

ia
b

e
te

s
® a

n
d

 th
e
 A

p
is b

u
ll lo

g
o

 a
re

 
re

g
iste

re
d

 tra
d

e
m

a
rk

s o
f N

o
vo

 N
o

rd
isk

 A
/S

PARVANEH SADEGHI
Laboratory technician
Research and development
Novo Nordisk

Novo Nordisk’s therapeutic proteins have been helping people 
with diabetes live longer, healthier lives since 1923. Today our 
drive to innovate is stronger than ever as we continue to reach 
for the ultimate goal: defeating diabetes.

Learn more about how we are changing diabetes at 
novonordisk.com

Follow us on



HEALTHCARE & LIFE SCIENCES REVIEW ITALYSPECIAL SPONSORED SECTION

PHARMABOARDROOM.COM I  JULY 2016   S20

Italian family company Gnosis is an API 

manufacturer with a particular strength in 

nutraceuticals. “Italy has a long tradition of 

food and the Mediterranean diet is one of the 

healthiest in the world,” says business devel-

opment director Marco Berna, and “we mix 

tradition, science, and research for what we 

call Advanced Nutrition,” highlighting that one 

of their key products was originally described 

by an Italian scientist in 1952, but associ-

ated clinical research only conducted more 

recently. Today, Gnosis’s efforts are focused 

“on two areas; Bioactives, which are directly 

derived from food, and One-Carbon Metabolism, which is how nu-

trients are used in your body.” 

While there are no “plans for Gnosis itself to enter the market 

with its own finished product line,” the company has developed 

multiple innovative nutraceutical APIs and formulations. As such, 

the company has adopted a rather unique business model, where 

as an “API manufacturer with strong capabilities in biotech,” Berna 

explains that they “are becoming increasingly vertically integrat-

ed as we can now develop formulations for our customers, par-

ticipate in clinical trials, and even provide support in developing  

marketing materials and commercial strategies.” A key pillar of 

this strategy is trying to remain flexible in terms of production and 

commercialization models to fit the regulatory and structural dif-

ference of different markets; Berna explains that “one of our key 

pillars is also try to find an alternative source for natural ingredi-

ents, for nutraceutical and pharmaceutical application…. and po-

sition them in different business areas and also in geographically 

different markets.” “One example is the chondroitin sulfate,” says 

Berna, “which is sold as a drug in Europe and as a dietary supple-

ment in the US. We are the first company being able to produce it 

by bacterial fermentation.”

Overall, Gnosis’s research and commercial model has been 

quite successful; Berna enthuses that Quatrefolic, a fourth gen-

eration folate, recently “won an award in the category of medical 

food at Vitafoods in Geneva.” He clarifies that “in this case we not 

only developed the active ingredient but also the finished formula 

by using a proprietary natural coating that has been patented.” 

Moreover, Quatrefolic has been approved as a ‘new dietary ingre-

dient’ by the FDA and ‘novel food ingredient’ by the EMA, and more 

recently as a ‘food additive’ by the Chinese ministry of health. An-

other product, a yeast derivative known as Superesse, has been 

granted a health claim for osteoarthritis by the Japanese ministry 

of health following the publication of new clinical trials in 2015. 

Lifting the lid on nutraceuticals

Marco Berna, 

business 

development 

director, Gnosis

IIInnntttegration of microbial fermentation withh adddvvvaaannnccceeeddd ccchhheeemmical
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“patient education 

of OTC products is 

very complex at the 

moment due to the 

excess of the Gov-

ernment controls 

on this subject,” 

Colabucci argues 

that “the whole 

consumer educa-

tion system would benefit a lot from an 

acceleration and simplification of the ap-

proval process for OTC drugs, and other 

regulated consumer health products.”

Looking at the market, Colabucci iden-

tifies a few key areas of growth within 

the personal care market. “The anti-

aging product line is the most important 

segment within our portfolio. Indeed, 

it is part of Italian culture; we want to 

look great and accordingly, our personal 

budgets for skin care are higher than in 

other markets.” “In addition,” he says, 

“men’s care products have experienced an  

interesting growth trajectory over the last 

few years, and I believe that is only the 

beginning… men of the generation of the 

21st century will be much more inclined 

to use personal care products compared 

to previous generations, and we certainly 

see a change in consumption patterns.” 

Finally, “natural remedies are another seg-

ment that is gaining importance in this sce-

nario; it is a big market trend within both 

the pharmacy channel and mass-market.”

KEEPING THE ITALIAN 

BRAND ALIVE

“The ‘Made in Italy’ brand has been 

identified as one of the most creative, 

responsive and productive names in 

the market, which is embedded in its 

Italian roots,” extols Teva’s d’Alissac. 

Angelini CEO Frozzi concurs, saying 

“quality is definitely inherent in the 

’Made in Italy‘ brand and it is a percep-

tion that transcends beyond Italy and 

Europe. Our partners recognize the 

power of the Italian production.” This 

reputation has certainly been earned, 

and reflects Italy’s unique strengths and 

heritage. Bomi’s Ruini describes these 

unique attributes saying “Italy is very 

well known in areas such as fashion and 

food, and both of these benefit from It-

aly’s strength in design more generally; 

this includes the automotive industry as 

well. Designing solutions is really a part 

of Italian culture.” Certainly strength in 

design may be a contributing factor to 

Italian’s famed creativity, and be an as-

set when developing processes to ensure 

unyielding quality in manufacturing. 

As Italian companies in the healthcare 

and life science sector continue to strive 

for success, this ‘Made in Italy’ brand is 

certainly an asset to be leveraged. Ru-

ini admits that “our Italian heritage has 

generally been a strength, and Italy’s 

reputation for quality is a distinctive ad-

vantage.” However, “Italian politics and 

Gianluigi Frozzi, 

CEO, Angelini

Angelini is a private international group, leader in the health and wellness 
area, founded in Italy in the early 20th century, today it has branches in 20 

countries and employs about 5,000 people. 
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fluoroquinolone prulifloxacin.
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Diseases. Focusing on emerging antibiotic resistance ongoing research projects include the 

investigation of original compounds with innovative mechanism of action.
To strengthen its product portfolio in the area, Angelini has licensed dalbavancin, a second 

generation semi-synthetic lipoglycopeptide antibiotic.

In the pediatric field, Angelini develops formulations to ensure safe and accurate dosage form of 
medicines for children, the product portfolio covering different pediatric therapeutic areas such as pain,

fever and infectious diseases.
A project of high ethical and scientific value is currently ongoing to appraise the clinical efficacy and safety

of paracetamol in comparison to ibuprofen for PDA-Preterm Ductus Arteriosus- treatment in preterm infants.
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media coverage have been a detracting 

factor over the last few years, as political 

scandals happening at home don’t help 

you to do business abroad.” Similarly, 

Gnosis’s Berna says “we rely on a long 

tradition in Europe, and also in Italy, 

of merging tradition with innovation. 

When you introduce yourself as a Euro-

pean, and more specifically as an Italian 

manufacturer, you usually find people 

are interested.” He also observes that a 

“recent trend we have seen is companies 

coming back from Asia to manufacture in 

Europe and the US, especially for certain 

complex products where special capabili-

ties are required,” and certainly a strong 

reputation for quality and innovation has 

helped Italian manufacturers capture a 

significant portion of this demand.

However, maintaining the industry’s 

positioning and reputation for quality 

and innovative manufacturing will cer-

tainly take some work in the coming 

years. Sanofi’s Zehnder explains that 

“the ‘Made in Italy’ brand may look in 

good shape right now, but this is based 

on years of solid investment.” Sanofi has 

certainly been one of these solid inves-

tors in the past, and as such has “quite 

a large footprint in Italy with an in-

country workforce of more than 2700 

personnel, of which 1300 are engaged 

on the commercial side and 1400 on the 

industrial side” according to Zehnder, 

who adds “we contribute some EUR 850 

million every year to Italy’s GDP and 

pay EUR 350 million in taxes,” making 

Sanofi one of Italy’s largest pharmaceu-

tical manufacturers. That said, Zehnder 

makes it clear that “there is a historical 

legacy that needs to be factored in when 

analyzing the makeup of Sanofi’s Italian 

manufacturing base,” and thus the com-

pany’s significant presence does not nec-

essarily correspond to the country’s cur-

rent investment competiveness; “Sanofi 

was built on the back of multiple mergers 

and acquisitions over the years and that 

is how we came to have six distinct fac-

tories spread across the country. Prob-

ably, if we had been starting out afresh 

we would have structured it differently.” 

Going forward, Italy will need to at-

tract significant investment to the phar-

maceutical, or rather biopharmaceutical, 

sector to remain a premier manufactur-

ing destination, and to continue associat-

ing the ‘Made in Italy’ brand with high 

quality innovative products. Zehnder 

explains that this is primarily because 

the global pharma “market is decisively 

shifting over to biologics and that is an 

area where Italy seems to be left behind, 

due also to challenges and limits posed 

by R&D capacity and investments in 

the country.” Already, Sanofi is “in the 

process of selling the facility in Garessio 

which is one of the older chemical plants 

and no longer aligns neatly with recent 

shifts in our product portfolio,” accord-

ing to Zehnder. The situation is still far 

from dire, as Zehnder concludes; “the 

existing portfolio of companies should 

ensure Italian manufacturing remains 

resilient over the next decade, but after 

that the industry risks losing its shine. 

Blockbusters’ patents are expiring. The 

shift to biologics needs to be made now.”

Certainly, things are moving in this 

direction. Eli Lilly has invested USD 400 

million over the last few years to pro-

duce biologics in Italy, and many leading 

Italian companies like Chiesi, Dompé, 

Recordati, and others have shifted their 

research focus to biotech. Furthermore, 

Italy “is well known for its talented 

chemists and a well reputed chemical 

industry which has been extremely in-

novative in their ways of production,” 

according to Teva’s Puech d’Alissac, and 

this innovative spirit will continue to 

be an asset, even if it is the biochemists 

and molecular biologists who now must 

come to the fore. More importantly, with 

“such a good heritage of sophisticated 

production,” in Italy, and the reliabil-

ity Italian manufacturers and personnel 

have demonstrated in the past, it is easy 

to trust Italy as a stable manufacturing 

base, and with five production plants in 

the country, Teva’s “activities show pro-

found trust in the country,” alongside 

Sanofi, Eli Lilly, Boehringer Ingelheim, 

and countless others. 

Looking forward, Puech d’Alissac 

says that “in the next few years, I tru-

ly hope that the ’Made in Italy’ brand 

will carry far more gravity than it does 

today. I do believe we are gaining that 

momentum in taking pride in the Italian 

brand.” Moreover, as companies pursue 

their various and ambitious goals, from 

global expansions fueled by M&A to 

developing cutting edge biotechnolo-

gies in gene and stem cell therapies, it 

is important that all stakeholders in the 

Italian healthcare and life science sector 

come together for the benefit of patients 

around the world. As a final note, Puech 

d’Alissac proclaims “we want our pa-

tients, the institutions, the government 

– everyone – to truly resonate in the fact 

that ‘Made in Italy’ speaks for value, 

creativity and innovation and that Italy 

holds all such resources.” 

Johnson & Johnson, Pomezia Facility
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Regulation

innovation and access to medi-

cines. This group established 

the adaptive pathway as a pilot 

to allow companies to seek 

approval for medicines earlier 

in the development of their 

data package. This pathway 

allows companies to gain con-

ditional approval and then 

gather data on a rolling basis 

starting with smaller patient 

populations, then expanding to 

more patient groups. 

Data are collated from real-

life use of products to add to 

clinical trial data, and patient 

groups and health technology 

assessment (HTA) bodies are 

involved in an early dialogue to 

review the development of 

produc t s .  T he E M A has 

received 34 applications for the 

adaptive pathway and 10 were 

accepted, highlighting the pop-

ularity of the program since 

2014.

Prior to the introduction of 

PRIME, only a few companies 

succeeded in accessing the fast-

track assessment pathways in 

Europe. Since 2006, only 22 

medicines have been reviewed 

via the accelerated assessment 

route  and 28 products have 

received a conditional MAA. 

This is in contrast to the FDA 

accelerated assessment path-

ways, where 110 applicants 

were accepted into the FDA 

breakthrough therapy program 

since 2012 and 30 have been 

approved.

US accelerated 

assessment pathways

The FDA accelerated assess-

ment pathways are fast track, 

breakthrough therapy, acceler-

ated approval, and priority 

review. Fast-track review is for 

medicines that target an unmet 

medical need with a new ther-

apy or improve existing treat-

ments. In this review, there is 

increased access to FDA experts 

to discuss development plans 

and progress, and there is a roll-

ing review of data for new drug 

applications (NDAs) or biolog-

ics license applications (BLAs). 

Successful applicants in the fast-

track path may qualify for 

accelerated approval or priority 

review. Breakthrough therapy is 

for medicines that show a sub-

stantial benefit to patients over 

and above existing treatments 

for a clinically significant end-

point (e.g., irreversible morbid-

ity or mortality) based on clini-

cal data already generated for 

the product (as early as Phase I 

and not later than Phase II). 

This program offers applicants 

the chance to speak to senior 

managers at the FDA and, if 

successful, they may enter the 

fast-track pathway. Break-

through designation is very sim-

ilar to PRIME and has posi-

tively inf luenced European 

regulators.

Accelerated approval in the 

US has been in place since the 

1990s, but in 2012—two years 

prior to the EMA adaptive 

pathway—Congress solidified 

the FDA approach by approv-

ing the use of surrogate end-

points as a basis for product 

approval. The FDA requires 

Phase IV confirmatory trials 

for medicines approved via sur-

rogate or intermediate clinical 

endpoints and can alter the 

approval of medicines based on 

Phase IV data. This process 

permits medicines that show a 

significant benefit to be given 

to patients quickly. Priority 

review in the US is the culmina-

tion of the US expedited path-

ways. The FDA commits to 

review an NDA or BLA in six 

months , not the standard 

10-month timeframe, if the 

product demonstrates a benefit 

to patients.

Innovation done 

quick(er)

Successful products in PRIME 

will receive support earlier in 

development, and the EMA 

wil l provide access to it s 

expert committees and HTA 

bodies, which will improve the 

long term commercial pros-

pects of PRIME medicines. 

PRIME provides an exciting 

deve lopment  pat hway i n 

Europe to companies that 

struggle with the complex reg-

ulatory hurdles and develop-

ment costs of bringing new 

treatments to market. The 

mechanism also heavily sup-

ports academia and small-to- 

medium-sized companies that 

can apply based on non-clini-

cal and tolerability data at an 

even earlier stage of develop-

ment. This supports all sectors 

within the biopharmaceutical 

industry, fostering faster and 

better access to innovative 

medicines within the EU. 

Since 2006, only 22 drugs have been reviewed 

via the accelerated assessment route in Europe 

and 28 products have received a conditional 

approval. This is in contrast to the FDA 

accelerated assessment pathways 

Continued from Page 41
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Pill Counters
Pharm Exec adds up some interesting fi gures 
from recent industry news

13, 55, 47 
The number of suspensions or program holds in 

Alzheimer’s disease in Phase III, Phase II or IIb, 

and Phase I, respectively, according to a 

BioMedTracker analysis by In Vivo.

1,234 
Pipeline products in active development for 

hematological cancers, according to GBI 

Research. Leukemia leads the pack with 798 

products in active development.

7 years 
The extension to AstraZeneca’s market exclusiv-

ity for Crestor that the company argues it should 

earn under the Orphan Drug Act for gaining 

approval to treat rare pediatric cases of  homozy-

gous familial hypercholesterolemia, or HoFH, 

according to The New York Times.

61.5% 
The percentage of Phase I trials in oncology 

launched in 2014-2015 that involved more than 

one primary drug, according to a Trialtrove 

analysis in May’s In Vivo. This applied to 65% 

of Phase I/II trials. The numbers point to the rise 

of combinatorial nature of cancer solutions. 

Those numbers are roughly doubled from 24% 

and 33% in Phase I and Phase I/II trials, 

respectively, in the 2010-2012 timeframe.

14 million 
The number of sprays of FluMist that were 

projected to be dosed out next fall by MedImmune, 

the division of AstraZeneca, accounting for about 

8% of the nation’s fl u vaccine supply. However, an 

expert CDC panel says the nasal puff should not be 

used this year because there is no evidence to 

support that it has protected fl u evaders over the 

last three years, writes StatNews. AZ had contra-

dictory data and vowed to work with the CDC.

$8,700                        
The median monthly price of patent-protected 

branded cancer drugs, David Crow writes for the 

Financial Times in a report out of ASCO. This 

compares to $2,600 in the UK, $3,200 in China 

and $1,500 in India. However, measuring 

affordability based on a percentage measure of 

the country’s GDP/capita shows more prohibitive 

pricing in China and India.

10 million deaths, 

$100 trillion lost
Forecasts for the number of yearly deaths in 2050 

and the losses in global economic production by 

mid-century, according to a May report commis-

sioned by the UK government, Tackling Drug-

Resistant Infections Globally, a review on 

Antimicrobial Resistance. The report’s chairman 

Jim O’Neil admits the fi gures could overestimate 

the building crisis, but considering the fact that 

new strains continue to pop up, the report could be 

overly cautious. He points to innumerable second-

ary factors, using examples such as the possibility 

that caesarian sections and hip replacements might 

become prohibitively risky. The industry’s unwill-

ingness to commit capital tells the story of an 

unclear path to profi tability. Of $38 billion of 

venture capital funding that was put toward 

pharmaceutical R&D from 2003 to 2013, only 

$1.8 billion was allocated for antimicrobial drugs.

A shortage of antibiotics but no shortage of 

apps …

43%
The portion of iOS apps of about 1,000 patient-

facing health apps targeting chronic diseases that 

were found useful (27% for Android), according to 

a Commonwealth Fund funded study. The failure 

of such digital apps to serve patients, along with 

the “explosion” of health apps

to the tune of 40,000, inspired AMA CEO Dr.

James Madara to rail against mHealth as 21st

Century “snake oil.” The sweeping

statement has many looking at digital health as

healthcare’s Wild West, in need of regulation, 

while others see the AMA as out of touch.
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mpg for Prius. Actual mileage will vary. ©2016 Toyota Motor Sales, U.S.A., Inc.

SAFEGUARD YOUR DRIVERS.  

SAFEGUARD YOUR BOTTOM LINE.

Available cutting-edge safety technology featuring Pre-Collision System1

with Pedestrian Detection2 and automatic braking. Incredible fuel economy

including Prius Two Eco’s EPA-estimated 58 city mpg3 and Prius Four

Touring’s EPA-estimated 54 city mpg,4 as shown. The 2016 Prius. It’s all

you could want from a fleet vehicle. Learn more at fleet.toyota.com.



  Applying business 
strategies to science and 
scientifi c expertise to 
business just makes sense. 
That’s why we made it our 
business model.

Shortening the distance from lab to life.
TM

Designed and purpose-built for the ways we work today, inVentiv Health combines some of the best strategic brains in the 
biopharma industry with the very latest technologies and the advantages of scale to create better, smarter, faster ways to drive 
biopharma products from lab to life.

Maybe that’s why we have helped to develop or commercialize 81% of all Novel New Drugs approved by the FDA over the 
past fi ve years. Or maybe our clients just like working with us.

inVentivHealth.com
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