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Global Corporate Strategy International Residency 
In May 2013, Dr. Bill Trombetta, author of Pharmaceutical Executive’s Annual Industry Audit, lead 
a delegation of SJU pharma MBA students on an illuminating tour through China’s healthcare and 
pharmaceutical industries. Our group visited a variety of multinational companies, and gained 
direct insight into the strategic challenges and opportunities within China’s evolving markets. 

Apply today, and join us May 26-30, 2014 in Dublin,  
Ireland for our next International Residency. 

Ireland
2014

Pharmaceutical & Healthcare Marketing MBA  

Saint Joseph’s accelerated, AACSB-accredited program features the ultimate 
flexibility with self-paced online and in-person course offerings. Each online 
course is completed in just one month. In-person courses are completed in just 
one Friday/Saturday session, along with pre- and post-assignments. Students 
may also participate in our international residency option each summer. 

Z�No GMAT Required

Z� Start any month of the year

Z� Follow a customized schedule

Z� Up to 80% of our students have been 
promoted before graduating

Years to 
Complete
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Per Year

2 10-12

3 8

4 6

Apply online:

sju.edu/pharmexec

Industry professionals can also earn an Advanced Graduate Certificate 
by completing any six of our industry-focused courses online or in-person.

SJU Haub
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AUTUMN IS THAT TIME WHEN THE BARE FRESHNESS OF YOUTH YIELDS TO THE WEATH-

ERED FOLDS OF MATURITY. True to form, our October issue highlights a latent threat 
to Big Pharma: the behavioral mindset that may be best characterized as “ageing in 
place.” It’s what happens when businesses grow so large as to spawn their own inter-
nal weather patterns, one where markets and customers are treated as inhabitants of 
an entirely different solar system—unnoticed, neglected, and forgotten. Past successes 
founded on the blockbuster sales model have led to an orgy of size and scale, which 
leads to an equally big question: is this industry nimble enough for a new era where 
medicine is personal, science is targeted and the best new breakthroughs come in 
smaller packages? 

T
he cover feature this month is Professor 
Bill Trombetta’s annual audit of com-
panies that top the charts in delivering 

value to shareholders. It answers our question 
by showing that, when it comes to size, there is 
virtue in sitting in the middle. That’s the spot 
where you are not too small to reap the growth 
surplus that comes from global reach, nor too 
large to be distracted by the logistics of re-
sponding to a new market model that requires 
abandoning past commitments, at warp speed. 
His 2011-2012 data on the 24 largest compa-
nies in the industry found that, of the top 10 
in sales, only Johnson & Johnson, Abbott, and 
Roche were able to grow revenues; the others 
fell back into negative territory. It was the 16 
smaller, more nimble “stealth” companies 
that posted the largest gains, led by Gilead, 
Celgene, and the three generic manufacturers 
on the list: Actavis, Mylan, and Teva.

The Audit notes that while the strategic suc-
cess factors underlining shareholder value—a 
strong therapeutic focus and careful manage-
ment of expenses—remain constant, what 
is emerging as paramount is pricing power. 
And that depends almost entirely on whether 
a company comes in first with a new indica-
tion—that coveted “blue ocean” space—or can 
offer a compelling, unique value proposition 
that payers will accept. In other words, today’s 
market power principle is this: it’s all in the 
pricing, stupid. 

But this thesis faces a big test ahead, as 
witnessed by this year’s Audit winner, Novo 
Nordisk. Its best in class positioning around 
the diabetes blockbuster Victoza fell victim last 
month to a decision by Express Scripts to drop 
the drug from its formulary list in favor of an 
older alternative. As Senior Editor Ben Comer 
writes in this month’s accompanying feature, 
“Field Force Evolution: Adapting to Thrive in 
a New Market,” how much longer can pricing 
power last in a US market where just one PBM 
controls 40 percent of all drugs dispensed? 

Implicit in the Audit is the assumption that, 
despite some pockets of leading-edge dyna-
mism, biopharma is becoming a classic mature 
industry, characterized by slower revenue 
growth, intense market competition, and erod-
ing margins. Assuming this is true, other parts 
of our coverage detect numerous environmental 
trends that will accelerate the transition. One 
telling example is the costs of regulatory com-
pliance. The Center for Medicare and Medicaid 
Services (CMS) claims that observing the provi-
sions of the new Physician Payments Sunshine 
Act should cost a US drug maker no more than 
$200,000 a year in labor and infrastructure 
costs. However, we beg to disagree—one of this 
month’s columns (“Big Pharma’s Newest Cost 
Center”) projects the true cost of compliance 
will be 10 to 30 times higher. 

Likewise, in “Not Much Ado About the 
ACA,” Pharm Exec Editorial Advisory Board 
(EAB) member Mason Tenaglia delivers a 
jaundiced assessment of the impact of the 
Affordable Care Act (ACA), contending that 
companies with the most innovative and prom-
ising therapies will, even in the best scenario, 
remain a hostage to regulatory uncertainty. He 
notes that volumes and margins for premium 
therapies hinge on regulatory precedents 
that have yet to be set. The most important 
involves the legal right to offer new enrollees 
in the ACA’s state and federally-administered 
insurance exchanges access to the co-pay offset 
cards and coupon programs that help make 
these therapies more affordable to patients in 
private plans. More broadly, Tenaglia sees US 
health reform as reinforcing the value of strate-
gic flexibility, of being able to anticipate, shift 
course, and adapt as the effects of this laby-
rinthine initiative to impose order on nearly a 
fifth of the US economy kicks in, in ways that 
no one currently can imagine. 

The message is clear: if your response to all 
this is to “age in place,” you won’t even be on 
our Audit five years from now. 

Taking Stock: The Autumn Audit 

William Looney
Editor-in-Chief
wlooney@advanstar.com

Follow Bill on Twitter:

 @BillPharmExec
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A
s revenues continue to 

be eroded by generic 

competition for numer-

ous blockbuster drugs, phar-

ma companies are ramping 

up efforts to delay marketing 

of copycat products and to 

protect new therapies moving 

through the pipeline. Brand 

manufacturers have to contend 

with insurers, payers, and drug 

plan operators, who eye in-

creased generic drug use as key 

to cutting healthcare costs. And 

the Food and Drug Administra-

tion is under pressure to do 

all it can to speed new generic 

drugs to market. 

Contention has emerged on 

the international trade front, 

where generic firms are contest-

ing pharma efforts to include 

hefty exclusivity provisions in 

the Trans-Pacific Partnership 

(TPP) agreement and other 

trade pacts. At home, discord 

has been mounting over ac-

tions by brand manufacturers 

to block access to drug supplies 

needed for bioequivalence test-

ing by generics makers. Pharma 

companies point to risk evalu-

ation and mitigation strategies 

(REMS) that impose strict con-

trols on distribution of certain 

medicines, and that strategy 

seems to extend to products 

without limited distribution re-

quirements. FDA officials have 

stated that REMS provisions 

are not intended to block gener-

ic drug development.  Lawsuits 

are moving forward, with the 

Federal Trade Commission 

(FTC) supporting generic com-

pany claims that blocking ac-

cess to test supplies violates 

 antitrust  laws. 

Citizens’ petitions and law-

suits continue to pit manufac-

turers against each other and 

FDA. Teva Pharmaceutical, 

for example, is appealing a 

recent court decision denying 

patent protection for its lead 

multiple sclerosis treatment 

Copaxone, which opens the 

door to generic competition in 

May 2014. Teva could retain 

market share longer if FDA re-

quires full, placebo-controlled 

clinical trials on generic ver-

sions, which Teva says are 

needed to  ensure the safety 

and immunogenicity of this 

hard-to-characterize product. 

Similarly, GlaxoSmithKline 

faces generic competition for 

its asthma treatment Advair 

(fluticasone/salmeterol) follow-

ing FDA publication of guid-

ance last month for developing 

bioequivalent versions of this 

blockbuster inhaled powder. 

FDA calls for some clinical tri-

als—in addition to in vitro and 

pharmacokinetic studies—to 

document bioequivalence. But 

Sanford Bernstein analyst Tim 

Anderson predicts generic ver-

sions of this lead Glaxo prod-

uct by 2016, noting that FDA 

gives Sandoz and other gener-

ics firms three years to “iron 

out all the wrinkles” in their 

development programs.

FDA officials have come 

down hard on brand com-

panies that file late or trivial 

citizens’ petitions to delay ge-

neric drug approvals, as seen 

in its recent blast of Novar-

tis for “misuse of the petition 

process” in seeking to block 

generic versions of  bone-loss 

drug Reclast (zoledronic). The 

agency’s harsh language, notes 

Hyman, Phelps, McNamara at-

torney Kurt Karst (fdalawblog.

net, August 28, 2013), could 

fuel private litigation. 

Countering coupons

Meanwhile, pharmacy benefit 

managers (PBMs) are working 

hard to promote generic drug 

use. The Pharmaceutical Care 

Management Association is-

sued a report in May (2013) 

projecting $75 billion in sav-

ings for Medicaid pharmacy 

programs over the next decade 

from increased use of generics, 

as well as other formulary fea-

tures; reduced pharmacy dis-

pensing fees; and the formation 

of limited pharmacy networks. 

A prime target of payers and 

PBMS are co-pay coupons from 

innovator firms, which have 

become a popular alternative 

to drug samples for promoting 

new therapies. The coupons 

usually cover all or part of the 

patient’s co-pay or coinsurance 

for a drug to equalize outlays 

for a new therapy compared to 

older brands or generics. 

But the strategy is costly in 

the long run for plans and pay-

ers, according to a recent ar-

ticle in the New England Jour-

nal of Medicine (August 28, 

2013) that analyzed some 374 

brand-name medicines offer-

ing coupons, 62 percent facing 

Brand-Generic Wars 
Heat Up
Tension mounts over biosimilars, co-pay coupons, trade,  

and testing.

Jill Wechsler is Pharm Exec’s Washington correspondent. She can be reached at 

jwechsler@advanstar.com.
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competition from generics or 

cheaper brands. While patients 

may benefit greatly from cou-

pons for essential life-saving 

medicines that have no alter-

natives, the authors note that 

insurers still have to pay the 

higher cost of the promoted 

medicine. And that can add 

up when patients with chronic 

conditions become reluctant to 

switch to a less expensive ge-

neric or brand once comfort-

able with the new drug.  

Co-pay coupons are re-

garded as kick-backs in federal 

health programs, and the HHS 

Inspector General is examining 

whether Medicare Part D plans 

have sufficient safeguards in 

place to ensure that beneficia-

ries don’t use them. The Senate 

Finance Committee also has 

examined whether coupons en-

courage beneficiaries to choose 

more expensive brand drugs 

over low-cost generics and thus 

cause Medicare to pay more 

than necessary. 

Blocking biosimilars

An increasingly visible generic-

brand battleground involves 

the details governing future ge-

neric versions of biotech thera-

pies. Product “naming” remains 

a contentious issue, as biotech 

firms press for unique names 

on biosimilars to differentiate 

them from the innovator prod-

uct. The companies claim that 

clear product identification is 

needed for accurate adverse 

event reporting and qual-

ity oversight. However, unique 

names also could discourage 

future product substitution if 

FDA deems the biosimilar in-

terchangeable. Biotech manu-

facturers claim that no biosimi-

lar will ever be the “same” as 

the reference product, and that 

interchangeability will not be 

feasible. But just to make sure, 

industry is pressing state legis-

latures to revise pharmacy laws 

to make it even more difficult 

for pharmacists to substitute a 

biosimilar for a brand.

The issue made headlines 

recently as the California leg-

islature approved a bill that 

requires pharmacists to no-

tify the prescribing doctor of 

a biosimilar substitution. Such 

legislation has been adopted in 

North Dakota and three other 

states, but most have sunset 

provisions that could limit their 

impact. Similar bills have died 

in 10 other states, but innova-

tor firms continue to press for 

action across the country. 

Jim Greenwood, president 

of the Biotech Industry Orga-

nization (BIO), claims that the 

California bill is necessary to 

safeguard the patients’ right to 

know what treatments they re-

ceive, and that even very minor 

differences in production of a 

biologic can have an impact on 

individual response. Notifica-

tion thus enables physicians to 

be aware of the precise course 

of treatment given any patient 

and, BIO says, is key to permit-

ting future substitution of in-

terchangeable biologics.

The Generic Pharmaceutical 

Association (GPhA) counters 

that notification requirements 

really aim to paint biosimilars 

as different and unsafe. The 

California Public Employees’ 

Retirement System opposed 

the measure as likely to restrict 

consumer access to lower-cost 

biosimilars, and the Academy 

of Managed Care Pharmacy 

urged California’s governor 

Jerry Brown to veto the bill for 

similar reasons. 

FDA weighed in by noting 

that the agency has set high 

standards for approving an in-

terchangeable biological prod-

uct and that efforts to “under-

mine trust in these products are 

worrisome and represent a dis-

service to patients who could 

benefit from these lower cost 

treatments.” With biologics 

predicted to account for eight 

of the top 10 drugs by 2016, the 

stakes are high. 

Whither Biosimilars?
Even though FDA has yet to process and approve an application 

for a follow-on biotech therapy, new biosimilars are emerging regu-

larly in Europe. Last month, the European Commission gave final 

approval to a similar version of the rheumatoid arthritis therapy 

Remicade developed by Hospira and Celltrion. The European 

Medicines Agency authorized this first biosimilar for a monoclonal 

antibody last June. Although Johnson & Johnson and Merck hold  

secondary patents in some European markets which could delay 

Hospira’s roll-out, the new competitor is expected to lower prices 

over time for this important therapy. 

Meanwhile, biosimilar hopefuls are active in the United States. 

FDA has held 47 meetings with potential biosimilar sponsors, and 

a number of leading generics and biotech firms have development 

programs moving forward. But Hospira said it won’t seek FDA ap-

proval of the new product right away but will wait for FDA to further 

finalize its rules.
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Understanding the Oncology Market
The oncology market is becoming more crowded and complex; the prolifera-

tion of new biologic treatment options and targeted therapies combined 

with growth of oral drugs contribute to the challenges. Soon, biosimilars 

may be available as options, especially in supportive care. More than ever, 

questions related to treatment combination, sequencing, dosing and length 

of therapy need to be answered.

P
harmaceutical and biotechnology 

companies, like other stakehold-

ers in healthcare, see an emerging 

need for more detailed therapy utiliza-

tion and outcomes data, as well as pow-

erful analytics to transform data into 

clinical and market insights. 

This was the focus of “Understanding 

the Oncology Market,” a live webcast on 

August 28 presented to a large number 

of participants by Pharmaceutical Ex-

ecutive and McKesson Specialty Health.

Hosting the webcast was Heather 

Morel, vice president and general man-

ager of Health Informatics, Reimburse-

ment and Safety Services for McKesson 

Specialty Health, along with modera-

tor Benjamin Comer, senior editor of 

Pharmaceutical Executive.

At the outset, Morel described the 

oncology market’s dramatic transfor-

mation. Once relatively slow-moving 

with incremental changes, the number 

of approved treatments is increasing 

significantly.

Pharmaceutical and biotechnology 

companies’ investments and innova-

tion are yielding more promising treat-

ments for cancers, both in the front 

line and metastatic settings. Scientific 

breakthroughs, as well as regulatory 

approvals, have increased competition 

among a growing number of treat-

ments, formulations, branded drugs 

and generic products.

 Clinicians are faced with more 

complex clinical decisions in terms of 

product selection, sequencing, dose 

intensity, length of therapy, availabil-

ity, reimbursement trends, patient ad-

herence and more. At the same time, 

product pricing and reimbursement 

changes are pressuring margins in 

both oncology practices and pharma-

ceutical companies. 

Oncology practices in all settings are 

squeezed between more challenging clin-

ical decisions and business conditions, 

but the pressures are particularly severe 

in community oncology.

“We see costs and revenues moving 

closer together,” said Morel. “As a result, 

oncology practices are making choices to 

define their future. Some practices are 

opting to sell or to join a larger network 

of providers in order to remain vibrant 

and viable.”

Competition and Complexity

There are far more treatment options 

for many tumor types than 10 years 

ago. In castrate-resistant prostate can-

cer (CRPC), for example, there were just 

two approved IV treatments in 2000. By 

2012, there was a mix of eight IV, oral 

and personalized immunotherapy agents 

available.

In chronic myelogenous leukemia 

(CML), treatment choices jumped 

from two IV options and one subcuta-

neous (SC) treatment in 2000 to eight 

IV, oral and subcutaneous products 

in 2012. Renal cell carcinoma (RCC) 

treatment choices increased from one 

IV agent in 2000 to eight products in 

2012; RCC patients now have three IV 

and five oral options.

Oral cancer therapy, an option that 

was still a therapeutic vision in 2000, 

is changing the clinical and market-

ing landscape. Oral agents have grown 

from 22 percent ($6.9 billion) of the on-

cology market in 2011 to an estimated 

34 percent ($12.5 billion) in 2014 and 

are forecasted to be 43 percent ($21 

billion) of the market in 2018 (Evalu-

atePharma, accessed March 2013).

Some 30 percent of the 125 cancer 

drugs currently in phase III develop-

ment are oral medications. The coming 

onslaught of oral launches will primar-

ily affect leukemias and lymphomas 

such as ALL, CML and NHL, but drug 

makers are also targeting solid tumors 

of the prostate and kidney. This grow-

ing movement toward oral treatments 

has broad implications for patients, 

payers, clinicians and pharmaceutical 

firms. These stakeholders will need 

to engage one another to successfully 

navigate pharmacy channel distribu-

tion and reimbursement challenges as-

sociated with high cost oral oncolytics. 

Generic versions of some of the 

most important chemotherapeutics are 

key players in traditional IV oncology 

treatment. Biosimilars are currently 

in development and will bring unique 

challenges in the near future. Patents 

will expire on some $8 billion worth of 

biologic oncology treatments between 
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2013 and 2015. Biotech companies 

around the globe are gearing up to 

compete. 

“Biosimilars will compete for place-

ment in lines of therapy,” Morel predict-

ed. “Innovators and biosimilar manu-

facturers will each need to maintain 

or gain adequate reimbursement and 

utilization as biosimilars enter into the 

marketplace. The biosimilars will need 

to prove themselves to gain the confi-

dence of providers, payers and patients. 

Oncology practices will need to better 

understand biosimilars and the appro-

priate role in therapy regimes and these 

customers will look to the industry to 

provide education and guidance.”

Targeted therapies and immuno-

therapies are showing similar growth 

trends. In 2009, 48 percent of oncology 

treatments were targeted therapies or 

immunotherapies. That proportion is 

projected to rise to 57.3 percent by the 

end of 2013 and 63.9 percent in 2017 

(Datamonitor, Commercial Insight: Top 

20 Cancer Therapy Brands, 2010)

“There are practical and reimburse-

ment challenges associated with mo-

lecular and diagnostic testing that are 

important to immunotherapy and tar-

geted therapies. Currently, there is little 

electronic integration of molecular diag-

nostic results flowing back to the to the 

electronic health record (EHR)” Morel 

said. “McKesson’s Precision Medicine 

initiative seeks to improve the process to 

present these genetic tumor results at the 

right time and place in the physician’s 

treatment planning in a way that sup-

ports their therapy decision-making,” 

she added.

Clinical researchers are equally in-

terested in efforts to use diagnostic test-

ing to more effectively target patients 

who might benefit from clinical research 

protocols. Treating oncologists and pa-

tients also want to know more about the 

current and changing status of their tu-

mors. Demonstrating  meaningful use of 

molecular and genetic testing, and col-

lecting and analyzing data to provide 

evidence-based support, are important  

to the approval, reimbursement and use 

of targeted diagnostics to identify indi-

vidual patients who are most likely to 

benefit from these new agents. 

Solutions to Market Complexity

Hope in solving these cascading compli-

cations and pressures comes in the form 

of better data and analytics, which have 

the potential to help biopharmaceutical 

companies and other stakeholders to 

navigate these intricacies.

As market complexity and competi-

tion grows, so does the need for robust 

data with deep clinical information. To 

begin to understand the market, bio-

pharmaceutical companies need solid 

data that contain information on diag-

nosis, including staging, as well as line 

of therapy, and therapy sequencing. 

But if data represent the foundation of 

a market understanding, the market 

complexity also requires strong analyt-

ics capabilities. “Complex treatment 

patterns are not easily identifiable and 

understood,” Morel said. “It is only 

with rigorous analytics and expertise 

that the information can be turned into 

meaningful insights. Even once you are 

able to effectively describe complex 

treatment patterns, one question most 

often  remains: why?”

McKesson Specialty Health works 

closely with oncology biopharmaceu-

tical manufacturers to help them un-

derstand market complexities. “Our 

solutions are founded on our unique 

capabilities,” continued Morel. “First, 

we leverage our data assets that contain 

very deep clinical and reimbursement 

information. With our unique technol-

ogy platforms such as iKnowMed, Lynx 

Mobile and Lynx TotalView used by 

thousands of physicians, we are able 

to collect detailed information on hun-

dreds of thousands of patients. As the 

market evolves, we have stepped up our 

analytics capabilities so we can better 

answer our customers’ needs. Finally, 

we work closely with physicians and are 

able to add an important layer of insight 

through advisory panels, interviews and 

surveys to better understand the reasons 

behind treatment decisions such as com-

bination, line of therapy, sequencing, 

and discontinuation.”

Strong data and analytics capabilities 

not only serve to support understand-

ing an increasingly complex market, but 

they can help meet many other needs 

deriving from market changes. “We can 

provide real-time insight in the form of 

clinical or reimbursement alerts to assist 

biopharmaceutical companies in offer-

ing assistance to practices that is most 

relevant to their needs, in a timely man-

ner. Similarly, we can marry our data 

assets and clinical expertise to identify 

clinical events as they occur, and con-

nect experts and treating physicians for 

targeted and timely educational support 

around conditions of rare occurrence. 

The rise of targeted therapies for smaller 

patient populations demands new ways 

to identify and enroll patients in clinical 

trials, leveraging technology and data. 

As markets are getting more crowded, 

companies must further differentiate 

their products through Health-Eco-

nomic Outcomes Research, facilitated 

through robust electronic medical re-

cords with deep information, as well as 

strong analytics,” Morel said.

Morel summarizes, “McKesson 

Specialty Health has developed deep in-

sights that can help biopharmaceutical 

companies understand the market and 

customers’ needs, support community 

oncologists in delivering better care, and 

assist patients who may be at the end of 

the phone line, at the end of the IV pole 

or at the pharmacy waiting for therapy.”
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M
ost pharmaceutical ex-

ecutives breathe a sigh of 

relief when they hear that 

discussions in Brussels on the 

regulation of medical devices are 

becoming ever more complicat-

ed. “Thank heavens I don’t have 

to deal with all that” is a com-

mon response, with only a half-

sympathetic glance towards their 

colleagues laboring in what is 

one of the junior partners in the 

business of European healthcare. 

Think again. The shock-

waves of the current European 

Union debates on devices are 

likely to echo through more and 

more of the medicines business 

over the coming years. So the 

message to drugmakers is relax 

and take that extra breath while 

you can.

Those with scant knowl-

edge of the medical devices 

sector should start here. The 

European Parliament’s health 

committee is scheduled to 

come to a consensus view on 

the two major regulation pro-

posals launched last year by 

EU officials—one on devices, 

and one on in vitro diagnos-

tics. This month, the full par-

liament is due to agree on its 

definitive opinion on the pro-

posals, taking account of the 

health committee’s thinking. 

And before the end of the year, 

governments of the Europoean 

Union’s 28 member states 

are expected to finalize their 

 position on the proposals too. So 

in all likelihood, in early 2014, 

new rules should be signed off 

that will change the face of EU 

controls on these products.

And why should anyone 

other than the manufacturers 

of hip replacements or home 

blood-pressure monitors care? 

There are three good reasons. 

One is the wide scope of the 

legislation. Another is the at-

mosphere in which the new 

rules are being discussed. And 

the third is how all this is re-

lated to the progress of medical 

science.

As to the scope, much more 

than the proverbial prosthetic 

hip is covered. The new legisla-

tion on devices will bridge the 

gap between devices and ad-

vanced therapies, by introduc-

ing rules that cover products 

manufactured from non-viable 

human tissues or cells or their 

derivatives when they undergo 

substantial manipulation (such 

as syringes prefilled with hu-

man collagen). Rules will be 

tightened for products contain-

ing viable biological substanc-

es that are to be ingested, in-

haled, or administered rectally 

or vaginally. 

The new rules on in vitro 

diagnostic medical devices spe-

cifically legislate for tests that 

provide information about the 

predisposition to a medical 

condition or a disease (such as 

genetic tests) and companion 

diagnostics—tests providing in-

formation to predict treatment 

response or reactions.

And overall, new require-

ments are envisaged on au-

thor-ization, identification of 

suppliers, product informa-

tion, traceability, pre-market 

 clinical evaluation and post-

market clinical follow-up, and 

surveillance, with manufac-

turers required to nominate a 

“qualified person.”

The prospects for introduc-

ing reasoned and reasonable 

updates to the EU’s earlier leg-

islation, some of which is more 

than 20 years old, might not 

have been so delicate if the con-

text had not been contaminat-

ed by the PIP scandal that co-

incided with the genesis of the 

new measures. But, as the Eu-

ropean Union admitted when 

it made its proposals last year, 

the existing regulatory frame-

work has “come under harsh 

criticism, in particular after 

the French health authorities Reflector is Pharm Exec’s anonymous columnist, a commentator so close to the action in 

Europe his identity must be kept secret.

Divining the Future  
of Devices 
European efforts to crack down on safety and pricing issues in 

the marketing of medical devices may portend long-term  

problems for Big Pharma. 

Without the benefit of the 
commission’s final version of its 
strategy paper, the debates on devices, 
diagnostics, and the future of the 
drugs industry roll onwards.
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found that a French manufac-

turer (Poly Implant Prothèse, 

PIP) had for several years ap-

parently used industrial sili-

cone instead of medical grade 

silicone for the manufacture of 

breast implants contrary to the 

approval issued, causing harm 

to thousands of women around 

the world.” 

PIP may have had nothing 

to do with the world of phar-

maceuticals, but it certainly 

had plenty to do with the 

rigor that marked the regu-

latory proposals for devices 

and diagnostics, and the vigor 

that characterizes the debates 

around them. This is why the 

proposals are prefaced with 

abundant allusions to the 

regulatory framework failing 

to keep pace with scientific 

and technological progress, 

and to “gaps or uncertainties” 

over some products. And that 

is why the proposals aimed to 

put in place “a robust, trans-

parent, and sustainable regu-

latory framework,” and to 

“overcome the flaws and gaps” 

and strengthen patient safety. 

It is also why the European 

Parliament’s health commit-

tee is having to work its way 

through 399 proposed amend-

ments on diagnostics, and 

through 907 amendments on 

devices. The changes the par-

liament is examining range 

widely, from attempts at clari-

fication (“in some cases it is 

difficult to distinguish between 

medical devices and cosmetic, 

medicinal or food products”) 

or enhanced transparency (“ad-

equate levels of access for the 

public and healthcare profes-

sionals...on medical devices 

that may pose a risk to public 

health and safety is essential”) 

to new regulatory procedures: 

“A swift centralized marketing 

authorization procedure should 

be introduced for innovative 

implantable devices, for inno-

vative devices which incorpo-

rate, as an integral part, a sub-

stance which, if used separately, 

would be considered to be a 

medicinal product, with action 

ancillary to that of the device, 

for innovative devices intended 

to administer a medicinal prod-

uct, and for innovative devices 

manufactured utilizing tissues 

or cells of human or animal ori-

gin, or their derivatives, which 

are non-viable or are rendered 

non-viable.”

Device links to diagnostics 

In his draft report on the pro-

posals on diagnostics, German 

physician and MEP Peter Liese 

has also urged particular atten-

tion to companion diagnostics, 

and is insisting that they should 

comply with the new rules. He is 

also advocating further toughen-

ing up of the rules, because in 

vitro diagnostics, far from being 

the poor relations of the medical 

sector, “may be the parents of 

all therapies, including pharma-

ceutical products and surgery.” 

Arguing that without a proper 

diagnostic there is no proper 

treatment or prevention of dis-

eases, he goes on to conclude 

that the proposed rules fall short 

in their coverage of clinical test-

ing—and to recommend further 

provisions on ethics assessment 

and on informed consent.

Liese also makes an explicit 

link with the aspect of these 

proposals that has the most sig-

nificant implications for pharma-

ceutical executives. With the re-

cent progress in medical science, 

companion diagnostics represent 

a key tool in evaluating whether 

a specific therapy will work in 

a specific patient, he says. And 

he points to “the huge opportu-

nity of personalized and strati-

fied medicine” that this opens 

up. This “needs to be addressed 

properly,” and while the commis-

sion proposal “is a good base,” it 

“needs to be further clarified.”

The clarification Liese calls 

for is long awaited—and not 

just in relation to companion 

diagnostics, but in relation to 

personalized medicine in gen-

eral. But here pharmaceutical 

executives in Europe are still 

awaiting a crucial paper from 

the commission, announced five 

years ago, but still not finalized. 

According to the latest draft, in 

vitro diagnostics represent one 

of the principal hopes for pro-

moting personalized medicine.

The paper, entitled “The Use 

of ‘-omics’ Technologies in the 

Development of Personalized 

Medicine,” suggests major new 

opportunities for the treatment 

of patients in the European 

Union, with better targeted 

treatment, fewer medical errors, 

and reduced adverse reactions. 

And it argues for greater atten-

tion to diagnostics, rather than 

merely focusing on therapies. 

“A better consultation process 

for companion diagnostics in-

tended to assess patient eligibil-

ity for treatment with a specific 

medicinal product will improve 

coordination of regulation relat-

ing to pharmaceuticals and di-

agnostics,” it says.

Meanwhile, without the ben-

efit of the commission’s final 

version of its strategy paper, the 

debates on devices, diagnostics, 

and the future of the drugs in-

dustry roll onwards. And as 

they roll, they are likely to start 

rolling very soon across the 

paths of many pharmaceutical 

executives too. 



Risk-Based Monitoring is currently 

center stage in clinical trials because 

of its focus on data quality, resource 

improvements and operational 

effi ciencies. The strategy uses a 

combination of centralized monitoring, 

software solutions, and trial-by-trial 

evaluation to achieve those goals.

However Risk-Based Monitoring is 

confusing to many who don’t have 

a clear implementation path. This 

e-book provides articles on triggered 

monitoring, targeted source document 

verifi cation, and insights from CROs 

and Pharma executives have tackled, 

and continue to strategize, on their 

RBM plans. 

Specifi c topics covered include:

➤  Before the FDA Guidance, Source Document 

Verifi cation Could be Targeted—Sandra 
Hines, Director of Clinical Operations, 
ePharmaSolutions

➤ Quintiles’ Approach to Triggered Monitoring—

Scott Cooley Executive Director, Product 
Management; Badhri Srinivasan , PhD, Vice 
President, Enterprise Transformation Unit, 
Quintiles

➤  Survey Results: Current and Future Status of 

Clinical Monitoring—Andrew Schafer, President, 
ISR Reports

➤ Risk-Based Monitoring: A Primer for Small to 

Mid-size Sponsors—Darlene Panzitta, President 
and Founder of DSP Clinical

GLOBAL LAUNCH OF
NEW eBOOK SERIES

Risk-Based Monitoring in Clinical Trials

FREE Download

A FORMAT 
FOR EVERYONE
This new e-book is available 

for the iPad or for a standard 

computer web browser
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O
n June 19, the European 

Commission hit major 

Danish pharmaceutical 

company Lundbeck with a fine 

of € 93.8m. Four other major 

European generic drug manu-

facturers (Alpharma, Merck 

KGaA/Generics UK, Arrow, and 

Ranbaxy) were similarly sub-

ject to fines, totalling € 52.2m. 

Their offense was violating EU 

anti-trust rules. In 2002, Lund-

beck entered into patent settle-

ment agreements with the four 

manufacturers, delaying entry 

of cheaper generic versions of 

Lundbeck’s popular citalopram 

(a “blockbuster” antidepressant) 

onto the European pharmaceu-

tical market.

The ruling is a significant 

milestone, marking the first time 

the European Union has sought 

to clamp down on “reverse pay-

ment patent settlements,” bet-

ter known as “pay for delay” 

deals. This column will exam-

ine the trend toward finding an 

antitrust claim to vacate reverse 

payment patent settlements and 

review the precedents set by the 

Lundbeck decision.

The application of antitrust 

rules to patent settlements is con-

troversial, as it casts a spotlight 

on the inherent tension between 

intellectual property rights (IPR) 

and competition law. 

The essential characteristic of 

IPR is that they confer upon their 

owner an exclusive right, afford-

ing them a legal monopoly. Once 

a patent has been granted, the 

owner has the power to exclude 

others from doing anything that 

infringes the patent. Antitrust 

rules, on the other hand, gener-

ally exist to keep markets open 

to competition, and view any 

kind of monopoly as inherently 

negative.

Today, it is often asserted that 

this inherent tension is anything 

but apparent as IPR and antitrust 

rules share the same fundamen-

tal goals of enhancing consumer 

welfare and promoting innova-

tion. This statement is, however, 

to some extent debatable.

Article 101 in the Treaty on 

the Functioning of the Euro-

pean Union (TFEU) prohibits 

anticompetitive agreements and 

stipulates that all agreements 

between undertakings; decisions 

by associations of undertakings; 

and concerted practices which 

may impact trade between mem-

ber states, and which have as 

their object or effect the preven-

tion, restriction or distortion of 

competition within the internal 

market, are prohibited. They are 

deemed incompatible with the 

internal market.

Generally, there are three dif-

ferent ways of analyzing reverse 

payment patent settlements un-

der Article 101:

The “scope of the patent” 

test. Under this test, a reverse 

payment patent settlement may 

not infringe Article 101, as long 

as it remains within the scope of 

the patent and is strictly limited 

to preventing products that po-

tentially infringe the patent from 

being introduced to the market. 

Thus, where there are bona fide 

grounds for a dispute, the settle-

ment may be said not to go be-

yond the exclusionary power of 

the patent itself. Until recently, 

the US courts consistently ap-

plied the “scope-of-the-patent” 

test. With the US Supreme Court 

judgment of June 17, 2013 in 

FTC v. Actavis, however, this 

has now changed. 

The “restriction by object” 

test. The opposite view is to take 

the position that reverse payment 

settlements presumably restrict 

competition by object and may 

thus generally be considered to 

constitute an infringement of Ar-

ticle 101, without it being neces-

sary to demonstrate any negative 

effect on the market. Under this 

test, payments from the original 

patent holder to the generic drug 

manufacturers are generally pre-

sumed to have as their object the 

delay of generic entry, and the 

sharing of monopoly profits. 

The “rule of reason” test. An 

intermediate view is to provide 

room for antitrust scrutiny of 

reverse payment patent settle-

ments even where these clearly 

remain within the scope of the 

patent, without, on the other 

hand, presuming them to be 

unlawful. This “rule-of-reason” 

test has been adopted by the 

FTC v. Actavis judgment. Ac-

cording to the Supreme Court, 

the likelihood of a reverse pay-

ment bringing about anticom-

petitive effects depends upon its 

size, its scale in relation to the 

payer’s anticipated future litiga-

tion costs, its independence from 

other services for which it might 

represent payment, and the lack 

of other convincing justification.

The Lundbeck decision 

In 2002, citalopram was Lun-

dbeck’s best-selling medicine. Søren Zinck is a partner in the EU & Competition Law group at LETT, a Danish law firm based in 

Copenhagen. He can be reached at szi@lett.dk. 

Pay for Delay? 
Europe follows the United States with a harsh new spotlight on 

agreements that slow generic entry for medicines losing exclusivity. 
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Citalopram’s patent was nearing the 

end of its lifecycle, with patent protec-

tion for the chemical composition lapsed 

outright, and remaining patent protec-

tion limited to particular manufacturing 

processes.

On January 28, 2004, the Danish 

Competition Authority announced that 

it had made a preliminary assessment of 

the settlement agreements, and discussed 

the agreements with the Commission.

According to the Authority, the 

Commission at that time stated that 

reverse payment settlement agree-

ments resided in a “grey area,” that 

the amount of the payments made by 

Lundbeck did not at first hand imply 

that the company was paying a com-

pensation to the generic drug manu-

facturers to stay out of the market, and 

that the Authority and the Commission 

therefore did not at that time wish to 

commence legal proceedings against 

Lundbeck (see the Authority’s case no 

1120-0289-0039 at www.kfst.dk).

Nevertheless, based on the knowl-

edge acquired during the sector inquiry 

finalized in 2009, the Commission de-

cided to initiate formal antitrust pro-

ceedings against Lundbeck (see IP/10/8). 

In July 2012, the Commission sent a 

Statement of Objection (see IP/12/834) 

to Lundbeck and, on June 19, 2013, the 

Commission decided to initiate damage 

proceedings. The infringement deci-

sion itself is yet to be published, but it 

appears from the Commission’s press 

release that “Internal documents refer 

to a ‘club’ being formed and ‘a pile of 

$$$’ to be shared among the partici-

pants. Lundbeck paid significant lump 

sums, purchased generics’ stock for the 

sole purpose of destroying it, and guar-

anteed profits in a distribution agree-

ment. The agreements gave Lundbeck 

the certainty that the generics produc-

ers would stay out of the market for 

the duration of the agreements without 

giving the generic producers any guar-

antee of market entry thereafter. These 

agreements are very different from oth-

er settlements of patent disputes where 

generic companies are not simply paid 

off to stay out of the market.” 

Joaquín Almunia, vice president of 

the European Commission responsible 

for competition policy, announced at 

the same time that, “by today’s decision 

we are confirming that these so-called 

‘pay-for-delay’ deals constitute severe 

infringements of EU competition law. 

They may cause severe harm to patients 

and taxpayers and must be sanctioned 

accordingly.” 

It appears that, according to the 

Commission, the settlement agreements 

in question constitute a restriction of 

competition by object. It is, however, 

not entirely clear whether all reverse 

settlement agreements will in future 

be deemed to constitute a restriction 

of competition by object, and thus an 

 infringement of Article 101.

Thus, in his speech, Almunia also 

states that the decision is in “good 

company” as it is in line with the US 

supreme-court judgment in FTC v. Ac-

tavis. In other words: the commissioner 

seems to indicate that the Commission 

has opted for a rule-of-reason test un-

der which reverse payments are not 

presumed to be unlawful, but may be 

found to be so in individual cases, and 

in particular, if the payments made are 

found to be unjustifiably large and/or 

not  motivated by genuine disputes.

Lundbeck announced that the com-

pany will appeal the Commission’s de-

cision to the General Court. Thus, it is 

the company’s view that the settlement 

agreements were entered into in order to 

enforce its patents rights, and not in or-

der to exclude generic companies. Noth-

ing has yet been published about the 

appeal case. According to the latest sta-

tistics, the average duration of proceed-

ings before the court is 48 months; a 

judgment is therefore not to be  expected 

in the near future. 

The state of the law in this respect 

is, therefore, yet to be finally settled. As 

a follow-up in 2010, 2011, and 2012, 

the Commission monitored settlement 

agreements in the pharmaceutical 

 sector and the Commission has, be-

sides proceedings against Lundbeck, 

initiated proceedings against French 

drugmaker Servier on similar grounds. 

Proceedings have also been initiated 

against Dutch subsidiaries of Johnson 

& Johnson and Novartis, as well as 

Cephalon and Teva.

Practical impact: clearing the air? 

The Lundbeck case is the first antitrust 

decision taken by the Commission on 

reverse payment settlement agreements.

Following the decision, it is clear 

that paying a company to avoid mar-

ket entry is anticompetitive and thus 

constitutes an infringement of the EU 

antitrust rules. However, it is unclear 

under which circumstances other set-

tlements involving payments between 

originators and generics could also be 

anticompetitive, since this requires a 

case-by-case approach. For now, how-

ever, it seems advisable not to enter into 

settlement agreements involving re-

verse payments, unless one is willing to 

run the risk of an antitrust case before 

the Commission.

The other cases pending before the 

Commission and the General Court’s 

judgment in the Lundbeck case are 

expected to deliver further legal clar-

ity, hopefully in the form of a more 

nuanced and balanced approach to 

 reverse payments.

Reverse payments may often be the 

best solution to a deadlock situation and 

the competition authorities should, in 

our opinion, be cautious not to “over-

regulate” within this field of the law. 

In general, the competition authori-

ties should only intervene when the 

settlement is, in reality, just a cover-up 

for an agreement in which one manu-

facturer eliminates competition by pay-

ing other manufacturers to stay out of 

the market. When, on the other hand, 

the reverse payment is motivated by a 

real patent dispute and broadly seems 

to reflect the parties’ risk relating to 

the dispute, no intervention should be 

 requested, or required. 



2222

PHARMACEUTICAL EXECUTIVE

Marketing Strategy 

P
aradigms change when 

questions emerge that the 

old paradigm can no lon-

ger answer. Market access has 

become a buzz word, as access 

to markets is as significant a 

hurdle to product uptake as reg-

istration itself. Initially a topic 

for pharmaceutical companies 

concerned about sales volume, 

it now affects all aspects of 

healthcare. The current under-

standing of market access will 

undergo a fundamental shift in 

perspective, away from a com-

pany-centered toward a patient-

centric view of the problem. 

This column identifies several 

forces that challenge the current 

understanding of market access 

and lobbies for a comprehensive 

approach that aims to address 

the needs of all stakeholders, 

with a primary focus on what 

creates value for patients. 

What killed market access?

There are four reasons why the 

current approach to market ac-

cess is doomed to fail: 

The term “market access” 

itself says a lot about the self-

centered mindset, which is one 

of the reasons for the paradigm 

change. Healthcare companies 

want access to markets, rev-

enues, and profits, and market 

access aims to persuade those 

that control access to let them 

in. But the market access frame-

work often does not address the 

needs and goals of all the par-

ties involved. Market access 

looks at the world from the 

perspective of healthcare com-

panies with the ultimate goal 

of gaining access to markets for 

their products and most of their 

attention is focused on convinc-

ing a few payers of the value of 

their products.

Market access is considered 

a remedy to address the pric-

ing pressures the healthcare 

industry is facing—a result of 

a marketing model that basi-

cally ignored the fourth P every 

marketer learns about in busi-

ness school: Price. As policy-

makers and payers search for 

ways to control cost without 

compromising care, the failure 

to communicate a convinc-

ing value proposition to these 

stakeholders results in our be-

ing forced to compete on price. 

The increased use of tenders as 

a means of cost containment 

should be interpreted as a fail-

ure to communicate the value 

of a medication. 

Tailor it

Market access is based on a one-

size-fits-all, product-driven mar-

keting model. However, while 

patients have similar needs, 

the healthcare systems they 

live in go about pursuing the 

same common goal—improv-

ing public health—differently. A 

one-size-fits-all approach is not 

effective at addressing the differ-

ent needs in each market, yet to 

manage market-by-market is not 

realistic. A practical approach is 

to define market archetypes and 

address the needs of each arche-

type effectively while leveraging 

limited resources efficiently. 

Traditional marketers tend 

to focus on lagging metrics 

such as number of patients di-

agnosed and number of patients 

receiving treatment (often illus-

trated as a waterfall chart), but 

they fail to understand and ap-

preciate the patient and payer 

journey: Why does the market 

look the way it does? What are 

the incentives and success met-

rics? Marketers need to focus 

on understanding the why in-

stead of the what.

It is all about the patients 

We suggest focusing on patient 

access as a remedy for a market-

ing model that was for a long 

time geared towards addressing 

the needs of a single stakehold-

er—the professional writing the 

prescription. Patient access is a 

mindset that focuses on provid-

ing patients with access to the 

medicines they need at accept-

able prices. Providing patients 

with access is the one common 

goal all stakeholders can agree 

on. While each healthcare sys-

tem differs in how its patients, 

providers, professionals, pay-

ers, and policymakers go about 

improving public health, a pa-

tient access mindset helps to 

develop a compelling value 

proposition aimed at address-

ing the needs of the various 

stakeholder groups, tailored to 

the needs of the local market, 

yet based on a well-understood 

positioning. Most importantly, 

patient access provides a uni-

fied focus for healthcare sys-

tems and companies.

What are the changes 

a healthcare company has 

to make as it moves from a John Glasspool is Global Head of Emerging Therapies and Market Development at Baxter 

Healthcare Corporation. He is based in Chicago and can be reached at john_glasspool@baxter.com.

Market Access is Dead
Patient access is the new driver of change and progress  

in healthcare marketing, says a senior industry player in  

market development.
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 market access to a patient 

 access mindset?

» Drop ‘market access.’ 

Words matter. It requires 

organizations be aligned on 

 researching, developing, and 

delivering the products that 

improves people’s lives. A 

company has to recognize 

that its goal is to demon-

strate the value proposition. 

» It is a uniting focus of all 

stakeholders in a healthcare 

system, since it is everyone’s 

goal to achieve improved pa-

tient outcomes.

» Patient access focuses on ac-

tual product usage. Market 

access is oftentimes tasked 

with obtaining strong pric-

ing and favorable reimburse-

ment status, but this mindset 

ignores real product uptake. 

» Breaking the traditional 

development paradigm: 

Registration is all that mat-

ters. Market access today 

is often just paid lip service 

to as a commercial func-

tion, as opposed to patient 

access—aligning internal 

stakeholders from research 

to representatives toward 

a new principle: A product 

only matters when a pa-

tient uses it. The journey 

from R&D to sales becomes 

smoother as all the internal 

stakeholders are aligning to-

wards a common goal.

» Patient access re-orients 

marketing analysis from 

looking beyond patient flows 

from diagnosis to treatment 

adherence toward a com-

prehensive understanding 

of the payer flow: Where 

actually the costs incurred? 

Who stands to gain or lose 

financially? A patient access 

mindset aims to understand 

the patient and provider 

pathways, with the ultimate 

objective to ensure access for 

those patients who can opti-

mally benefit from a product.

Six steps to reset the clock

Instead of a win/lose mindset at 

the core of market access, patient 

access tries to create win/win/

win solutions that lead to value 

for patients, companies, and the 

healthcare system at large. 

The first step is a change of 

mindset. What is the objective? 

Get products to those patients 

who can benefit from it. Edu-

cating the internal and external 

stakeholders is a key. Beyond 

that, here are some suggestions 

to consider:

» Embed patient access as a 

guiding principle across all 

functions. Clarify how each 

function impacts patient  

access. 

» Develop a deep understand-

ing of the goals and key 

performance indicators of 

all stakeholders. Map the 

complete patient journey. Un-

derstand the payer flow. Ask 

yourself: What is the health-

care system trying to achieve? 

How is the healthcare system 

funded? How does this in-

tervention help? Could this 

intervention create concerns? 

Make sure your plans address 

these  issues. 

» Develop a clear and compel-

ling value proposition for 

each stakeholder group.

» Create a formal framework 

for understanding the im-

pact of decisions on patient 

access. Get payer input and 

advice early on.

» Look for metrics that mat-

ter to all stakeholders, for 

 example: percentage of  people 

using the product for the de-

signed use or percentage of 

physicians freely choosing the 

product for a certain therapy.

Putting it all together

“The future has already hap-

pened, it’s just unequally dis-

tributed,” the famous quote 

from the acclaimed science fic-

tion author William Gibson, 

helps to explain the various 

pathways healthcare companies 

are exploring as they struggle 

to come to terms with the end 

of the blockbuster era. Almost 

every healthcare company has 

created a market access func-

tion. Many have started to look 

at the competencies required to 

communicate the value of their 

products in a language pay-

ers and policy-makers under-

stand. But to be truly successful, 

healthcare companies are well 

advised to consider patient ac-

cess as the overall objective and 

adopt a multi-stakeholder ap-

proach that aims to meet the 

needs of all the critical decision-

makers. It is not about “we used 

to look at physicians, now we 

look at payers.” Patient access 

uses a system view with the 

 patient at the center. 

Healthcare should consider patient 
access as the overall objective and 
adopt a multi-stakeholder approach 
that aims to meet the needs of all the 
critical decision-makers.
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With revenues down and margins squeezed by a 

realigning payer pool, the power to price above the 

market is the ticket to the top —no discounts allowed.  
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I
t’s way too soon to break out the bubbly to cele-

brate the apparent recovery in pharma’s innovation 

pipeline and the leveling down of history’s steepest 

patent cliff. The limitations of the traditional industry 

business model no longer represent a temporary 

phase, to be papered over by the appeal of a bum-

per crop of new product introductions. Something 

more profound, and permanent, is at work. The as-

sumption that good medicines will find markets with 

the appropriate push from a blitzkrieg of promotional 

firepower is yielding to a mindset in which novelty 

ranks a distant second to another, more bracing 

metric: impact. 

Unless a new drug can evidence real progression 

against the current standard of care, market uptake 

is likely to proceed at a snail’s pace. Many therapies 

are finding that registration by itself is a false window 

where access to live, paying patients is concerned. 

Numerous additional hurdles now block the way to 

all those covered benefit lives. These range from 

practice-driven clinical treatment guidelines that drive 

formulary coverage to post-approval risk management 

obligations to health economics. 

Significantly, none have much to do with scientific 

innovation, the traditional benchmark of industry 

success. Each relies instead on stakeholder or 

societal value, reflected in the incremental cost 

of therapy, as the decisive criteria in allocating 

resources stretched by the demographic burden 

of an aging population, which also happens to be 

less productive in generating the government taxes 

that fund a rising proportion of healthcare services. 

Hence the margin for error in meeting these “value” 

expectations is very thin. 

In this destabilizing environment, companies must do 

three things to maintain the growth that shareholders 

expect. The first is to discern: what matters most to 

providers and patients in those therapy areas where you 

choose to engage? The second is to differentiate, with 

a proposition that transcends the existing competitive 

set—not simply by demonstrating superior clinical 

or product characteristics, but also with process, 

delivery, and service innovations that carefully define 

the disease category and the mix of patients able to 

access the drug. The third is to document, at an early 

stage of drug development and extending well beyond 

registration, that evidence which is most clinically 

relevant in securing a positive treatment outcome, one 

that gives payers a clear path in allocating their limited 

pharmacy spend. 

Even if a company succeeds on all three scores, 

revenue growth—and the higher margins that 

once seemed to follow in tandem—is not a given. 

The opportunities presented in today’s market for 

medicine tend to be short-lived and are subject to 

constant challenge because there is so much new 

competition, often coming from adjacent sectors like 

bioengineering and retail. This model is the antithesis 

of the still dominant approach to business innovation 

in Big Pharma, where large, expensive R&D projects 

dependent on fixed overhead are spun out over long 

periods of time. Innovation today takes a different 

form: when you can’t anticipate market cycles precisely 

and the motivations of your customers and the 

competition are unclear, there is an advantage in being 

able to scale up a new idea quickly or, alternatively, to 

abandon it just as fast. 

In other words, today’s race to the top of the league 

charts belongs to the swift, where you claim your 

destiny by controlling the ability to price. That’s the 

signal message in our 12th Annual Industry Audit 

of the highs and lows of performance among 24 of 

the largest publicly traded companies prepared by 

Professor Bill Trombetta of the St. Joseph University 

Haub School of Business.  

—William Looney, Editor in Chief. 

The Pharm Exec Industry Audit 

holds a unique position in the increas-

ingly crowded field of data sets tracking 

industry performance. First published 

in 2002, the audit adheres to a simple 

objective: to identify how well compa-

nies are doing in advancing sharehold-

er value. It is a measure open to inter-

pretation, particularly because there is 

no other standard accepted reference 

point that looks at performance from 

this perspective. Also, our approach is 

idiosyncratic, but it does reveal the im-

portance of metrics that often escape 

the attention of the major investor rat-

ing institutions. One example is the 

return on assets against profits, which 

allows for the valuation of intangibles 

like patent holdings. Shareholder value 

is also a good indicator of long-term 

success because of its association with 

stability; when the investment commu-

nity is happy, there is less pressure for 

changes in the c-suite and management 

has some leverage to place riskier bets 

on investments that may play out only 

over time. 

Methodology: eight benchmarks 

The 2012 scorecard relies on data from 

the 24 companies’ 2011-2012 report-

ing periods. As in years past, we rely 

on eight metrics to assess performance: 
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sales growth; enterprise value growth; 

enterprise value to sales; gross margins; 

earnings before interest, taxes, depre-

ciation, and amortization (EBITDA) 

to sales (a key measure of profit mar-

gin); sales to assets (or asset turnover); 

EBITDA to assets (a measure of the 

profitability of individual assets); and 

sales to employees (a ratio to assess 

productivity). Each metric is weighted, 

with the highest score of three given 

to enterprise value growth; enterprise 

value to sales; and EBITDA (profit) 

to assets. The other five metrics are 

weighted at two. 

The higher a company scores on each 

metric, the better the performance. For 

example, when a company ranks 1st 

on a metric, that is the highest achieve-

ment. Each ranking is then multiplied 

by a weight to arrive at total points. For 

example, if a company comes in 1st on 

enterprise value to sales, that ranking 

(24, reflecting the number of companies 

in the audit) is multiplied by a weight of 

three for that metric, resulting in a score 

of 72 points.  Each company’s data is 

then compiled over the eight metrics 

along with their respective weights to 

arrive at a total number of points. The 

company with the highest point total 

achieves the status of top performer for 

the year. 

We also include one metric that 

is not weighted: sales, general, and 

 administrative (SG&A) expenses to 

sales. SG&A is a statistic that by it-

self is neither good nor bad. If a firm 

is growing, launching new products, 

and entering new markets, then a rise 

in SG&A is good. The problem is when 

SG&A grows faster than sales or prof-

its. Over time, this reflects a bloated 

overhead structure and operational in-

efficiencies. 

The great revenue divide 

A good way to start any industry eval-

uation is benchmarking it against the 

overall macroeconomic picture. We do 

this based on the real GDP growth rate 

in what is still pharma’s largest single 

market: the United States. US GDP 

last year was modest, rising about two 

percent. The surprise is the US phar-

maceutical industry fared worse, with 

IMS Health reporting that revenues 

fell into negative territory for the first 

time in 50 years. Factors behind the 

drop included post-recession strains 

on public budgets and private-sector 

employment as well as the steepness 

of the patent cliff from 2010-2012, 

when iconic blockbusters like Lipitor 

went off patent. The contrasting per-

formance between expanding GDP 

and shrinking industry revenues marks 

the end of the historic trend line that 

Audit Data Sources & 

Table Key

( ) Denotes loss

B = Billions of $

M = Millions of $

K = Thousands of $

Figures are rounded up where 

appropriate.

Sources for all charts: FactSet 

database; annual company reports; 

SEC 10-K and 20-F filings; Forbes; 

Fortune; Bloomberg Business Week; 

The Wall Street Journal; The New York 

Times; In Vivo; other industry blogs 

and experts.

Annual Sales
Rank 
2012

Rank 
2011 Company

Sales 
2012

Sales 
2011

Percent 
Change

1 2 Johnson & Johnson $67.28 B $65.04 B 3.40%

2 1 Pfizer 58.92 67.42 (13.00)

3 3 Novartis 56.67 58.57 (3.40)

4 5 Roche 48.50 47.97 1.10

5 4 Merck 47.25 48.13 (1.60)

6 6 Sanofi 44.89 46.43 (3.30)

7 7 GlaxoSmithKline 41.88 43.89 (5.00)

8 8 Abbott 39.87 38.85 2.00

9 9 AstraZeneca 27.97 33.59 (16.73)

10 10 Lilly 22.60 24.28 (7.37)

11 12 Teva 20.37 18.31 11.25

12 11 BristolMyers-Squibb 17.62 21.24 (17.04)

13 13 Amgen 17.19 15.69 9.56

14 14 Novo Nordisk 13.46 12.38 8.73

15 15 Gilead 9.61 8.46 13.59

16 16 Mylan 6.84 6.13 11.58

17 N/A Actavis 5.91 4.58 29.00

18 17 Allergan 5.80 5.35 8.62

19 18 Biogen-Idec 5.48 5.08 7.80

20 19 Celgene 5.42 4.84 11.98

21 22 Shire 4.68 4.26 9.86

22 21 Forest 4.39 4.21 4.00

23 23 Hospira 4.09 4.06 0.86

24 24 Endo 3.03 2.73 10.90

Totals $579.72 B $591.49 B (1.99%)

Average $24.15 B $24.65 B (2.02%)
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left drug industry sales immune from 

broader economic pressures. 

On the more narrow measure of re-

turns to shareholders, while the Dow 

Jones Industrial Average was up 15.2 

percent, the pharmaceutical index 

trailed this indicator as well, rising 

only 10.8 percent in 2012. Healthcare 

services and biotechnology shares per-

formed relatively better, increasing by 

17 and 41 percent, respectively. 

These trends are bolstered by the 

audit’s analysis of sales revenues for 

our 24 target companies, which ranged 

from top-ranked Johnson & Johnson, 

at more than $67 billion, to Endo, in 

last place, with sales of slightly more 

than $3 billion. The key marker here 

is revenue growth, which is a critical 

signpost of success in a climate where 

market pressures are conspiring to lim-

it gains derived from price increases on 

existing products. Who is growing and 

who is not? Are companies introduc-

ing new medicines and expanding the 

customer base at the same time? There 

is an apt analogy in Woody Allen’s 

cutting comments to Diane Keaton in 

the classic 1977 movie “Annie Hall.” 

“Our love is like a shark. A shark has 

to stay in constant motion or it dies. 

What we got here is a dead shark.” The 

larger message: a shark is a predator 

and can never relax; the choice is either 

kill and grow, or be eaten. 

Unfortunately, the read from the 

24 suggests an industry that is literally 

dead in the water. The Annual Sales ta-

ble shows average growth for the group 

fell to negative two percent in 2012; no 

less than eight companies—all from Big 

Pharma—were in the negative, led by 

BMS at minus 17.04 percent, followed 

by Astra Zeneca (-16.7) and Pfizer 

(-13.0). Again, it was the 16 smaller, 

more nimble “stealth pharma” compa-

nies that occupied all the positive terri-

tory, with Actavis growing the fastest, 

at 29 percent, thanks to the acquisition 

of the Watson generic business. Celgene 

also appears solidly positioned for con-

tinued growth, with portfolio depth in 

important areas like oncology. 

Enterprise value growth

Despite the negative sales growth, over-

all enterprise value in the 24 rose by 

13 percent, as shown in the Enterprise 

Value table. To put these numbers in per-

spective, according to Forbes magazine 

the average major league baseball team 

posted enterprise value growth of a little 

more than 23 percent in 2012, or almost 

twice the average for our pharma 24. 

Gilead exhibited enterprise value 

growth of nearly 120 percent, fol-

lowed by Actavis, at 101 percent, and 

Novo Nordisk, at slightly more than 38 

Enterprise Value
Rank 

2012

Rank 

2011 Company EV 2012 EV 2011

Percent 

Change

1 2 Johnson & Johnson $189.85 B $166.03 B 14.35%

2 1 Pfizer 187.69 176.59 6.28

3 3 Roche 186.91 165.76 12.75

4 4 Novartis 163.66 153.46 6.65

5 7 Sanofi 135.23 112.20 20.52

6 5 GlaxoSmithKline 130.65 130.58 0.05

7 6 Merck 130.48 119.61 9.09

8 8 Abbott 108.67 95.71 13.54

9 9 Novo Nordisk 84.96 61.39 38.40

10 12 Amgen 67.55 51.87 30.80

11 15 Gilead 62.39 28.81 119.6

12 10 AstraZeneca 60.94 57.46 6.04

13 11 BristolMyers-Squibb 57.70 56.05 2.95

14 13 Lilly 56.62 48.20 17.47

15 14 Teva 43.82 48.99 (10.55)

16 17 Biogen-Idec 34.07 26.02 30.92

17 16 Celgene 32.12 28.73 11.79

18 18 Allergan 26.16 25.82 1.32

19 N/A Actavis 17.11 8.48 101.70

20 19 Shire 16.85 20.07 (16.04)

21 20 Mylan 16.20 14.05 15.31

22 23 Forest 6.79 5.39 25.89

23 24 Hospira 6.13 6.15 (0.41)

24 22 Endo 5.59 7.07 (20.94)

Totals $1,828.14 B $1,614.49 B 13.23%

Average $76.17 B $67.27 B 13.23%

The read from the 24 suggests an industry 
that is literally dead in the water. It was  
the 16 smaller, more nimble “stealth  
pharma” companies that occupied all the 
positive territory. 
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 percent. Gilead is a mainstay on the list 

for its record of operational efficiency, 

but also has benefited from the increas-

ing mandated access to HIV medicines 

worldwide. Actavis is on an improvised, 

non-organic growth curve due its com-

bination with Watson Pharmaceuticals 

in 2012, making it the world’s third 

largest generic manufacturer, a record 

slated to be compounded further by the 

planned tie up with Warner-Chilcott. 

One disconcerting sign of the times 

is the spinoff of pharmaceuticals from 

companies that are hybrids, based on 

the rationale that the assets remaining 

will actually be valued higher by Wall 

Street. Recent examples include  Covidien 

throwing off its Mallinckrodt drug 

arm and Abbott’s jettisoning its drugs 

business to pursue bigger margin, high 

growth areas outside of pharma. The 

new Abbvie’s stock spinoff, at $56 billion 

in market cap over annual sales of $18 

billion, yields a market cap to sales ratio 

of about three to one—less than the en-

terprise value to sales average among our 

24 companies. This suggests marketers 

have lower expectations for the new com-

pany’s long-term growth and earnings. 

Enterprise value to sales

This is a critical financial metric. The 

higher the ratio here, the assumption 

is there is additional forward mo-

mentum—the company is just getting 

started; the sky’s the limit. A low ratio 

suggests the opposite: a company’s best 

growth prospects are behind it; its stock 

value lies more in the smaller benefits 

associated with funds for widows and 

orphans. The Enterprise Value to Sales 

table shows that the metric has in-

creased for the entire group, reflecting 

the better alignment that has taken place 

in recent years between the drug develop-

ment process and areas of unmet medi-

cal need. Gilead again cut a big swath 

through this ratio, nearly doubling its 

performance compared to 2011. There 

was also outstanding performances by 

Novo Nordisk and Biogen-Idec. 

Enterprise Value to Sales
Rank 

2012

Rank 

2011 Company

EV/S 

2012

EV/S 

2011

1 7 Gilead $6.49 B $3.39 B

2 2 Biogen-Idec 6.21 5.12

3 3 Novo Nordisk 6.16 5.80

4 7 Celgene 5.92 5.93

5 4 Allergan 4.51 4.83

6 8 Amgen 3.93 3.31

7 6 Roche 3.92 3.65

8 5 Shire 3.51 4.86

9 10 BristolMyers-Squibb 3.27 2.64

10 14 Pfizer 3.18 2.62

11 9 GlaxoSmithKline 3.04 3.07

12 17 Sanofi 2.93 2.59

13 N/A Actavis 2.89 1.85

14 13 Novartis 2.88 2.76

15 12 Johnson & Johnson 2.82 2.55

16 15 Merck 2.76 2.49

17 16 Abbott 2.73 2.46

18 20 Lilly 2.49 1.98

19 19 Mylan 2.37 2.29

20 22 AstraZeneca 2.12 1.76

21 18 Teva 2.09 2.48

22 11 Endo 1.85 2.59

23 24 Forest 1.55 1.28

24 23 Hospira 1.50 1.52

Average $3.38 B $3.06 B

Gross Margin

Rank 

2012

Rank 

2011 Company

Gross 

Margin 

2012

Gross 

Margin 

2011

1 2 Celgene 90.90% 85.23%

2 1 Biogen-Idec 86.36 86.72

3 3 Allergan 84.38 83.61

4 6 NovoNordisk 82.00 80.11

5 4 Amgen 81.32 82.66

6 5 Shire 80.31 80.26

7 7 AstraZeneca 77.79 79.81

8 9 Forest 77.28 77.12

9 8 Lilly 76.78 79.13

10 11 BristolMyers-Squibb 74.67 74.00

11 10 Gilead 74.29 74.90

12 12 Roche 73.80 72.66

13 14 Pfizer 72.52 70.54

14 13 GlaxoSmithKline 70.18 71.60

15 16 Johnson & Johnson 67.96 68.93

16 15 Novartis 66.90 69.83

17 17 Merck 65.66 65.92

18 19 Abbott 61.91 60.26

19 20 Sanofi 58.55 58.00

20 18 Endo 58.34 60.98

21 21 Teva 52.43 51.96

22 22 Mylan 43.77 42.13

23 23 Actavis 34.55 34.33

24 N/A Hospira 27.78 34.68

Average 68.40% 64.40%
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Gross margin

Gross margin reflects pricing power, 

as expressed by the ability of a com-

pany to secure a generous mark up for 

its goods. The higher the margin, the 

more pricing power a company has in 

hand. Obviously, management never 

wants to see those margins go down. 

In a recent Fortune magazine piece, 

columnist Janice Revell recounts the 

iconic investor Warren Buffett’s wis-

dom regarding pricing: “The ability to 

hike prices is the single most impor-

tant factor to consider when evalu-

ating a business.” Vadim Zlotnikov, 

chief market strategist at Alliance-

Bernstein, told Pharm Exec, “pricing 

power is the key to sustainable earn-

ings growth. There is clear evidence 

that shares of companies with pricing 

power dramatically outperform their 

peers.” This is buttressed by the 12 

years of audit results, where our “Fab 

Five” of consistently top perform-

ers share a common characteristic of 

nosebleed pricing prowess.

Overall, as seen in the Gross Mar-

gin table, gross margin for the 24 

stayed constant over the year, averag-

ing 68.4 percent. Celgene earned the 

highest markup, at slightly over 90 per-

cent, increasing it by five basis points 

over 2011. As stated, you don’t want to 

see gross margin decrease, but this is 

what happened to Johnson & Johnson, 

Novartis, GSK, AstraZeneca, Lilly, 

Amgen, Hospira, and Endo.

To put the stratospheric margins 

of the pharma industry in perspec-

tive, Apple, arguably the most inno-

vative company in the world despite 

spending less than three percent of 

sales on R&D, gets a gross margin 

of 45 percent on its iPhones. A key 

strategic question for the industry is 

whether this top of the league perfor-

mance on margins can continue in an 

era of soaring healthcare costs, public 

budgetary constraints, and a surge of 

elderly people dependent on fixed in-

comes. Two prominent CEO members 

of the 24, George Scangos of Biogen-

Idec and Shire’s Flemming Ornskov, 

have stated publicly the industry has 

to expect less—and to work harder 

for each sale too. 

Net income to sales:  

the profit metric 

The Net Income to Sales table, profit 

(EBITDA) to sales, measures how well 

a company manages its pricing and 

controls expenses. While gross mar-

gin was constant for the year, over-

all profitability decreased, from 26.2 

percent to 24.9 percent, suggesting a 

trend toward pricing power erosion 

and SG&A expenses that surged out of 

control. Not surprisingly, the biotechs 

and specialty firms, with less overhead 

to wrestle down, demonstrated the 

highest profitability.

Enterprise value to sales has increased for the 
entire group, reflecting the better alignment 
in recent years between the drug development 
process and areas of unmet medical need.

Net Income to Sales
Rank 

2012

Rank 

2011 Company

NI/S 

2012

NI/S 

2011

Percent 

Change

1 1 Gilead 40.79% 46.10% (12.00%)

2 7 Novo Nordisk 36.96 33.24 11.19

3 12 Celgene 33.81 26.86 25.87

4 5 Amgen 33.40 33.54 (0.42)

5 8 Roche 33.29 30.78 8.15

6 2 Biogen-Idec 32.90 35.72 (7.89)

7 3 Pfizer 32.15 29.05 10.67

8 4 AstraZeneca 31.16 36.18 (13.88)

9 17 Allergan 28.40 24.77 14.65

10 16 Johnson & Johnson 25.52 25.12 1.59

11 11 Shire 24.66 27.42 (10.07)

12 10 GlaxoSmithKline 24.43 29.41 (16.93)

13 9 BristolMyers-Squibb 24.05 31.91 (24.63)

14 19 Forest 23.77 30.77 (22.75)

15 15 Lilly 22.19 26.01 (14.69)

16 6 Merck 22.16 21.59 2.64

17 22 Abbott 21.50 17.10 25.73

18 13 Endo 21.18 24.10 (12.12)

19 18 Teva 20.57 21.90 (6.07)

20 14 Sanofi 18.43 17.31 6.47

21 20 Mylan 17.43 17.53 (0.57)

22 21 Novartis 16.65 17.65 (5.67)

23 N/A Actavis 9.19 13.58 (32.33)

24 24 Hospira 3.55 12.63 (71.89)

Average 24.92% 26.26% (5.10%)
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Sales to Assets
Rank 

2012

Rank 

2011 Company S/A 2012 S/A 2011

Percent 

Change

1 1 Novo Nordisk 1.19 1.03 15.53%

2 2 Roche 0.70 0.69 1.45

3 4 Hospira 0.67 0.70 (4.29)

4 3 Lilly 0.66 0.72 (8.33)

5 7 Shire 0.66 0.65 1.54

6 5 GlaxoSmithKline 0.64 0.67 (4.48)

7 11 Allergan 0.63 0.63 0.00

8 8-T Abbott 0.59 0.64 (7.81)

9 12 Forest 0.59 0.61 (3.28)

10 15 Mylan 0.57 0.53 7.55

11 13 Johnson & Johnson 0.55 0.57 (3.51)

12 10 AstraZeneca 0.54 0.62 (12.90)

13 14 Biogen-Idec 0.54 0.56 (3.57)

14 8-T BristolMyers-Squibb 0.49 0.64 (23.44)

15 16 Novartis 0.47 0.47 0.00

16 18 Celgene 0.46 0.48 (4.17)

17 20 Endo 0.46 0.37 24.32

18 19 Merck 0.45 0.46 (2.17)

19 17 Gilead 0.45 0.49 (8.16)

20 N/A Actavis 0.42 0.68 (38.24)

21 21 Teva 0.41 0.34 20.59

22 23 Sanofi 0.35 0.33 6.06

23 22 Pfizer 0.34 0.32 6.25

24 24 Amgen 0.32 0.32 0.00

Totals 13.15 13.52 (2.74%)

Average 0.55 0.56 (1.79%)

Sales to assets

Sales to assets is another way of re-

flecting how a company manages those 

margins by capitalizing on its inven-

tory of assets. The two go hand in 

hand—or should—because there are 

only two ways to make money: margin 

management and asset management. 

For every dollar invested in assets, how 

much sales revenue is generated? As 

the Sales to Assets table shows, Novo 

Nordisk is at the top with a very effi-

cient, productive ratio of 1.19; that is, 

for every dollar Novo Nordisk invests 

in assets, that dollar generates $1.19 in 

revenues. Roche came in at a distant 

second, with .70.

Net income to assets

Net income to assets is a critical 

metric, along with enterprise value 

growth and enterprise value to sales. 

There are companies that excel at 

margin management or at assset man-

agement. You can count the compa-

nies that excel at these two primary 

ways to make money on your right 

hand—and you won’t need all your 

fingers. The Net Income to Assets ta-

ble shows an overall average decrease 

in this metric against the previous 

year. It is also evidences some pro-

nounced contrasts: the most impres-

sive number is Novo Nordisk’s—at 

32.88, it is higher than some firms’ 

gross margins. Roche, again, is sec-

ond, at 15.10. 

Sales revenue to employee

This metric indicates how productive 

a company’s workforce can be. The 

higher the ratio, the more produc-

tive is its team. The Sales to Employee 

table shows a dramatic overall de-

crease in employee productivity, from 

$898,000 per employee in 2011 down 

to $736,000 per employee in 2012. 

On the plus side, Teva’s lean manage-

ment approach helped it score a best-

in-group 20 percent gain in sales per 

employee over 2011. 

Sales, general, and  

administrative expenses 

SG&A is an important metric but we 

do not weight it because in any one or 

two years, a firm might be in the middle 

of a growth cycle, launching new prod-

ucts and entering new markets. For 

example, Gilead and Biogen-Idec show 

increases in SG&A, but the former is 

revving up for its oral hepatitis C line 

introduction and the latter is launching 

a new multiple sclerosis drug. In such 

cases, SG&A is more an investment 

than a cost. 

However, this ratio, which re-

mains the basic measure of corporate 

While gross margin 
was constant, overall 
profitability decreased, 
from 26.2 percent to 

24.9 percent, 
suggesting a trend 

toward pricing power 
erosion and higher 
SG&A expenses.
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overhead, should not exceed sales or 

profit growth for an extended period 

of time. The General Administrative 

Expenses to Sales table shows that 

on a group basis SG&A is increasing, 

from 42.13 perent of sales in 2011 to 

43.04 percent in 2012, despite the 

corresponding negative growth in 

sales for the industry. It’s a ratio that 

is clearly heading in the wrong direc-

tion in so far as future profitability 

is concerned, and accounts for some 

of the urgency expressed by invest-

ment analysts about changing the 

basic pharma business model. In this 

regard, it is worth mentioning that 

workforce restructuring—firing and 

laying off employees—shows up as an 

expense under SG&A, suggesting that 

the industry record in doing that is 

better than increasing sales or locking 

in growth. The figure also includes lit-

igation reserves, another bureaucratic 

drain on the culture of growth. 

And the winner is...

Novo Nordisk ranks top of the league. 

The Danish market leader in the diabe-

tes franchise is followed by Gilead; Bio-

gen-Idec; Celgene; and Roche, all lean 

and mean specialty biotech/pharmas.

How did Novo Nordisk do it? It 

was simple: by running the table on 

key metrics, and scoring consistently 

well—if not always the highest—in all 

areas. The company came in third on 

creating shareholder value and on en-

terprise value to sales, both important 

indicators that reveal future growth 

and earnings potential. It ranked 

fourth on gross margin, paced by a 

long and strong track record in being 

able to raise prices. A focused commit-

ment to a high potential therapy helps 

as well: diabetes is a lucrative segment 

with an enormous well of unmet medi-

cal need, particularly from a global 

perspective. US healthcare spend on 

diabetes agents increased by 11 percent 

over the past year; utilization rose by 

1.5 percent, while prices posted a gain 

of 9.5 percent. Not surprisingly, given 

its broad exposure to the field, Novo 

Nordisk came in second on profit to 

sales, pushing up that performance 

metric by over two basis points. 

However, diabetes is an increasing-

ly crowded field, with more room for 

price discounting. Yet Novo bought 

some insurance through its surge on 

asset management (sales to assets), 

where it achieved a rate of performance 

not seen since we launched the annual 

audit. With very high margin manage-

ment (profit to sales) and asset man-

agement (sales to assets), the company 

ran away with the key metric, return 

on assets. Finally, Novo Nordisk’s em-

ployee productivity proved spectacular 

compared to the rest of the field. And 

Net Income to Assets
Rank 

2012

Rank 

2011 Company NI/A 2012 NI/A 2011

Percent 

Change

1 1 Novo Nordisk 32.88 27.12 21.24%

2 3 Roche 15.10 15.24 (0.92)

3 5 Biogen-Idec 14.39 14.40 (0.07)

4 16 Forest 13.58 15.93 (14.75)

5 4 Gilead 13.45 19.41 (30.71)

6 13 Celgene 13.40 13.06 2.60

7 10 Allergan 12.42 11.11 11.79

8 9 LIlly 12.01 13.45 (10.71)

9 2 AstraZeneca 11.88 17.83 (33.37)

10 6 GlaxoSmithKline 11.06 12.63 (12.43)

11 8 Shire 10.93 14.30 (23.57)

12 14 Abbott 9.35 7.90 18.35

13 11 Johnson & Johnson 9.24 8.93 3.47

14 20 Amgen 8.42 7.98 5.51

15 22 Novartis 7.98 7.19 10.99

16 12 Merck 5.84 5.93 (1.52)

17 7 BristolMyers-Squibb 5.69 11.56 (50.78)

18 18 Mylan 5.45 4.64 17.46

19 17 Pfizer 5.08 4.54 11.89

20 21 Sanofi 4.95 6.14 (19.38)

21 24 Teva 3.98 6.04 (34.11)

22 N/A Actavis 0.94 4.17 (77.46)

23 19 Hospira 0.74 (0.16) 562.50

24 23 Endo (10.68) 3.35 (418.81)

Average 9.00 10.50 (14.29%)

Novo Nordisk stands out this year at top of 
the league. The Danish market leader in the 
diabetes franchise is followed by Gilead; 
Biogen-Idec; Celgene; and Roche, all lean and 
mean specialty biotech/pharmas.
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it achieved all this with a SG&A that 

was actually lower than in 2011. 

The audit is also experiencing some 

flux, which is to be expected given the 

pace of change in the industry—half 

of the current 24 companies on the 

list are newcomers since this project 

was launched in 2002. Surprising as 

it may seem today, then the list lacked 

a single generic supplier. Two of our 

current generic companies are a case 

in point: Mylan and Actavis, far from 

being mired in a commoditized race 

to the bottom, experienced substan-

tial increases in shareholder value 

this year. Mylan’s purchase of India’s 

Agila Specialties adds to its expertise 

in difficult-to-manufacture injectable 

drugs, while Actavis joined up with 

Amgen to strengthen its hand in bi-

osimilars. Adding to the aura of Acta-

vis’ performance on shareholder value 

creation, in addition to the Watson tie-

in, is the glowing portrait of its growth 

and earnings potential going forward. 

Actavis came in at number one on the 

Bloomberg Business Week’s “Nifty 

Fifty” stocks for 2012, with a surge of 

231 percent in its shares over the past 

year, putting it well ahead of our audit 

runner ups, Gilead and Biogen-Idec—

fast company indeed. 

Our newest member of the audit, 

Hospira, presents an equally interest-

ing case, on the side of adversity. With 

its manufacturing problems apparently 

on the mend, the company has only one 

way to go: up. Like Actavis, it is focus-

ing on difficult to manufacture drugs; 

more success here may also change its 

outlook. The company has its sights on 

the biosimilar market, readying a chal-

lenge to the Johnson & Johnson block-

buster Remicade in Europe. 

Ultimately, the audit is a reflection 

of the diversity of strategies that are 

now being employed toward the holy 

grail of growing sales in a challeng-

ing market climate. The ability to do 

this is the vital differentiator between 

those companies destined to thrive and 

those with fading prospects. Our top 

Sales to Employee

Rank 

2012

Rank 

2011 Company

Sales Per 

Employee 

2012

Sales Per 

Employee 

2011

Percent 

Change

1 1 Novo Nordisk $2.28 M $2.06 M 10.68%

2 2 Gilead 1.92 M 1.88 M 2.13

3 3 Teva 1.71 M 1.43 M 19.58

4 4 Celgene 1.15 M 1.09 M 5.50

5 6 Amgen 960 K 880 K 9.09

6 5 Biogen-Idec 920 K 1.02 M (9.80)

7 8 Forest 770 K 750 K 2.67

8 12 Endo 650 K 600 K 8.33

9 10 Pfizer 640 K 650 K (1.54)

10 7 BristolMyers-Squibb 630 K 790 K (20.25)

11 11 Lilly 590 K 640 K (7.81)

12 13 Merck 570 K 560 K 1.79

13-T 15 Roche 550 K 530 K 3.77

13-T 17 Shire 550 K 510 K 7.84

15 16 Allergan 540 K 530 K 1.89

16 14 Johnson & Johnson 530 K 550 K (3.64)

17 18 Abbott 440 K 430 K 2.33

18 19 Novartis 420 K 420 K 0.00

19-T 20 AstraZeneca 340 K 370 K (8.11)

19-T 21 Mylan 340 K 340 K 0.00

21 9 Actavis 330 K 690 K (52.17)

22 22 Sanofi 310 K 290 K 6.90

23 23 GlaxoSmithKline 270 K 280 K (3.57)

24 24 Hospira 260 K 270 K (3.70)

Totals $176.7 M $17.56 M 0.63%

Average $736 K $898 K 0.68%

Dr. Bill’s Hall of Fame
From time to time, we pay special recognition to those companies who excel 

at both margin management (profit to sales) and asset management (sales to 

assets). A minority of companies do an outstanding job on managing prices, sales 

growth and expenses; a roughly equal number perform similarly in managing 

and using their physical assets. But the truly exclusive club consists of those 

with a management team that excels at both: margin management and asset 

management. 

In this year’s audit, two companies stand out on this rare measure of 

success: Novo Nordisk (ranking second on margin management and first on asset 

management) and Roche (fifth on margin management and second on asset 

management). Pharm Exec extends a hats off to the two, as our choice for best 

managed companies for 2012.
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 performing companies price as if the 

term “price competition” is a street 

vulgarity; a phrase not to be uttered 

in polite company. Not only are they 

superior in pricing to win, with great 

price elasticity, they are prodigious in 

controlling costs and managing their 

physical assets. The companies’ em-

ployees tend to out produce their coun-

terparts in terms of efficiency and pro-

ductivity. And these best performers 

grow sales at a rate much faster than 

SG&A expenses. As noted, higher 

SG&A than average over time reflects 

bloated overhead and administrative 

inefficiency. Failure to stem that trait 

means we won’t likely be seeing you in 

the audit five years from now. 

Reinforcing the previous paragraph, 

let’s expand our “Fab Five” to the “Heav-

enly Seven” by adding two others on this 

year’s list: Amgen and Allergan. Both 

stood out from the majority by notching 

up some good numbers on sales growth. 

While Amgen created shareholder value, 

coming in fifth, Allergan increased it 

only slightly, but the modest change was 

still in the right direction. And Allergan 

came in third, compared to Amgen, at 

fifth place, in gross margin performance. 

Both companies are well above aver-

age in  profitability (profit to sales) even 

though Amgen had a bad year managing 

its assets. Both companies combined an 

increased profit to assets metric with ris-

ing employee productivity. Imagine how 

Amgen’s performance would have been 

if it had only a modest or average sales 

to assets ratio. Our conclusion from all 

the math? It’s the ability to externalize 

exclusivity in the therapy segment and 

wrest premium pricing from a reluctant 

payer base that confers the halo to the 

Heavenly Seven. 

Bill Trombetta, PhD, is Professor of 

Pharmaceutical & Healthcare Marketing at St. 

Joseph University, Haub School of Business. He 

can be reached at dtrombet@aol.com.

And the  
winner is…
Company Score

Novo Nordisk 420

Gilead 386

Biogen-Idec 384

Celgene 352

Roche 318

Amgen 308

Allergan 294

Forest 276

Shire 267

Lilly 257

Johnson & Johnson 231

Abbott 207

GlaxoSmithKline 202

BristolMyers-Squibb 198

AstraZeneca 197

Pfizer 192

Actavis 188

Mylan 185

Merck 177

Novartis 163

Sanofi 156

Teva 136

Endo 129

Hospira   89

General Administrative Expenses 

to Sales
Rank 2012 Rank 2011 Company GAE/S 2012 GAE/S 2011

1 2 Hospira 24.22% 22.06%

2 1 Actavis 25.35 20.74

3 3 Mylan 26.35 24.6

4 5 Teva 31.86 30.06

5 4 Gilead 33.50 28.80

6 6 Endo 37.16 36.88

7 7 Sanofi 39.47 39.76

8 9 Roche 40.04 41.88

9 8 Pfizer 40.36 41.23

10 12 Abbott 40.41 43.16

11 14 Johnson & Johnson 42.40 43.80

12 15 Merck 43.50 44.33

13 18 Novo Nordisk 45.04 46.86

14 11 GlaxoSmithKline 45.75 42.18

15 13 AstraZeneca 46.60 43.63

16 19 Novartis 46.97 47.18

17 20 Amgen 47.59 49.08

18 16 Biogen-Idec 47.66 44.75

18 10 BristolMyers-Squibb 50.63 42.09

20 17 Forest 53.51 46.75

21 22 Shire 55.65 52.84

22 24 Allergan 55.98 58.84

23 21 Lilly 56.59 53.12

24 23 Celgene 57.09 58.38

Average 43.04% 42.13%
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Not Much Ado  
About the ACA

start of the law’s most critical imple-

mentation phase, where the states and 

the federal government begin offering 

a menu of plans for subsidized health 

coverage to millions of citizens left out 

or underinsured in our current system 

of care.

Will pharmaceutical manufacturers 

obtain a fresh growth dividend from 

this promise of expanded access to the 

uninsured, in much the way that Part D 

did after that law was fully implement-

ed in 2006? Or is it likely to be a false 

promise, that paper tiger I call “Not 

Much Ado…About Something”? Our 

simple answer: the precedent for a jump 

in revenues just isn’t there; despite its 

vast scope and frequently contradictory 

ambitions, the ACA will not amount to 

much more than “business as usual” for 

most of big Pharma and its brands. 

Thinkstock

With key provisions of the Affordable Care Act set to launch 

this month, industry veteran Mason Tenaglia says the 

impact all depends on what you sell and where you sit.    

T
he impact of major legislation 

in healthcare is observable only 

with the passage of time. Markets 

rarely follow the neat contours of the 

law and there are repercussions often 

unseen in the heady confidence that ac-

companies the end of partisan political 

debate. Eight years out from passage of 

the 2004 Medicare Modernization Act, 

which granted a new drug entitlement 

(Part D) to seniors, what precedents 

might we apply from this experience to 

the more sweeping and complex provi-

sions of the Obama Administration’s 

2010 Affordable Care Act (ACA)? The 

question is important in defining the 

future of the pharma industry business 

model, because this month marks the 

 By Mason Tenaglia
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Figure 1

With the advent of the Part D drug 

benefit in 2006, the pharmaceutical 

industry saw a major increase in total 

branded sales, with IMS Health re-

porting a doubling of revenue growth 

rates, from 4.1 percent in 2005 to 8.4 

percent. Many brands benefited from 

the improved revenue and boosted 

margins as well, when a large bolus 

of Medicaid patients who were “du-

ally eligible,” along with several mil-

lion indigent patients receiving free 

product, were moved into Part D as 

Low Income Subsidy (LIS) patients. 

However, these gains were followed 

by increased payer control and con-

cessions to the largest managed care 

Part D plans, with the result that 

these plans now extract much high-

er rebates from manufacturers than 

commercial plans. The changes are 

now more or less permanently em-

bedded in the relationship between 

the industry and payers, which ap-

pear to hold the upper hand in pric-

ing negotiations. 

Nevertheless, many of our client 

companies have looked at the expan-

sion of health coverage from ACA and 

wondered, or perhaps hoped, that 

there might be a sequel to the 2006 

blockbuster scenario in 2014. We be-

lieve the odds are stacked against that 

happening again for the vast majority 

of pharmaceutical brands.

There are several reasons for this 

pessimism. For many drug-makers, the 

greatest impact of the ACA has already 

taken place. That impact consists of 

a decline in net margins from manu-

facturers picking up 50 percent of the 

cost of drugs for Medicare patients 

whose expenditures lead them to be-

ing placed within the coverage gap or 

“doughnut hole,” where the burden of 

payment falls back on to them as indi-

vidual patients. For the average retail 

product, company margins have de-

clined by eight to 10 percentage points 

for prescriptions filled by the standard 

eligible population in Part D. How-

ever, depending on the importance of 

Standard Eligible patients (who can 

account for as little as 15 percent of a 

product’s Part D volume, or, alterna-

tively, as much as 80 percent), as well 

as cost of care variations by geographic 

location, the impact of this subsidy can 

be many times greater, or it can be neg-

ligible. For some specialty products the 

negative impact can be less still, and 

the 50 percent subsidy to patients may 

actually have resulted in increased uti-

lization of covered medicines.

So it goes for the idea of any upside 

from expanded health coverage un-

der Obamacare. The impact of ACA 

in 2014 really depends on where a 

brand ends up this year: with its for-

mulary coverage, the therapeutic class 

it  competes in, and where it has the 

strongest position geographically in 

Medicaid and commercial plans.

There are three basic conclusions 

that we draw from this analysis.

» Volume increases will not be as im-

mediate, nor as significant, as was 

the case for Part D.

» Growth and margin improvement 

are contingent and cannot be gener-

alized. Impacts will vary significant-

ly depending on the product and 

whether it has generic alternatives, 

the time it has been on the market, 

and whether co-pay support (as in 

many specialty products) has be-

come critical to maintaining patient 

adherence to therapy.

» Any upside, where it does exist, will 

vary geographically—mostly in the 

Democratic-leaning “blue states” 

that have expanded the level of 

Medicaid coverage in spirit with the 

Obama administration’s approach.

Access: a mixed picture 

As depicted in Figure 1, the demo-

graphics of the ACA indicate that the 

offer of expanded health coverage 

doesn’t necessarily imply there will be 

better drug coverage for all. In con-

trast to the straightforward objective 

of the Part D legislation, the ACA has 

multiple goals and hundreds of mov-

ing parts. For some of those previously 

Impacted

Patients

Future

Impacted

Patients

Today

Commercial Drug Coverage

ACA and Demographic Impact on Pharma

Part D Individual and SHOP Exchanges

Uninsured

Retiree Drug Subsidy Employer Dumping Insurance Mandate Medicaid Expansion

Medicaid

Aging Population Government Subsidies
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uninsured, the expansion of Medicaid 

will certainly provide new prescrip-

tion coverage. Similarly, the Indi-

vidual and Small Business Exchanges 

(SHOP) will mean that patients have 

access to medicines. 

But the real question is how good 

will their access be to healthcare pro-

fessionals? For many newly covered 

patients, the quality of drug coverage 

will likely exceed the quality—and the 

commitment—of the network of phy-

sicians available to treat them. There 

is already a crisis in many states with 

large Medicaid programs in terms of 

the number of primary care physicians 

able to make room for new Medicaid 

patients. In addition, how long will 

it take a newly covered patient to ob-

tain an appointment with a specialist 

neurologist, rheumatologist, or gastro-

enterologist? The daunting numbers 

threaten to sidetrack the law’s goal of 

improving the standard of care for mil-

lions of patients with MS, rheumatoid 

arthritis, and hepatitis C—each on its 

own a serious public health threat.

On the downside, ACA may ulti-

mately lead to a diminished quality 

of drug coverage for many commer-

cial patients who will be “dumped” 

by their employers from rich, defined 

benefits to less costly health options 

operated by third parties. For the 

industry, a move away from com-

mercial, employer-based coverage to 

either Medicare Part D plans or the 

reform law’s exchanges will have two 

major impacts on volume and profit 

margin. First, Part D and exchange 

plans are likely to have more bar-

gaining power than most commercial 

insurers, as they are more willing 

and able to restrict their formular-

ies to only those manufacturers and 

products willing to discount heavily 

and provide “price protection.” Sec-

ond, either of these alternatives will 

likely preclude the patient from get-

ting co-pay offset support. And high 

deductibles and co-pays, with no co-

pay offset cards allowed, will lead to 

 substantially  higher patient abandon-

ment and reduced adherence.

Therapeutic Class: It Depends

As seen in Figure 2, expanded health 

coverage does not carry the same up-

side potential for all branded prod-

ucts and therapeutic classes. For some 

primary care classes, such as pain, 

depression, and hypertension, where 

there are multiple generic alterna-

tives, new patient coverage could lead 

to very limited new branded prescrip-

tion activity. If the new payers do 

not block the branded drug entirely, 

their benefit designs are likely to look 

like Part D, where there is a dramatic 

co-pay differential between branded 

and generic drugs. And even if the 

branded drugs are contracted to get 

on preferred (Tier 2) formulary sta-

tus, many prescribers—be they phy-

sicians or physicians assistants—are 

likely to write “generics first” even 

For the industry, a move away from 
commercial, employer-based coverage to 
either Medicare Part D plans or the reform 
law’s exchanges will have major impacts on 
volume and profit margin. 

E D U C A T I N G  L E A D E R S  F O R  B U S I N E S S  A N D  S O C I E T Y

The Yale School of Management’s 

MBA for Executives offers a focused 

program of study created to prepare 

the next generation of healthcare 

leaders. Join entrepreneurs, health 

practitioners, executives and others 

from across healthcare sectors. 

Develop critical leadership and 

management skills through a 

rigorous MBA curriculum with an 

emphasis on the rising complexities 

of an industry in transition. 

Learn more at mbae.som.yale.edu
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Figure 2

when that step is not required. Com-

panies with products in these classes 

should look to their own experience 

in  Massachusetts in 2007, after the 

Access to Affordable, Quality, Ac-

countable Health Care Act (now 

known as “Romneycare”) was imple-

mented. Did their brands grow, or did 

generic share grow faster than in the 

rest of the country? We have seen this 

movie already.

For specialty products, which 

have high annual costs per patient 

and which are driving drug spending 

trends among employers, insurers, 

and PBMs in the commercial channel, 

manufacturers should anticipate little 

growth and possibly a decline in vol-

ume depending on whether patients 

are allowed to use co-pay cards to 

offset large deductibles and monthly 

out-of-pocket expenses. A drug like 

Enbrel has achieved very high patient 

adherence with pay-no-more-than 

$10 programs (PNMT) for new and 

continuing patients. Those newly in-

sured patients that do find their way 

into a specialty physician’s office may 

find themselves facing prohibitively 

high co-pays that are comparable 

to Part D’s specialty tier (at a $300 

per month average). Potential benefi-

ciaries in specialty products will be 

those that have a physician-adminis-

tered protocol such as Remicade and 

Orencia in the rheumatoid arthritis 

space and can be billed under “medi-

cal” reimbursement codes.

Products or product classes that 

have no real generic or biosimilar al-

ternative today, however, are likely to 

see a boost from ACA. In the GLP-1s 

for example, newly insured patients 

can’t be stepped through a generic 

and if the formulary includes the 

therapeutic class at all, manufactur-

ers will get their fair share of new pa-

tient starts. Products like Victoza may 

get even more than their fair share, 

as they are likely to be “must haves” 

on any exchange formulary. Whether 

new insurance coverage comes from 

the exchanges or Medicaid expan-

sion, manufacturers in these classes 

stand to gain volume, albeit at lower 

margins. And the newer products or 

launch products should have reason-

able gross margins because they have 

not yet accumulated significant CPI 

penalties to add on top of the statu-

tory Medicaid discount.

Geographic split

Implementation of ACA will not be 

uniform across the country nor will 

it offer the same opportunities for 

all products and manufacturers. As 

of August 2013, about half of the 50 

states have opted out of the feder-

ally subsidized expansion of Medic-

aid coverage; most of the politically 

conservative states have dragged their 

feet in setting up both the exchanges 

and the infrastructure to encourage 

enrollment.

Low Impact High Impact

Potential Growth Areas

Key Concerns

(e.g., RA, MS,

virology, oncology)

Previously uninsured gain access to medication

through Medicaid, Medicare Low Income

Subsidy, and the Exchanges

Increased diagnosis rates

(e.g., diabetes [GLP-1,

basal insulin], asthma)

(e.g., depression,

dyslipidemia, pain, ACS)

Specialty
Retail w/o

Generics

Retail w/

Generics

Higher patient cost sharing, without co-pay

programs, in the exchange’s standardized

benefit designs (e.g., bronze, silver)

Increased payer leverage

Potential Growth Areas and Key Concerns by Market Type
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The Democratic Party “blue 

states” that are encouraging enroll-

ment and expanding Medicaid will 

follow a very different script. Manu-

facturers with a history of selling to 

the Medicaid channel and the large 

sales forces that still have the ability 

to call on Medicaid physicians will 

have the advantage.

And, although the margins in 

many established branded products 

will be paper thin due to CPI penal-

ties, pharmaceutical companies can 

expect a spillover effect in those states 

that have expanded Medicaid cover-

age. Building on precedents from the 

federal WIC (womens, infant, and 

children) program, physicians will 

frequently not know a patient’s eli-

gibility for Medicaid, and may inap-

propriately prescribe drugs with pre-

ferred formulary status on Medicaid 

to any and all newly insured patients.

Contraceptives as policy precedent?

So how do we validate this view of 

muted volume growth, dispersion of 

opportunity across branded products, 

and varied geographic upside? Well, 

ACA is already here in one class—con-

traceptives, where federal regulations 

required all commercial insurance 

plans to implement zero co-pays in 

January 2013. This action should have 

produced an across the board “wind-

fall” for all branded contraceptives. 

However, early results support the “it 

depends” perspective.

Like the state governments with 

Medicaid expansion, many insurance 

plans have decided to implement these 

regulations with their own interpre-

tations—in some cases following the 

 letter of the law, and in others, only 

the spirit. United Healthcare made 

only one generic oral contraceptive 

available at zero co-pay while Harvard 

Pilgrim (historically one of the most re-

strictive payers) put every branded pill, 

patch, and ring on its primary formu-

lary for zero patient out of pocket.

Although it is early, first half results 

for 2013 show year over year declines 

in all branded volumes, due to an inex-

orable shift to generics despite the im-

provement in patient cost sharing. Pa-

tient co-pays for alternate forms of the 

contraceptive pill—rings and patch-

es—fell most dramatically. However, 

this varied by payer and geography, 

with more dramatic generic conversion 

rates in plans such as  United and BCBS 

of Massachusetts that touted the zero 

co-pay for generics.

Manufacturers in the contracep-

tive classes have already seen how 

ACA’s impact will literally be all over 

the map. They have gained a year’s 

experience in managed care contract-

ing and co-pay card deployment, the 

results of which turned their previous 

strategies topsy-turvy. The pregnant 

question: Who needs co-pay cards in 

Massachusetts for any contraceptive? 

Why do you contract for tier?

One thing is for certain—that 

ACA will accelerate the pace in which 

pharmaceutical manufacturers move 

away from a “one-size-fits-all” na-

tional model of resource allocation. 

A state-by-state view of the world 

which is emerging from differences 

in Part D and commercial formular-

ies will be necessary to capture any 

upside that comes from ACA—and to 

do that without overspending. 

Mason Tenaglia is Managing Director of the 

Amundsen Group and a member of Pharm Exec’s 

Editorial Advisory Board. He can reached at 

MTenaglia@Amundsengroup.com.

Past is Prologue
Looking ahead to phase-in of the new health reform law, author Mason Tenaglia offers six stra-

tegic insights for Big Pharma drawn from his 2004 assessment of the Medicare Part D Drug 

Benefit legislation, noting that the same forces existing eight years ago are still in play today.*

1. Participation in the subsidized segments of the markets will increase as consum-

ers, public health agencies, and state administrators learn how to optimize the 

system.

2. Managed care firms will move to restrict manufacturers’ access to these markets to 

extract deeper price concessions.

3. Prices in the most competitive product categories will destabilize and result in unex-

pected declines in profit margins for participants.

4. New pricing models—similar to those found in today’s managed care contracts 

that incorporate the “spillover” effect from the subsidized market into the broader 

market—will become the standard.

5. The planning and resource allocation process for pharma sales and marketing 

efforts will continue to evolve away from a national model whose objective is to 

maximize volume, to a state-based framework whose objective is to maximize contri-

bution margin.

6. The squeeze on prices and profits will lead to a rationalization of costs in all areas 

of company management

*“From the Mouths of Babes,” Pharmaceutical Executive, September 2004

First half results for 2013 show year over year 
declines in all branded volumes, due to an 
inexorable shift to generics despite the 
improvement in patient cost sharing.
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Field Force Evolution: 
Adapting to Thrive  
in a New Ecosystem

ics and hospitals, where a growing num-

ber of physicians now practice medicine. 

Like the US economy, the drug mar-

ket seems to have turned a corner, with 

key indicators like the number of FDA 

approvals on the increase. But also like 

the US economy, external forces in the 

healthcare ecosystem are having unpre-

dictable effects on the recovery. Outside 

of specialty companies in key therapeutic 

areas—like Novo Nordisk, Biogen Idec, 

and Gilead—most companies are ex-

perimenting with new ways to get more 

bang for their buck, while simultaneous-

ly promoting a culture of compliance. 

“The industry is in middle school right 

now, everybody is trying out new behav-

iors to figure out what works and what 

doesn’t,” says Matt Gurin, vice presi-

dent, Hay Group. As the Hay Group fin-

ishes tabulating the results of its annual 

pharmaceutical sales force effectiveness 

study, a portion of which is devoted to 

compensation, Gurin says the reemer-

gence of potential blockbuster prod-

ucts has some companies scrambling to 

 retain the reps they still have. 

Pay structure largely unchanged

Companies have downsized their sales 

forces so dramatically that managers 

Thinkstock

Environmental changes on all sides of professional sales—

from physician behavior and regulatory requirements to 

changes linked to empowered payers and patients—are 

forcing biopharmaceutical companies to select for new 

traits in the makeup of the field force function.  

T
he ongoing changes, and challenges, 

to the way drug companies promote 

and sell products to their customers 

are too numerous to recount in one place. 

But there is one overarching factor that 

continues to influence every aspect of the 

decision-making process with respect to 

managing an effective professional sales 

operation: cost. 

To win in the offline, outdated, and 

broken share-of-voice model, pharma 

companies needed to simply outspend the 

competition by putting more boots—or 

cap-toe oxfords and high heels—on the 

ground. If you had a physician’s ear more 

often than someone else, market share 

consistently followed. Post patent-cliff, 

there are fewer resources to throw at pro-

fessional promotion, and when money 

does talk, it’s mostly the government 

that’s listening. Physicians in general are 

less available to sales reps—less than 

half of the physicians surveyed by CMI/

Compas recently said they’d see a sales 

rep in person without restrictions—and 

many have ceded the fundamental choice 

of which drug to prescribe to formulary 

committees overseeing networks of clin-

 By Ben Comer, Senior Editor
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 believe the only reps left in the stable are 

the cream of the crop, and they don’t 

want to lose them to competitors, says 

Gurin. As a result, there hasn’t been much 

experimentation with compensation, at 

least outside of managed care (GSK not-

withstanding, but that’s another story). 

The longtime standard in terms of salary 

to bonus ratio has held at between 75/25 

and 80/20 for salary/bonus, plus or minus 

five percent, says Gurin. Gerry Melillo, 

president of sales services at PDI, a con-

tract sales firm, agrees that “most compa-

nies have not followed GSK” regarding 

that company’s arm-twisted methodol-

ogy for assessing sales reps and award-

ing bonuses. As for base salary, Melillo 

says the figure hovers between $65K and 

$75K per year. Bonuses—determined by 

the volume of product a rep successfully 

moves—typically run about 25 percent of 

total compensation, equal to between 30 

percent and 35 percent of the base. 

Andrew Ajello, SVP, national diabe-

tes sales at Novo Nordisk, says he feels 

good about offering Novo reps a 75/25 

salary to bonus split. “Reps hate what 

GSK did,” says Ajello. “We hired all 

their good people.” In addition to direct 

compensation, Ajello says Novo offers 

solid benefits and “awesome cars,” the 

latter of which many younger genera-

tion reps find attractive. “We’re unique 

in the cars,” says Ajello, adding that 

while Novo is shifting toward a diabe-

tes education and patient-management 

approach with physicians, the company 

is “still selling something, and if you do 

it right, you’ll get a nice compensation 

based on the volumes that you generate.”

Ajello notes that when Schering-

Plough launched Claritin, in 1993, the 

company offered up a Dodge Viper to 

the top selling rep in the nation, and set 

compensation at 50/50, salary to bonus. 

In that kind of situation, “people are go-

ing to go overboard,” says Ajello. (No-

vo’s cars aren’t bonus prizes—they come 

with the job.)   

Among therapeutic areas, oncology 

reps are still the highest paid in general, 

and greater specialization usually com-

mands a greater base salary, somewhere 

between $80K and $90K, says Melillo. 

For smaller pharma companies with 

only one or two products on the market, 

it’s not uncommon for the salary base to 

be down around $55K per year, with an-

other possible $25K or so in bonus. Then 

there’s the recent college grad getting 

paid “thirty something thousand dollars 

a year just to go in and make sure there 

are samples in the office,” says Melillo. 

From selling to merchandizing

If most pharma companies aren’t up-

ending the sales model with respect to 

how reps are compensated, they are 

experimenting with a more service-

oriented model that focuses on channel 

specific resource allocation. The mix of 

roles and responsibilities that round out 

a company’s field force are beginning 

to reflect changes that consumer pack-

aged goods and the tech industry insti-

tuted years ago: expect to see more of 

those pharma conference speakers from 

Do you see pharmaceutical sales representatives in person?

Yes, without 

restrictions

Yes, but by 

appointment 

only

Yes, but 

only during 

certain hours

No, it is against 

our office or 

hospital policy

No, even though it is 

not against our office 

or hospital policy

Cardiology 37% 29% 19% 9% 6%

Endocrinology 40% 25% 27% 6% 2%

General Practice and Family Practice 49% 15% 14% 17% 7%

Internal Medicine 36% 23% 20% 16% 5%

Neurology 40% 29% 18% 9% 4%

Oncology 19% 45% 15% 14% 6%

Pediatrics 42% 18% 17% 21% 3%

Psychiatry 39% 22% 19% 16% 5%

Urology 45% 28% 21% 6% 1%

Source: CMI/Compas study ‘What Physicians Want and Need from Pharma.’ September 2013

Increasingly, there is not a direct 
path from field sales into managed 
care, or market access. Companies 
are looking for business to business, 
account management people, not 
pharmaceutical sales insiders who 
are looking to make more money or 
get out of managing people directly. 
—Matt Gurin, Hay Group
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Hewlett Packard and Pepsi that every-

one used to criticize for being irrelevant 

to the heavily regulated drug industry. 

“The [drug] industry is focusing on 

the end customer experience,” says Jen-

nifer Colapietro, a partner at Pricewater-

houseCoopers. Industry executives are 

“reassessing their go-to-market business 

models and practices to figure out how 

to provide more value, or added services 

to the end physicians in the clinics and 

hospitals.” This requires reps to main-

tain an active knowledge of an individu-

al physician’s business and patient popu-

lation, says Colapietro. “It’s no longer 

just coming in and detailing a product…

[sales managers] are organizing around a 

portfolio of products, programs and ser-

vices, so that the field rep has a broader 

arsenal regardless of the individual they 

happen to be speaking with.” That in-

cludes services that flow through the 

physician to the patient, like disease edu-

cation materials, financial assistance or 

co-pay cards, or call center information 

for patient questions about a therapy. 

Other channel-specific roles are 

emerging to help service physician 

practices and other healthcare delivery 

systems in an attempt to differentiate a 

product by the added services that come 

with it. Matt Gurin says Pfizer has been 

able to pivot away from one of the most 

extreme patent cliff scenarios—Lipi-

tor—in part by experimenting with new 

service roles. One such role is reimburse-

ment specialists; instead of talking to 

physicians about drug attributes, these 

“specialists” come in to help ensure that 

patients can get access and reimburse-

ment for a drug after the prescription has 

been written, or that the physician prac-

tice itself will get reimbursed. Another 

is long-term care reps. “Long-term care 

is as much about reimbursement and 

Medicare as it is about understanding 

the product,” says Gurin. These reps are 

tasked with “understanding the demo-

graphics and symptomology of elderly 

patients, and the economics of long-term 

care,” Gurin says. 

IBM went from marketing PCs to 

marketing “solutions,” and Procter & 

Gamble went from huge sales forces 

calling on grocery store chains—and 

making sure the Ivory soap was well 

positioned on the shelf—to having ac-

count managers calling on Walmart 

and Target, recalls Gurin. “You have 10 

customers who make up 95 percent of 

the business.” 

Fewer promotions into market access 

Payer consolidation in the healthcare 

market—the combined Express Scripts/

Medco PBM now represents some 155 

million US covered lives, and some 40% 

of the total drug volume in the United 

States, according to concerned letters 

Sen. Tom Harkin (D-IA) and others sent 

to the FTC prior to the merger approv-

al—has led to a shift in the core com-

petencies required for certain account 

managers, and a change in career path 

for others, says Gurin. “Increasingly, 

there is not a direct path from field sales 

into managed care, or market access. 

Companies are looking for business to 

business, account management people, 

not pharmaceutical sales insiders who 

are looking to make more money or get 

out of managing people directly.” 

Pharma is willing to train people for 

the new account manager role; it’s an 

Evolve or get left behind. This is the choice 

facing pharmaceutical marketers today, and 

the urgency behind the decision is greater 

than many in the industry realize. Marketing 

strategies must evolve to complement the 

needs and preferences of today’s time-

starved physicians. They must better align 

with the changing organizational dynamics 

that impact how physicians access and 

receive information in a performance- and 

outcome-based delivery system.

To gain insight into how physicians 

prefer to interact with pharma today, and 

what role sales representatives might 

play in the future, Quantia and Capgemini 

Consulting partnered on a study to charac-

terize the changing relationship between 

pharma and physicians. Almost 3,000 

physicians from the QuantiaMD community 

across various specialties and practice 

settings participated in the study allowing 

us to explore their current engagement 

with and preferences for various sales and 

marketing channels, as well as their expec-

tations for the future.

Key findings from the study: 

r Only 14 percent of physicians see more 

than 1 rep from any pharma company 

per day. 

r Only 20 percent of physicians rated 

reps as their preferred source for 

information (down from 27 percent in 

2012).

r Sixty-seven percent of physicians prefer 

digital access to pharma product infor-

mation.

r Forty percent of physicians believe 

digital media offers the most personal-

ized and relevant content.

r Over half (52 percent) of physicians 

believe the role of sales reps will evolve 

into a coordinator or director of multi-

channel information sources.

A changing landscape

What we found is that a rapidly changing 

healthcare landscape, with a shift towards 

highly organized health systems (ACOs, 

IDNs, PHOs), is making it much more difficult 

for pharma to reach physicians through 

traditional in-person rep visits. According 

to our research, 64 percent of physicians 

currently have restricted access to pharma 

representatives. In addition, only 14 percent 

of physicians report that they see more 

than one pharma representative (from any 

company) per day.

Perhaps not surprisingly, physicians 

working within organized health systems are 

The Digital Dynamic: Changing the Pharma-Physician Interaction
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economic buy at the corporate level, says 

Gurin. For an account manager in the 

context of consolidated, enormous payer 

accounts, the core competencies “aren’t 

product knowledge…it’s the ability to ne-

gotiate your way into the corporate hier-

archy or sophisticated matrix to find out 

who the buyers and influencers are, what 

their buying triggers are, what the eco-

nomics of their value chain are, and to be 

able to put together a solution, or a value 

proposition, that will get their attention.” 

Gurin says he doesn’t see a lot of dis-

trict managers that have the business 

acumen or the executive presence to step 

into that kind of role, given the stakes. 

The days of the traditional RAM, or 

regional account manager—the per-

son who typically called on small man-

aged care networks and reported in to 

the sales organization—are coming to 

an end. A RAM used to be “somebody 

good with numbers and relationship 

management, but either wasn’t good 

at managing a sales force, or had done 

something weird,” says Gurin. “We have 

several clients who have cut the cord on 

that in terms of a career path. To us, 

that’s a bellwether in the change of the 

kinds of people working in these roles.”

In response to a question about re-

imbursement pressures in managed 

markets—prior to the news that Novo 

Nordisk lost two contracts with Express 

Scripts—Ajello insisted that Novo “is 

not going to give our products away. 

That’s a decision we’ve made. It might 

not drive the market share, but we’ll be 

very profitable as a company.” That may 

be true in Novo’s case, for now, but con-

solidation in the commercial payer space 

will demand some careful math and deft 

maneuvering going forward. Consid-

ering the drug volume Express Scripts 

and others like it represent, pharma 

companies will have to come up with an 

increasingly sophisticated answer to the 

question of, “How low can you go?”

iPads won’t save reps

Even if “the most effective selling tool 

we have is a credible, experienced 

 pharmaceutical rep,” as Gerry Melillo of 

PDI puts it, pharma still faces a difficult 

far less likely than their private practice 

 counterparts to access information from a 

pharma representative. This is overwhelm-

ingly due to restrictive organizational 

policies, as 80 percent of physicians 

who never see reps indicate it is due to 

a centralized decision. What did come 

as a surprise was the rapid rate at which 

newer physicians (less than 10 years out 

of medical school) are joining organized 

systems and declining to see pharma 

representatives. Ninety percent of newer 

physicians are joining organized health 

systems, as opposed to the almost 50 

percent of more experienced physicians 

who practice independently (Figure 1). As 

more experienced physicians continue to 

age out of the profession, the move away 

from independent practice will rapidly 

increase. Today, 47 percent of practicing 

physicians are over the age of 50, and as 

retirement approaches, the trend toward 

organized systems will accelerate.

When you couple aggressive 

formulary management within organized 

systems with reduced in-person access 

to physicians, pharma finds itself in 

an environment where professional 

promotion is less impactful. In our study, 

pharmaceutical resources were viewed 

as having the least amount of influence 

on prescribing behaviors in comparison 

to organizational constraints, treatment 

protocols, patient access issues (cost), 

or peer influence. As a result, pharma is 

faced with the challenge of changing the 

dynamic of physician interactions, with 

opportunities to leverage a multichannel 

approach to disseminate custom-

ized content in a way that physicians 

perceive as credible and easy to access.

How can pharma adapt?

In order to acclimate to the “new 

normal,” professional marketers will 

first need to optimize and personalize 
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It’s no longer just coming in and 
detailing a product...[sales 
managers] are organizing around 
a portfolio of products, programs 
and services, so that the field rep 
has a broader arsenal regardless of 
the individual they happen to be 
speaking with. 

—Jennifer Colapietro, PricewaterhouseCoopers

Figure 1
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environment for accessing physicians. 

Reps are expensive, too, which is mak-

ing it easier for executives to flirt with 

new technology; after all, iPads don’t pull 

much of a salary after the initial invest-

ment. Most of the first generation, mil-

lion-dollar physician portals have died 

quietly online due to physician neglect, 

but other kinds of non-personal or re-

mote physician engagement are part and 

parcel of the multi-channel strategy most 

companies have adopted. Multi-channel 

engagement is as much about cost sav-

ings as it is about serving physician needs. 

“You’re seeing a lot more virtual speaker 

programs to reduce costs and to reduce 

travel,” in addition to being able to ser-

vice physicians outside of normal busi-

ness hours, says Colapietro. 

In access-restricted zones like hospi-

tal-based networks or academic medi-

cal centers, it’s important to support 

other channels for physicians. And for 

older products at later lifecycle stages, 

it makes sense to provide basic services 

digitally; physicians familiar with a prod-

uct over time don’t need a rep coming in 

again with the same information. But for 

launch brands and products early in the 

lifecycle, Melillo says “personal promo-

tion is still what drives [sales].” An Ac-

centure survey from last March found 

that the top strategic priorities for senior 

sales and marketing executives in 2013 

were, in descending order: reducing costs; 

mastering multi-channel marketing, im-

proving use and effectiveness of digital 

marketing; harnessing analytics to drive 

improved ROI and customer satisfaction; 

and improving sales force effectiveness. 

Ajello says Merck is one of the few 

companies to successfully build and 

execute a centralized, closed-loop mar-

keting function based on a technology 

platform, but he remains unconvinced 

about the ROI from a “double-digit mil-

lion dollar investment” in iPads for the 

entire field force. Gurin says the iPad 

won’t save the rep, “but for the ones who 

are left, it will probably make them more 

effective.” Not because they can dazzle 

physicians with interactive promotion-

al materials or let docs self-navigate 

through a detail, but because companies 

can push dashboard data out to reps as 

they sit in the waiting room. That gives 

reps a chance “to see the latest informa-

tion on the physician, his patients, his 

peers, and what he might be interested 

in,” says Gurin. “Companies are moving 

away from just using iPads as a market-

ing platform, and are using it more as a 

business platform to arm reps with the 

latest business information or relation-

ship information, as opposed to just the 

e-detail and targeting tool.”  

As the acronyms start to pile up—

ACOs, IDNs, PHOs, etc.—face-to-face 

access to physicians is expected to de-

crease even more, as detailed further 

in the adjoining Quantia/CapGemini 

study. According to the study’s authors, 

their digital strategies. The 

vast majority of physicians 

surveyed (67 percent) prefer to 

access clinical and prescribing 

information through digital 

channels. This increases to 80 

percent for newer physicians. 

They cite time and availability 

as well as ease-of-use as the 

primary factors influencing the 

move towards digital, while 

40 percent believe that digital 

media offers the most relevant 

and personalized content. 

These reported preferences 

were equal across physicians 

practicing independently and 

those in organized systems. The common 

theme is that physicians want to access 

information on their terms, when and 

how they want it. The perceived value 

of pharma content increases when it is 

customized to meet physicians’ needs 

and preferences.

Second, pharma has an opportu-

nity to evolve the role of the sales 

representative from promulgators of 

product safety and efficacy information 

to brokers of information and resources 

that complement what a physician wants 

and needs to know to make informed 

treatment decisions. Rather than viewing 

the sales representative as the primary 

channel for delivery of a professional 

marketing plan, the sales representative 

can function as a credible “hub” of infor-

mation, coordinating physician resources 

across multiple channels.

Over half of the physicians 

in our study believe the primary 

role of pharma representatives 

will emerge as a coordinator or 

director of multichannel informa-

tion resources (Figure 2). The 

majority of physicians in the 

study also expressed interest in 

and a willingness to engage with 

sales representatives through 

virtual platforms. The linkage 

of digital and in-person assets 

as complementary marketing 

approaches will require more 

knowledge of which content is 

best delivered across channels. 

Despite prognostications of their demise, we 

absolutely do not see sales representatives 

headed towards extinction, as 85 percent of 

physicians see a future role for them, but not 

in the way they have interacted in the past. 

Instead, enabling physicians to access infor-

mation that aligns with their preferences will 

deliver more value and create better rapport 

and “trust” between sales representatives 

and physicians.

15%

33%

52%

I do not see a role for them in the future

Primary source of product information

Coordinator or director of information

sources (e.g.,websites, e-details,

emails, clinical/medical liaisons, etc.)

0% 10% 20% 30% 40% 50% 60%

In the future, what do you think is the most valuable role 

for a point of contact with a pharmaceutical company 

(e.g., sales representative, account manager, etc.)?

(N=2,982)

Figure 2
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reps will need to become coordina-

tors of information sources, not the 

predominant providers of it. The tech-

nology platforms themselves will take 

a backseat to the data they generate, 

and new analytic capabilities allowing 

headquarters to take a closer look at 

what’s happening everywhere around 

the world, from the duel perspectives of 

sales strategy and compliance.

Open Payments upside?

Nothing helps to level the playing field 

like a new, all-encompassing regulatory 

requirement. While the cost burden of 

CMS’s recently rebranded Open Pay-

ments initiative is significant, it’s possible 

that the law will effectively rein in some 

of the more excessive “transfers of val-

ue” to physicians, many of whom won’t 

like having their names listed next to a 

pharma company and dollar amount on 

a public website. If that happens, compa-

nies will be pushed even harder to engage 

physicians and KOLs in ways that don’t 

involve jet setting and haute cuisine. If 

they succeed, that could be a good thing 

for the bottom line.

Sales reps, as the first point of pharma 

contact for many physicians, may serve 

as whipping boys for potential problems 

with Open Payments, namely the dispute 

period, a 45-day dogfight next summer 

when physicians will be shown their re-

spective dollar amounts prior to publica-

tion, and have a chance to dispute them. 

Colapietro says PwC’s clients are trying 

to figure out ways to “send this informa-

tion out ahead of time, particularly to 

their top docs and top teaching hospi-

tals, and to vet that with them outside 

of the whole dispute process, so they can 

resolve anything off to the side.” In the 

event that doctors aren’t able to resolve a 

dispute over how much “value” they’ve 

received since August 1, the amount will 

get posted anyway, but it will be posted 

as being “in dispute.” 

Colapietro says CMS has “indicated 

that they’re going to monitor compa-

nies with an excessive amount of dis-

putes, which could kick off an inves-

tigation based on concerns about data 

accuracy and integrity.” In the spirit of 

controlling costs and doing more with 

less, sales reps might make a splash 

with their managers by mitigating dis-

putes beforehand, by explaining the 

rules and requirements to physicians 

and addressing any concerns. 

Even with a lot of new drugs 

launching and soon to be launched, 

sales forces aren’t likely to expand 

very much. But the reps still out there 

in the field will have to zero in on the 

key influencers and high-decile docs, 

and offer them something more, with-

out transferring more value. Relation-

ships, in this context, will matter more 

than ever. 

Ben Comer is Pharm Exec’s Senior Editor. He can 

be reached at bcomer@advanstar.com.

Finally, it is imperative that marketers 

remain mindful of the intended target 

and the appropriateness of the selected 

channel and content for that target. For 

example, though most physicians report a 

preference for digital media, this will not 

hold true for all customers, as in-person 

interactions came in a close second 

for more experienced physicians. Our 

study did uncover some general trends 

regarding the information physicians 

prefer to receive through various chan-

nels, including: 

r Clinical/medical and product informa-

tion through digital media 

r Physician resources (e.g., reimburse-

ment support) through a phone link

r Patient educational materials from an 

in-person  representative

However, it is important to note that 

each physician will be different, and 

therefore require a personalized mix of 

channels and content. The only way for 

pharma to truly understand customers’ 

needs and preferences and employ an 

effective multichannel marketing strategy 

is to ensure a robust analytics engine 

is in place across all channels that will 

“close the loop.” The data captured will 

help pharma make informed decisions 

to deliver the right content, through the 

right channel, to the right customer.

Keep evolving

Pharmaceutical marketing is at a critical 

juncture in determining how product 

messaging can be delivered effectively 

in a world that limits direct access 

to physicians. The good news is that 

pharma has the ability to adapt to 

changing customer needs by incorpo-

rating analytics into their multichannel 

strategy. By adjusting to the new physi-

cian landscape and aligning with the 

preferences of today’s physicians, the 

opportunity to build and sustain deeper 

and more engaged physician relation-

ships is plausible. 

This transformation requires pharma 

to embrace a marketing model that 

utilizes the sales force in a different 

way. Instead of the traditional rep-

centric approach, pharma has the oppor-

tunity to transition to a truly integrated 

multichannel marketing strategy that is 

defined by the needs and preferences 

of physicians. In order to do so, pharma 

will need to increase their digital reach 

and frequency across multiple chan-

nels, implement the back-end analytics 

that leverage big data to gain customer 

insights, and reposition their sales force 

as the hub that coordinates information 

across all platforms. Moving forward, 

attention must also be paid to the emer-

gence of new technologies, like EHR 

platforms, that may open up additional 

communication channels and opportuni-

ties to increase physician interaction.

—Dan Malloy, PhD, is Senior Vice Presi-

dent at Quantia. Rachel Daricek is Senior 

Director at Quantia. Hala Qanadilo is Prin-

cipal at Capgemini Consulting. Will Rose is 

Senior Consultant at Capgemini Consulting.
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T
he issues of patient safety 

and device usability have 

become hot topics in the 

drug-delivery market as health-

care costs continue to rise, while 

adherence rates have fallen to 

50 percent. This strain on the 

healthcare system has led to 

stricter regulations and scrutiny 

for companies bringing new bi-

ologic or biosimilar products to 

market. Many of the challenges 

associated with these issues re-

volve around the increasing role 

patients are playing in the self-

delivery of their treatments and 

their access to relevant and easy-

to-understand instructions for 

use. This becomes increasingly 

important as HCPs experience 

tighter time constraints and a 

higher volume of patients, re-

sulting in decreased interaction 

between patients and physicians. 

Reduced training times lead to 

poor on-boarding experiences 

for patients, and an inability 

to effectively use and maintain 

drug-delivery devices. As a solu-

tion to these issues, many com-

panies have implemented device 

training programs to increase 

patient confi dence with device 

interfaces and usage techniques. 

In recent years, products have 

integrated multisensory technol-

ogies, such as audio, video, and 

tactile feedback to strengthen 

the resonance and connectivity 

of their device training messag-

es. This approach has been ef-

fective in promoting consistent 

learning experiences, and can 

help brands overcome the fol-

lowing challenges: 

Patient challenges. In to-

day’s drug-delivery market, 

devices and delivery methods 

are becoming more complex. 

Device training has emerged as 

a preferred approach to mitigat-

ing risk and promoting safe de-

livery techniques. 

Brand challenges. Clinical 

trials and new product launches 

are exciting times for companies 

bringing new products to market. 

These milestones however, are 

often delayed due to usage errors 

associated with complex device 

interfaces and user errors dur-

ing human factor and viability 

testing. Providing patients with 

the right educational resources 

during this critical time reduces 

launch delays and time to market. 

HCP challenges. While the 

demand for HCP services con-

tinues to grow, providers are 

being increasingly pressured to 

provide high quality care at the 

lowest cost possible. This results 

in an average time spent with a 

patient amounting to roughly 

23 minutes on average. Twenty-

three minutes isn’t much time 

for patients to ask questions and 

learn detailed information about 

their delivery device. 

Today, let’s focus mainly 

on the patient challenge. The 

fi rst 30 days of treatment are 

the most critical in establishing 

and reinforcing adherent usage 

behaviors. During this time, pa-

tients learn about their initial di-

agnosis and are fi rst introduced 

to their drug-delivery device. 

Experts often view these devices 

as intuitive; patients, however, 

are frequently overwhelmed due 

to limited knowledge and expe-

rience with drug-delivery mech-

anisms. These feelings often lead 

to fear and anxiety, resulting in 

avoidance behaviors that cause 

patients to end or switch treat-

ments. Providing patients with 

effective device training tools 

allows them to overcome these 

fears and safely manage their 

treatment plans. 

An important trend in the 

drug-delivery market is the use 

of patient-centric care to con-

tain cost and increase the qual-

ity of care provided to patients. 

But as new drug formulations 

in the biologic and biosimilar 

drug markets have entered the 

market with advanced delivery 

technologies—ostensibly de-

signed for patient ease of use—

their complex interfaces have 

instead led to an increase in 

preventable injuries and adverse 

events related to device misuses. 

A common thread in the 

drug-delivery market is the need 

Jeff Baker is CEO at Noble Rx Marketing. He can be reached at jbaker@noblecorporate.com.

Special Delivery 
New drug delivery mechanisms and devices are an opportunity 

to build relationship with the ultimate customer: the patient.

Continued on Page 70

Providing patients with effective 
device training tools allows them to 
overcome their fears and safely 
manage their treatment plans.
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R
umor has it the BRIC palace is crumbling. Perhaps that’s 

overdramatic, but at the very least the BRIC oven is cooling 

off. Where to now? The US and Europe remain in a state of 

languid stagnation, while Asia and Africa are largely addressing 

basic healthcare needs with low-cost generic medicine. 

Vibrant Future by Khalid Mezaina

www.khalidmezaina.blogspot.comUAE: 
An Arid Industry 
Unveils An Oasis

As the world reveled in the glory of 

the BRICs and the MISTs (Mexico, In-

donesia, South Korea and Turkey) for 

the past decade, the Middle East and 

North Africa (MENA) region was gen-

erally disregarded as a blind spot for 

the pharmaceutical industry. Decades 

of conflict and strife in the region have 

done a great disservice to attract busi-

ness, but recent events like the Arab 

Spring have unveiled a vibrant MENA, 

eager to shed its inadequate reputation.

Leading this move for international 

recognition is the United Arab Emir-

ates (UAE), who for more than a de-

cade has dazzled the world with its 

economic growth and opulent lifestyle. 

Holding the seventh largest crude oil 

reserves in the world, the UAE expe-

rienced one of the most unprecedented 

transformations from a land of desert 
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dwellers and seafaring trade-posts 40 

years ago, to becoming a global busi-

ness foci and tourist destination. As we 

speak, this tiny nation of 4.8 million is 

bidding to host the 2020 World Expo 

and has made it a sport to break world 

records. 

Striving to diversify their economy 

away from oil revenues, the visionary 

royal leaders have most recently en-

deavored to transform the nation into a 

model of healthcare development, suc-

cessfully attracting pharmaceutical com-

panies of every nationality and erecting dozens of world-class 

hospitals. In many ways, the UAE is leading the Middle East 

region as the new source of satiety for pharmaceutical com-

panies. At last, an oasis for the industry surfaces; and no, it 

is not a mirage.

FLUSH WITH CASH, BETTING ON HEALTH

“Over the past twenty years, we have seen a drastic change in 

the socio-economic climate of the Gulf region and neighbor-

ing countries. There has been considerable growth in terms 

of wealth and a sharp increase in health expenditures, which 

was mandated by the Ministry of Health”, explains Ayman 

Sahli, CEO of Gulf Pharmaceutical Industries (Julphar), the 

UAE’s leading manufacturer. 

This trend of increased expenditures 

in healthcare can be seen across the 

entire Middle East and North Africa 

(MENA) region, yet it is led by the oil 

rich Gulf Cooperation Council (GCC) 

countries whose spending on healthcare 

has averaged a 7.9% annual increase 

since 2000. “Within the Middle East, 

demand is driving the development of 

advanced infrastructure, inclusive of 

clinics, hospitals and universities.  It is 

essential that local and regional compa-

nies focus on supplying these modern 

organizations with the right pharmaceuticals”, adds Sahli. 

Recent years have shown that for GCC countries, the right 

pharmaceuticals have generally been the most innovative 

and advanced treatments available.

The sharp rise of healthcare spending is commensurate to 

the demographics of the region, with more than 50% of the 

population under 25 years of age and fertility rates higher 

than those of India, China and the US. In light of such a 

young and expanding population, governments are tak-

ing heed of a future ballooning healthcare burden and are 

 therefore laying the ground to rein in forthcoming costs. It 

is estimated that GCC health expenditures will reach US$79 

billion for a population of almost 50 million by 2015, of 

which 64% will come from government coffers. By 2020, the 

From left: H.E. Amin Al Amiri, assistant 

undersecretary for medical practices and 

licensing, Ministry of Health; Ayman Sahli, 

ceo of Gulf Pharmaceutical Industries 

(Julphar)

Sales

(USD const. bn)

Growth (%)

(USD const.)

Saudi Arabia

Egypt

Iran

UAE

All others

0

2010 (f) 2011 (f) 2012 (f) 2013 (f) 2014 (f)

0

Source: IMS Health MIDAS, Market Prognosis September 2010; Market size ranking in Constant US$,

*ME includes:Bahrain, Egypt, Iran, Iraq, Jordan, Kuwait, Lebanon, Qatar, Saudi Arabia, UAE, Algeria 10-12%

Tunisia & Morocco:9-10%

ME forecast*: Sales and growth ME* Region

2010–2014 (CAGR)

Saudi Arabia

Egypt

Iran

Lebanon

UAE

Jordan

Kuwait

ME

7–10%

10–13%

6–9%

9–12%

13–16%

8–11%

6–9%

8–11%



SPECIAL SPONSORED SECTION

 OCTOBER 2013  FOCUS REPORTS   S4

pharmaceutical market alone is expected to reach US$20 

billion.

Burgeoning wealth has also sparked a shift towards 

westernized lifestyles that have raised the prevalence 

of diseases typically related to unfit diets and sedentary 

routines, such as diabetes and cardiovascular conditions. 

It is no coincidence that Qatar, the UAE and Kuwait all 

rank amongst the top 10 countries with highest GDPs per 

capita, while at the same time standing within the top 10 

countries with the highest prevalence of diabetes alongside 

the rest of the GCC nations. 

“The incidence of diabetes is a major issue for Gulf 

countries, and it must be addressed today. Whereas cur-

rent estimates place the incidence of diabetes at 1 out of 

4 people, this is soon expected to reach 2 out of 4 giv-

en current trends”, details Paolo Carli, head of Middle 

East, Saudi Arabia (KSA) & Egypt for Merck Serono. 

There are many factors that exacerbate the situation, in-

cluding environmental, genetic and lifestyle conditions. 

Environmentally, the weather here is simply too hot for 

people to be sufficiently active outside, particularly since 

air conditioning is now a staple comfort in all settings. 

People move from their air conditioned home, to their 

air conditioned car to reach their air conditioned office, 

and so on.”

“Furthermore, given that locals were originally desert 

dwellers, their genetic makeup had adapted to live under 

conditions of general food scarcity and strenuous condi-

tions. These genetic predispositions are now overwhelmed 

with modern eating and lifestyle habits, which include lack 

of exercise, consumption of excess sugar and non-healthy 

food. Finally, there is an added factor of Arab culture that 

values great hospitality involving long meals with abun-

dant food. When you combine all these factors it becomes 

evident that we have a ticking bomb on our hands that we 

must avert as best we can. The same goes for hyperten-

sion, which is diagnosed in 25% of the population”, Carli 

concludes.

Pharmaceutical companies, both local and internation-

al, have been feverishly working with health authorities to 

address this spike in lifestyle diseases before costs overtake 

national budgets. Whereas most of Big Pharma used to op-

erate in the region through local distributors, the last five 

years have witnessed the greatest wave of investments the 

Middle East has ever seen from the pharmaceutical indus-

try. Most of the top 20 companies have established dedi-

cated sales & marketing offices throughout the region, and 

in some cases even localized training centers, logistics de-

pots and manufacturing facilities. The UAE has snatched 

the bulk of these investments due to its political and eco-

nomic stability, coupled with a keen penchant to cater to 

international businesses.

Over the last half-century, we have brought 

together a family of innovative pharmaceutical 

companies all with one overarching mission: 

to address and solve some of the most 

important unmet medical needs of our time. 

Janssen companies are focused on developing 

groundbreaking treatments in five major 

therapeutic areas:  Neuroscience, Infectious 

Diseases, Oncology, Immunology and 

Cardiovascular/Metabolism, and our product 

portfolio addresses other critical areas as well. 

We are people helping people- we work 

closely together to harness our combined 

knowledge and resources, leverage the power 

and promise of outstanding science, and 

enhance the length and quality of life for 

people throughout the world. 

At Janssen, we passionately pursue science for 

the benefit of patients everywhere. 

Our purpose:

Make a difference

Mario Mesa, Social Fire
Artwork from the National Art Exhibitions of the Mentally III Inc.

Janssen is proud to feature artwork created by people affected by the illnesses and diseases we are 
committed to treating and preventing.

Johnson and Johnson 

Sıhhi Malzeme San. ve Tic. Ltd. Şti.
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“Over the past 3-4 years we have 

started very comprehensively to at-

tract foreign investments in the field of 

pharmaceutical industry and medical 

practice”, asserts Amin Al Amiri, un-

dersecretary for medical practice and 

license at the UAE’s Ministry of Health 

(MOH). “In general we have been very 

convincing in getting international 

pharmaceutical companies here, con-

sidering that almost 90% of them have 

opened regional offices here and UAE is 

their hub for this region.” 

GSK’s vice president and general 

manager for the GCC and Levant, Mo-

hammad Zafrullah, arouses awe when 

speaking of the transformation that the 

UAE has witnessed in the past decade 

“If you came to Dubai 10 years ago, 

you would not believe your eyes. What 

this country, United Arab Emirates has 

achieved in such a short period of time is 

truly exceptional. This is the result of the 

vision of the leadership of this country. 

They haven’t done this without private 

overseas investment, which has come 

from all parts of the world. You see simi-

lar things beyond UAE in the region.” 

GSK is the leading pharmaceutical 

company in the UAE and most Middle 

Eastern markets, due to its longstand-

ing presence in the region for over 

half a century. Zafrullah adds that 

they “have managed to build strong 

partnerships not just with healthcare 

authorities but also our business part-

ners. There is trust in these relation-

ships in the true sense of the word and 

this has been developed over the years 

on the basis of transparency and open 

communication. Trust takes years to 

build but can be broken in an instant, 

so this is something we protect, no 

matter what.” Their constant invest-

ment in the region, such as through 

the establishment of manufacturing 

facilities in Saudi Arabia and Iraq, are 

testaments to their conviction that this 

region holds bountiful rewards.

Indeed this is the notion that the 

UAE has been trying to sell to health-

care companies for the last ten years. 

“What we are witnessing in the UAE 

is a general move to diversify the coun-

try’s economy beyond oil revenues. As 

part of this evolution, healthcare has 

been identified as a priority segment 

within which the government is invest-

ing heavily. This includes the construc-

tion of new hospitals, the updating of 

the regulatory environment, as well as 

setting in place business incentives for 

healthcare companies to enter the mar-

ket, such as through free trade zones 

like Dubai Healthcare City and Dubio-

tech”, explain Bassem Abdallah, Bayer 

Healthcare’s country division head for 

Gulf states. 

In 2002, the Prime Minister of the 

UAE and Ruler of Dubai, HH Sheikh 

Mohammed Bin Rashid Al Maktoum, 

established Dubai Healthcare City 

(DHCC) as the city’s prime location for 

healthcare provision. Covering an area 

of 4.1 million square feet comprised of 

two hospitals and hundreds of labo-

ratories and medical centers, DHCC 

is the most comprehensive healthcare 

conglomeration in the country, focus-

ing on patient-centered solutions. The 

vision behind this project was to attract 

some of the most respected healthcare 

companies to Dubai in order to offer 

their first-class services to the local 

population. In 2005 the city bolstered 

appeal to such companies by setting up 

the Dubai Biotechnology & Research 

Park (DuBiotech).

“Aligned with the government’s vi-

sion of promoting this sector, DuBio-

tech was set up as a free zone to attract 

foreign companies and investors. Our 

aim is to be close to the companies that 

set up their operations here by trying to 

understand their needs and accommo-

dating that as much as possible. Wheth-

er they are setting up a laboratory, or a 

business center or a logistics warehouse, 

it is up to us to make any possibility a 

reality”, details Marwan Abdulaziz, 

executive director of DuBiotech. As its 

name suggests, this free zone area was 

established by one of the UAE’s top re-

al-estate developers,  deeply tied to the 

government, to attract research-based 

scientific companies to Dubai. 

Abdulaziz further adds that, “in ad-

dition to the infrastructure we provide, 

From left: Ashraf Allam, former managing 

director of Middle East and Africa for 

Amgen; Marwan Abdulaziz, executive 

director of Dubiotech
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we also have two unique services 

that we offer companies. The first 

is what we call ‘delivering partners’, 

which entails connecting companies 

who need each other or partners 

outside of the park, such as distribu-

tors, investors, bankers, etc. The 

second service we offer is provid-

ing regulatory advice for all types 

of companies, in order to facilitate 

the initial stages of their opera-

tions.” DuBiotech today boasts over 

125 companies registered under 

its name, including majors such as 

Pfizer, Genzyme and Amgen, some 

of which only came to the country 

since the opening of the free zone. 

Ashraf Allam, former regional 

managing director of Middle East 

& Africa (MEA) for Amgen, pio-

neered the company’s incursion into 

the region when he established the 

regional offices from scratch. “We 

are very proud to have been the first 

biotechnology company to estab-

lish itself in Dubai back in 2006. It 

took us a couple of years to become 

fully operational while we built up 

our local team and waited for our 

products to receive regulatory ap-

provals from the local authorities. 

Today, the MEA region is the fastest 

growing area for Amgen across the 

world, even more than other larger 

emerging markets. Due to this, the 

region is perceived as an icon of 

success, and I am quite certain that 

many multinational pharmaceuti-

cal companies view MEA as a key 

growth region.” Last year Amgen 

recorded 45% annual growth in 

comparison to the previous year. Al-

lam has since moved on to become 

the vice president of Middle East & 

Africa for Mundipharma.

“Unlike other governments in 

the region, the UAE administration 

is welcoming and understanding of 

international companies, trying to 

accommodate as much as possible 

their needs. They treat companies 

as customers rather than simply 

Despite government efforts to attract pharmaceutical 

companies to the region and boost the uptake of innova-

tion, there are many medium- and small-sized biophar-

maceutical companies that do not have the capacity to 

directly market their products in the Middle East. Such 

companies typically lack the financial backing and local 

knowledge to venture on their own into a region that until 

very recently was considered off-limits. 

Having worked in Big Pharma for more than 30 years, 

most recently as Wyeth’s regional manager for the Mid-

dle East, Joe Henein identified the opportunity to lever-

age his local knowledge to in-license and market biopharmaceutical prod-

ucts that had not been introduced to the region. Since 2010, Dubai-based 

NewBridge Pharmaceuticals has been acquiring the MENA distribution rights 

to products in the therapeutic areas of immunology, CNS, oncology, gastro-

enterology and is considering moving into women’s health. They’ve already 

managed to lure biotech giants such as UCB whose new products had not 

been available in these markets.

“In the past these smaller companies would simply sell their assets to 

Big Pharma as their main source of revenue in order to be able to continue 

financing their R&D programs. Typically they would sell the licensing rights 

for the products in the US and Europe and would give away all other markets 

to Big Pharma as a bonus. However, ever since emerging markets started to 

become a lot more attractive, the model has been shifting and the smaller 

biotechs have been looking to capture the revenue of the emerging regions 

by partnering with local companies in each market”, recounts Henein. 

“This is where we saw our opportunity to assist them in the Middle East 

given our extensive expertise in successfully marketing products in the re-

gion. We give them the advantage of dealing with a single partner for all the 

markets in the region, rather than having to contact 25 different distribu-

tors; one for every single country. This is on top of all the other partnerships 

they will have to manage in other emerging markets, because realistically, 

the Middle East is one of the last priorities for smaller companies when 

determining which emerging markets to enter.” 

“Additionally, our team is composed of experienced talent, most of which 

have worked in multinational pharmaceutical companies. Therefore we speak 

the same language and hold the same ethical standards as any American 

or European pharmaceutical company, and this is highly reassuring for our 

partners who only want to operate with the highest standards of compliance 

and pharmacovigilance. Ideally, we want our partners to perceive us as an 

extension of their companies because we understand where they are coming 

from and have knowledge of their therapeutic areas.”

Initially financed by venture capital firm Burrill & Co., earlier this year 

NewBridge received a US$40 million capital injection from Elan Pharmaceu-

ticals. With this money the company has proceeded to acquire a 50% stake 

of the planned Pharmax manufacturing plant being built in Dubiotech. “We 

also need to start looking at M&A opportunities to grow the business inor-

ganically, including products, manufacturing facilities and sales. With Elan’s 

involvement in the company we are very excited about the possibilities for 

inorganic growth”, concludes Henein.

Bridging East and West for Biotech

Joe Henein, ceo 

and president 

of NewBridge 

Pharmaceuticals



NewBridge’s integrated and unique strategy of regional 

expertise and strong international network makes NBP the 

partner-of-choice, offering a one-stop-innovative model for 

pharmaceutical, biotechnology and other healthcare companies 

seeking to access the rapidly expanding markets of the Middle 

East, Africa, Turkey and Caspian Regions.

NewBridge Pharmaceuticals, NBP is a leading specialty 

therapeutics company focused on pharmaceuticals, biologics, 

and diagnostics. NBP specializes in in-licensing, acquiring, 

registering and commercializing FDA, EMA/European approved 

therapeutics to address the unmet medical needs of diseases 

with high regional prevalence. NBP also aims to bridge access 

gaps by bringing innovation to the Middle East, Africa, Turkey 

and Caspian (AfMET) Regions. Headquartered in Dubai, NBP is 

financially backed by Burrill & Company (Burrill), a San 

Francisco-based global leader in life sciences with activities in 

venture capital, private equity, merchant banking and media; the 

life science arm of National Technology Enterprises Company 

(NTEC), a Kuwait investment authority mandated fund 

operating out of Kuwait City, and Elan Corporation, plc, a 

biotechnology company headquartered in Ireland.

NewBridge Pharmaceuticals FZLLC, Business Central Towers, Tower A, Office # 2405.             Tel: +971 4 429 8700 / Fax: +971 4 429 8706

  www.nbpharma.com
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 enforcing laws and regulations without listening to the indus-

try. In some cases they go as far as assigning specific repre-

sentatives to work together with a company, to facilitate the 

start-up phase that typically involves large volumes of paper-

work”, explains Allam. It is no wonder that some companies 

who had regional offices in legacy markets, such as Egypt or 

Turkey, have now opted for Dubai’s juicy offer of spanking 

new buildings and affluent clients. 

HARDER, BETTER, FASTER, STRONGER

But how quickly can a country truly transform its healthcare 

system, while making it sustainable for the future? The mind-

set of Emiratis is that anything that is feasible and beneficial 

for the country should and will be done, regardless of the 

cost. This is why health authorities have been moving at re-

cord speed to build new infrastructure and shape regulatory 

frameworks worthy of a first-class healthcare system. 

Al Amiri from the MOH augurs that “the UAE is different 

from all other Arab countries. Certainly we are moving to 

improve harmonization with GCC countries and other Arab 

countries, but the UAE has a different situation. Our  business 

opportunities are unique, the system of governmental proce-

dure and regulations implemented here in the Emirates are 

completely different. We do everything as a fast-track pro-

cess, we support foreign investment and we consider them as 

strategic partners. The UAE does not have difficulties with 

regulations because we are used to high transparency in our 

work and are moving to digitalize our services so that they 

are available online.” 

While the transparency of the country’s government is 

generally lauded as exceptional in the world, particularly 

for the Middle East region, some inefficiencies regarding 

health authorities do exist. Most notably is the tripartite 

split of regulatory agencies, consisting of the MOH, Health 

Authority Abu Dhabi (HAAD) and Dubai Health Author-

ity (DHA). Similar to the American system of governance, 

where states are responsible for the laws specific to their 

geographies, the UAE is composed of seven Emirates, each 

with its own government. 

Abu Dhabi is the political seat of the country as well as 

the oil basin, whereas Dubai has transformed itself into a fi-

nancial powerhouse by leveraging a service-intensive econ-

omy. As both these Emirates have progressed light years 

ahead of their five other counterparts, they each decided to 

establish independent health authorities to regulate health-

care services. The MOH is responsible for country-wide 

regulations, including product registration, import/export 

processes and pricing, as well as overseeing healthcare pro-

vision in the less fortunate Emirates. In parallel, HAAD 

and the DHA each establish independent regulations for 

reimbursement and the distribution of products in their 

respective Emirates. Basic economic theory would alert to 

redundancies in such a system, where resources are wasted 

due to overlap and fragmentation.

Despite this unusual set up, the common goal of bring-

ing innovation as speedily as possible does seem to unite all 

three parties. Executives in other parts of the world believe 

that innovation comes late to the Middle East, but nothing 

could be further from the truth. Whereas in the past the re-

gion was slow to bring innovation, doctors today are very 

eager to use new products and to have access to them. Now 

with the internet and all the available media, practitioners 

learn about the latest treatments and immediately start 

From left: Walid Kattouha, head of Middle East Cluster for Novartis; 

Moritz Hartmann, general manager of Middle East for Roche 

Diagnostics; Giles Platford, area head of Middle East, Africa & 

Turkey for Takeda
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While most pharmaceutical companies in the 

Middle East region are investing heavily in 

major disease areas, Genpharm Services is 

betting on specialty pharmaceuticals to drive 

its growth. Founded and financed by former 

Big Pharma regional executives, Karim Smai-

ra and Kamel Ghammachi, Genpharm’s ethos 

aims to provide alternative therapies or new 

therapies for patients that had nothing except 

symptomatic treatments.

Smaira affirms that “the Middle East is not a focus for 

orphan companies, which are usually a one-drug company. 

Their typical launch cycle is US, Europe, and then five or six 

years later in Latin America, Asia and the MENA region.” 

“The legislation in the MENA region allows earlier entry 

but most companies do not know how to proceed due to 

lack of market and cultural knowledge. Product importa-

tion is allowed in several instances right after the FDA or 

EMA approval. Once we raised awareness, we got sev-

eral companies interested by the opportunity and have 

partnered with us early on. Now, one year later, we have 

experienced good traction. In this short period of time we 

have attracted several part-

ners that are benefiting from 

sales upsides and early mar-

ket penetration in MENA.”

Ghammachi is convinced 

that beyond fast mar-

ket growth and increased 

healthcare spending, this 

region holds unique oppor-

tunities for orphan disease 

companies. “Speaking about genetics, the Middle East 

and North Africa population is roughly 300 million peo-

ple and certain countries, like Saudi Arabia for example, 

have about 60% of marriages that are consanguineous, 

which often lead to abnormalities. Hence we are work-

ing with LifeCodexx out of Germany, which has the only 

CE marked prenatal diagnostic test, PrenaTest. This is 

the only clinically supported test looking at fetal triso-

mies 13, 18 and 21. It is through maternal blood test-

ing rather than invasive techniques. We established 

the concept in the MENA region, since DNA sequencing 

technology was little known here.”

Making a Stand for Rare Diseases

From left: Karim Smaira, ceo and 

managing partner; Kamel Ghammachi, 

managing partner of Genpharm

Transforming the language

of life into vital medicines

At Amgen, we believe that the answers to medicine's most pressing questions are
written in the language of our DNA. As pioneers in biotechnology, we use our deep
understanding of that language to create vital medicines that address the unmet
needs of patients fighting serious illness – to dramatically improve their lives.

For more information about Amgen, our pioneering science and our vital medicines,
visit www.amgen.com

©2013 Amgen Inc. All rights reserved.
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searching for ways to use these new products for 

their patients. 

Having arrived in Dubai only a few months ago 

to head Takeda’s Middle East operations, Giles 

Platford provides his first impressions of the GCC 

markets. “The UAE and KSA are markets where 

you have very professional healthcare institutions. 

Your private hospitals are like five-star hotels, 

you’ve got public hospitals that are like private hos-

pitals in other countries. Definitely the standard of 

care here is good. The willingness to receive inno-

vation is very high. An efficient approval process 

is reflecting that. Typically, companies will foresee 

that the UAE will be the first market to launch in 

the region. I think the perception of the UAE is very positive 

in the least.” 

Almost unanimously, the UAE is considered the fastest 

adopter of innovation in the Middle East, allowing for the 

registration of products immediately after they have been 

approved by the US FDA or the European Medicines Agency 

(EMA). This process can take as little as 3-4 months, which 

has led some companies to designate the UAE as a priority 

launch country ahead of any other  emerging market. 

AstraZeneca’s president for the Gulf, Samer Al 

Hallaq, recounts that “generally the challenges in 

the Gulf region are related to the fast pace of the 

market, which demands the introduction of new 

products into these markets. I would say these are 

positive challenges and we are lucky to be consid-

ered early launch markets within the Middle East, 

because the healthcare system here allows for 

speedy approvals and registration.  We can bring 

innovation very quickly to this part of the world 

because of this support to bring breakthrough and 

innovative medications.”

“The real challenge then becomes ensuring ac-

cess to the medication for all patients in the market 

and in all parts of the country. Given that we have to deal with 

both private and public sectors, and each one has a different 

timeframe and approval process, bridging those two is our 

priority. The advantage is that the private sector generally has 

a quick uptake of innovative products, and governments sup-

port the fast entry of those products into the market to benefit 

those patients who can afford them.” This is particularly true 

for specialty and rare disease pharmaceuticals whose patient 

populations are tiny in a country as small as the UAE.

Mohammad 

Zafrullah, vice 

president and 

general manager 

of GCC and Levant 

for GSK

We have taken the unprecedented move of being the first IVD company to establish 
our regional headquarters and subsidiary in the Middle East.  Our local base of 
operations reinforces the commitment to deliver global Roche Standards across 
the region and is driven by a full team of vastly experienced specialists offering a 
complete portfolio of services.

Our widespread regional presence means regardless of necessity, be it patient 
requirements or general healthcare involvement, we are there to support your IVD 
needs - because we believe without a profound and solid diagnosis there is no cure.
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Until June 2013, the pricing of pharmaceutical products 

was entirely unregulated and companies were allowed to set 

prices according to the general laws of market demand. On 

average, the UAE had some of the highest prices in the region 

for innovative products given that healthcare is free for all 

Emiratis, and the majority of expatriates 

(about 90% of the population) are in-

sured by their employers. Furthermore, 

80% of all pharmaceutical products 

are imported from the US and Europe, 

which inherently makes them more ex-

pensive than locally manufactured 

drugs. European products in particular 

experienced drastic markups given that 

they were purchased in Euros, while the 

local currency is pegged to the dollar, 

which exposed those products to cur-

rency exchange fluctuations.

In a move to stabilize such oscillations, this past June the 

government implemented a round of price cuts that affect-

ed over 6600 pharmaceutical products out of a total 7500 

registered. Beyond simple price slashing and price capping, 

the new regulation mandates that all pharmaceutical prod-

ucts be priced according to their dollar value. As such, many 

products experienced price decreases between 1-40%, while 

some products actually saw small increases. Nevertheless, 

the move has generally been welcomed by the industry as it 

allows for improved forecasting now that prices will remain 

Bassem Abdallah, 

country division 

head for Gulf 

States at Bayer 

Healthcare

As part of its arsenal against dia-

betes, Lilly has been innovating 

educational tools to raise aware-

ness and allow patients to better 

manage their disease. One of the 

most notable initiatives spon-

sored by the company, in col-

laboration with the International 

Diabetes Foundation (IDF) and 

Healthy Interactions, is the Dia-

betes Conversation Maps. This 

is a highly visual non-promotion-

al educational tool that is used 

in small group sessions of 3-10 

people to instigate dialogue amongst patients and 

diabetes experts. 

Through the maps, individuals learn key facts 

about diabetes and realize key beliefs or attitudes 

coloring their perception of the disease, along with 

ways they can improve their life. Hearing the experi-

ence of other patients living with diabetes commu-

nicates to patients that they are not alone in their 

struggle.

“The aim is to have an open discussion with health 

professionals about all these issues, but also to have 

patients learn from one another based on their own 

personal experiences. Overall the Conversation Maps 

have been very well-received in the Gulf region and 

through it we have trained over 2,000 patients, mak-

ing it one of our most successful initiatives”, elabo-

rates Huzur Devletsah, Lilly’s general manager of the 

Gulf and Near East. The initiative has been hailed as 

a unique project and endorsed by the Ministries of 

Health of Kuwait, Oman and the UAE.

Given the unparalleled prevalence of diabetes in 

the Middle East region, Lilly has now progressed to 

develop a newly integrated map with the aim to help 

participants achieve a safer fasting experience dur-

ing the Muslim holy month of Ramadan by encour-

aging awareness. It helps patients to discuss the 

risks, create a diabetes and Ramadan management 

plan and discuss what to do should complication 

arise. The ultimate goal is to have patients prepared 

and motivated to talk to their physicians for a pre-

Ramadan consultation.

Tailoring Diabetes to the Middle East

Huzur Devletsah, 

general manager of 

the Gulf and Near 

East for Lilly
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constant. Furthermore, as the GCC countries move 

towards greater harmonization of regulation and pric-

ing, these lower prices are better referenced with those 

of neighboring countries.

“Some markets like UAE and Kuwait are willing 

to pay premium prices for innovation, but then when 

those products enter lower-income neighboring coun-

tries, there needs to be an alignment in terms of prices. 

Typically this means that initially we have to set lower 

prices in the higher-priced markets, so that they are 

comparable to prices in other countries”, elaborates 

AstraZeneca’s Al Hallaq.

Bayer Healthcare’s Abdallah 

explains that “at Bayer we have 

established a policy of referenc-

ing prices across the entire re-

gion. Eventually there might be 

some variations in the final price 

to consumers, but this is due to 

markups imposed by agents and 

distributors, which of course vary 

from country to country. Current-

ly there are efforts to unify prices 

across all the GCC countries, in-

cluding Saudi Arabia, with the 

aim of protecting the final consumer.”

PROPPING UP A HEALTHCARE 

ECOSYSTEM

There are not many countries in the 

world where the government aims to 

develop a role model type of healthcare 

system not only for its own people, but 

also to attract medical tourists whose 

healthcare options back home are more 

limited. Following their success in turn-

ing the UAE into a financial, retail and tourist hub, Emirati 

authorities have made clear their intentions to transform the 

country into a preferred destination for world-class medical 

services. 

In fact, the UAE was the first country out of the Ameri-

cas to have a hospital accredited by the Joint Commission 

International when the American Hospital Dubai opened 

its doors in mid 2000. Since then the hospital has been re-

accredited an additional four times, the latest being in 2012. 

In the meantime, other first-class hospitals are being built in 

partnership with some of the world’s most respected health-

care providers, including Mayo and Cleveland Clinics. Even 

public hospitals in the UAE will surpass global standards, 

with the announcement in May that Dubai’s main public 

healthcare institution, Rashid Hospital, will undergo a face-

lift costing more than US$800 million.

Tara Banasi, 

regional manager 

of MENA for Aspen 

Pharmaceuticals

Jan Van der Goten, 

managing director of 

the GCC for Janssen
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Similar colossal investment plans for 

hospital infrastructure are underway in 

other countries in the region, notably 

KSA who in 2011 announced its inten-

tion to construct 121 hospitals over a 

five-year period. “The plan for the re-

gion by 2020 is to add almost 100,000 

beds, which is the number needed to 

match the international standards of 

beds per number of people. If by that 

year we reach the numbers that are fore-

casted, the standards will certainly rise”, 

deduces Jihad Hussami, managing direc-

tor of Eastern Europe, Middle East and Africa for Hill-Rom. 

As a specialist in hospital beds, furniture and interiors, 

Hill-Rom has been tailoring its product offering to the Mid-

dle East’s discerning taste for luxury. “Even the aesthetics, 

such as the interior, are very important in this region. Most 

of the newly built hospitals requested VIP rooms, which is 

where we have played a role as well. Certain Hill-Rom bed 

units are designed for the patient not to feel as if they are in 

a hospital. All the equipment needed for the patient is con-

cealed, since comfort is associated with healing benefits. It 

is a win-win situation for the hospital 

management to have the best design and 

for the patient to heal faster”, elucidates 

Hussami.

Nevertheless, Siemens Healthcare’s 

CEO for the Middle East, Waclaw Luko-

wicz, counters that “it’s relatively easy to 

build a hospital; it will take two years to 

get the bricks and mortar and even outfit 

it with the latest equipment. On the oth-

er hand it will take between 10-15 years 

to train the necessary staff to run such 

a hospital. When I sit with some of the 

ministries we do exchange best practices on how to address 

this issue, because clearly the pool of local talent that is spe-

cialized in those requirements is not very large. It’s really a 

big challenge to do it and to get the right skill set. This is why 

we are sitting down to have these discussions with authorities 

in all countries.”

“In Saudi Arabia, for example, we have hired local en-

gineers and then trained them at one of our global excel-

lence centers. Sure this is a challenge, and there is no magi-

cal solution for it, but it is also something that governments 

From left: Paolo Carli, head of Middle 

East, KSA & Egypt for Merck Serono; 

Samer Al Hallaq, president of Gulf for 

AstraZeneca

!"#$%&'()*$+*&)'*,-'.$'-*/'+&$01&$%0*2%-*3$2'*+($'0('*(%.,10$'+*+''4$05*&%*1(('++

&)'*'.'-5$05*.1-4'&+*%2*&)'*6$//3'*71+&*10/*8%-&)*92-$(1*-'5$%0:

;%$0*%"-*(%.."0$&<*%2*=>?*$0&'-01&$%013*(%.,10$'+*10/*5-%@*<%"-*A"+$0'++*&)-%"5)

B* C%-3/D(31++*$02-1+&-"(&"-'*

B* E"&&$05D'/5'*FG!*21($3$&$'+

B* =HHI*2%-'$50*%@0'-+)$,

B* J'-%*&1K'+

B* L"33*-',1&-$1&$%0*%2*,-%!&+

B* F'5"31&%-<*1221$-+*.1015'.'0&

B* F'5$+&-1&$%0*10/*3$('0+$05*+",,%-&

!"#$%&'()*(1&'-+*+,'($!(133<*2%-*A$%&'()0%3%5<M*,)1-.1('"&$(13M*.'/$(13*10/*+($'0&$!(*

/'N$('M*2%%/*10/*15-$("3&"-13*$0/"+&-$'+*,-%N$/$05*&)'*5"$/10('*10/*1++$+&10('*&)'<*

0''/*&%*&)-$N':

O,'14*&%*"+*&%/1<*&%*+''*)%@*!"#$%&'()*(10*)'3,*&%*5-%@*<%"-*3$2'*+($'0('+*A"+$0'++:*

HHPQ=DRDSPH>>>>*T*!!!"#$%&'()*+",)

+13'+U/"A$%&'():1'

V03%(4*W%"-*X-%@&)*
Y%&'0&$13*@$&)*!"#$%&'()*



SPECIAL SPONSORED SECTION

S15   FOCUS REPORTS  OCTOBER 2013  

 understand. This is a very encourag-

ing sign and they realize that it is a 

key to their success. Nevertheless, it is 

something that will take many years”, 

opines Lukowicz.

Indeed the lack of local talent is a 

challenge cited by both healthcare and 

pharmaceutical companies. The reality 

is that the UAE and wider region are 

deficient of healthcare practitioners 

and educational institutions that can 

train future generations in this field. 

Until now they have been relying on 

imported international talent by offer-

ing attractive salaries and benefits beyond what healthcare 

practitioners can expect in their home markets.

Founder of the healthcare conglomerate, the NMC 

Group, BR Shetty is an Indian national who arrived in 

Dubai in 1973 and set up a one-room clinic out of his apart-

ment. Today he is ranked one of the GCC top Indian bil-

lionaires owed to his chain of hospitals and pharmaceutical 

distribution business. As an innate visionary, his next plan 

is to provide more opportunities for medical education in 

the UAE.

“The NMC group has gone initially from a pharmacy 

to hospital and pharmaceutical distribution, to a manufac-

turing factory, and with the inclusion of R&D, it equals 

one circle. On the healthcare end, I have started a clinic, a 

medical center, a hospital, specialty hospitals, and now the 

only element lacking is health education. Hence, I am in-

tending to open a medical college in Abu Dhabi in collabo-

ration with Duke University. It will focus on translational 

research, with a center for entrepreneurship and innovation 

on one integrated campus. The aim is to incorporate infor-

matics and IT in order to advance our healthcare systems 

and life sciences. This endeavor will be my dream come 

true, since it is the final missing link to complete the cycle.”

Shetty’s pharmaceutical manufacturer, Neopharma, is 

also setting precedents by establishing the first partnership 

with a multinational company to manufacture one of their 

products locally. Earlier this year the company signed an 

agreement with Merck Serono to begin packaging two of 

their products by the end of 2013, with a longer term plan 

involving full production and a transfer of technology to 

Neopharma.

Dubai Health Authoriy’s director of pharmaceutical 

services, Ali Al Sayed, believes that “the increased pres-

ence of international pharmaceutical companies is raising 

the prospect of research and trials to be conducted locally. 

This is now one of our priorities. We are encouraging the 

 companies to do trials, to conduct research here. This is 

one of the reasons many multinational companies moved 

Karim El-Alaoui, 

managing 

director of MENA 

for Boehringer 

Ingelheim
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their offices to Dubai. This city is becoming a hub for medi-

cines and soon we expect companies to research and manu-

facture their own products here to then export them to other 

countries.” 

Most multinational companies sustain these convictions 

given that they see localization as an integral part of the in-

dustry’s progression in the region. Takeda’s Platford goes as 

far as expressing that “there are some countries in the region 

where the localization is fundamental. In those cases acquisi-

tions can make sense to establish a local footprint. It helps in 

terms of access and it shows sustainable growth in that coun-

try.” Many predict that the market will be growing through 

local manufacturing alliances, some of which we are already 

witnessing in markets like Saudi Arabia. Furthermore, the 

Middle East will become a logistics hub for the global indus-

try, serving not only the immediate region but also Asia and 

Africa. Dubai is certainly well-positioned to fulfill this role as 

it is geographically very strategically located.

The newest trend amongst local manufacturers is to invest 

in R&D, with some even venturing into biotechnology. UAE 

leader Julphar is already producing recombinant insulin and 

is the first Middle East company to successfully  manufacture 

and export a biotech product. Similarly, Neopharma already 

has partnerships with Hetero Pharmaceuticals and Biocon. 

Even smaller generic manufacturers are experiencing unprec-

edented growth that has allowed them to expand their op-

erations and diversify their manufacturing activities. While 

times are visibly propitious for the local industry there are 

Manufacturing Agreement Signing Ceremony – Dr BR Shetty, 

Managing Director and CEO of Neophama, and Dr Stefan 

Oschmann, CEO of Merck Serono



SPECIAL SPONSORED SECTION
Pharmaboardroom.com

UAE Report

S17   FOCUS REPORTS  OCTOBER 2013  

still some growing pains ahead for the 

UAE and wider Middle East region.

WORKING OUT THE KINKS 

One of the main challenges that still 

lurk for pharmaceutical companies in 

the UAE is mostly tied to the lack of 

a scientific and research base in the 

country that is reflected in the lack of 

market data. This issue is acknowl-

edged by the government, who has 

understood that without such metrics 

it is difficult to gauge health outcomes 

and the pharma-economics of specific 

products. Over the last couple of years 

authorities have been trying to imple-

ment advanced IT systems in order to 

catch up and capture in figures the 

results of their healthcare policies so 

far.

“The UAE is shifting the way they 

basically have been doing healthcare. 

Over the last few years the country 

has witnessed major changes in the 

implementation of healthcare IT solu-

tions.  Abu Dhabi now processes all 

prescriptions electronically, as well as 

all reimbursement transactions. Dubai 

is similarly moving in this direction, 

which means there is a lot of data that 

is available on these systems”, states 

Omar Ghosheh, CEO and founder of 

Dimensions Healthcare. As informat-

ics experts, Dimensions has become 

the sole provider of pharmacy  benefit 

management (PBM) and E-claims 

 solutions for the DHA, and also works 

closely with HAAD in improving their 

IT platforms. The company was nomi-

nated as the top performing SME in 

Dubai in 2011, and is well on track to 

revolutionize healthcare in collabora-

tion with the authorities.

“Both Abu Dhabi and Dubai are 

aggressively installing IT systems to 

increase the control and monitoring of 

pharmaceutical products as a means to 

improve their healthcare systems. They 

will be looking for health outcomes; 

they will be monitoring drug consump-

tion, to then determine where their 

strengths and weaknesses lie. Maybe 

in two years time Dubai will have a 

real example of how healthcare out-

comes will be integrated into the en-

tire decision-making process that will 

ensure quality standards and sound 

 pharma-economics. It’s all very excit-

ing”, concludes Ghosheh.

Latching on to the movement to-

wards IT and e-technologies, Bayer 

Healthcare has been moving to digi-

talize much of its interactions with 

customers and health practitioners. 

Certainly e-Health is a global trend, 

but Bassem Abdallah explains why it 

makes plenty of sense in the UAE:

“This is probably one of the re-

gions where such initiatives are most 

effective when estimates claim that 

there are 2.3 cell phones per capita in 

countries like the UAE. Since last year 

we have converted our entire product 

detailing into digital format and have 

stopped printing such material. Occa-

sionally, we still use some flyers but in 

general most of the information that 

we transmit to physicians is now digi-

tal and is presented to them on Ipads 

with specially designed apps that we 

have created for our products.

We have also created apps for the 

general population, such as for multiple 

sclerosis patients, that serves as a com-

munication platform between patients, 

doctors and nurses. This application is 

entirely free and is not related to our 

products in any way, but is simply a 

unique way of raising awareness and 

improving the lives of patients that live 

with this disease. As a public service 

we have made this application avail-

able for Apple and Android users.”

Beyond the risks involved in oper-

ating within a market that produces 

minimal data to accurately forecast 

sales, the UAE is also unique in that 

it does not have a well-defined IP pro-

tection legislation that is essential to 

pharmaceutical companies. Currently, 

the industry operates under a sort of 

gentleman’s agreement that ensures 

their intellectual property will be pro-

tected by the government until the day 

patents expire. Until today the agree-

ment has held strong with few cases 

of IP violations, nevertheless, most 

companies still wish for a formal legal 

framework to protect their assets.

From left: Jihad Hussami, managing 

director of Eastern Europe, Middle East & 

Africa for Hill-Rom; Waclaw Lukowicz, ceo 

of Middle East for Siemens Healthcare

DuBiotech
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GLOBAL LESSONS UNLEASHED IN 

THE MIDDLE EAST

In 2012, Roche Diagnostics opened its 

first management center outside of its 

home country in Dubai, out of which it 

manages 20 countries. The company’s 

Middle East general manager, Moritz 

Hartmann, affirms that “we are mov-

ing away from a traditional export ap-

proach as regards the Middle East re-

gion. In the past we used a centralized 

department at our global logistics hub to 

serve these markets. However, with the 

diversification of our business and the 

increasing importance of the medical 

value of our products, we realized that 

the Middle Eastern markets need a spe-

cific approach in order to succeed here.”

“On the one hand, one of the rea-

sons to establish our management cen-

ter in the UAE was to become a more 

attractive organization to source tal-

ented people. On the other hand, the 

need for qualified people within the re-

gion is very high. These countries need 

to develop the skills of the population 

to be able to fill such vacancies. This is 

a perfect example of how Roche Diag-

nostics customizes to the local  market. 

We have set up our own training cen-

ter here in Dubai, which is something 

unique when compared to other mar-

kets. At the moment, this training cen-

ter is still virtual and operates remotely, 

however, we are now building a dedi-

cated facility to start operating next 

year”, concludes Hartmann.

The fact that the Middle East region 

on average represents a mere 2% of a 

global company’s pharmaceutical rev-

enues is evidence of the vast untapped 

potential that is latent in a region of al-

most 250 million people. It is further 

indicative of the industry’s historical 

tepid approach to conducting business 

here, which is why innovative opera-

tional models are now required to har-

ness recent growth in the region.

“Most people believe that the Mid-

dle East markets are all the same, but 

this couldn’t be further from the truth. 

There are so many specific characteris-

tics to each market, due to their politi-

cal situation and history, which require 

us to operate very differently from one 

country to the next. It is this adaptabil-

ity that makes a real difference when it 

comes to the success of a company in 

the region. This is why local knowl-

edge is essential to succeed in these 

markets. One advantage of the region 

is that we can learn from our lessons 

in other markets around the world and 

tailor those strategies to specific situ-

ations and conditions in the region”, 

explains Walid Kattouha, head of the 

Middle East Cluster for Novartis based 

in Dubai. 

“In the Middle East, it has only been 

in recent years that pharmaceutical 

companies are perceived as healthcare 

partners by health authorities. This is 

partly due to the fact that most major 

pharmaceutical companies used to op-

erate through representative offices and 

local agents, meaning it was perceived 

that they were only here to sell their 

products, sometimes at very high pric-

es. In the last 10 years there has been a 

shift to build rapport with local health 

authorities and to determine how the 

expertise of companies around the 

world can serve them in a better way.

INNOVATION OUTSIDE THE LAB

As the industry wakes up to the new re-

ality of the Middle East, they have been 

sourcing some of their brightest minds 

to head their regional operations and 

grow their businesses as quickly as pos-

sible. Jan Van der Goten, managing di-

rector for Janssen in the GCC, arrived 

in Dubai in early 2013 with the task to 

restructure the company’s regional or-

ganization to leverage a new portfolio 

of breakthrough products. With vast 

experience in marketing and strategic 

roles at Janssen in the US and Europe, 

Van der Goten is confident that some 

of the innovative business approaches 

implemented in those markets can be 

rewired to the peculiarities of the Gulf 

countries. In his esteem, collaboration 

From left: Mads Bo Larsen, vice president 

of Africa, Gulf & India for Novo Nordisk; 

Maher Abouzeid, president and ceo of 

Middle East for GE Healthcare

Julphar Manufacturing Facilities
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with authorities, academia and other businesses is the only 

way to reach a solution to the pressing health needs of the 

region, such as diabetes.

“We have had preliminary discussions and there is a lot 

of traction on these kinds of approaches. The authorities 

are happy to work together in a different context. What the 

new scenario is going to look like is still under discussion 

and something that I am uncertain of myself. The important 

thing at the moment is that we understand the framework 

that needs to be implemented beyond a classical marketing 

approach”, he claims.

“A fresh framework will take into account educational 

needs as part of the budget, because right now is the key 

moment to build needed awareness to curb the prevalence 

of diabetes. This must be done now because the govern-

ment still has sufficient funds to manage the burden of the 

disease for decades to come, but that is only if we manage 

to control and prevent further propagation. The answers 

we seek together with the authorities are regarding how 

to do this best. Clearly there are some inherent risks in 

doing this, but the only way to innovate and generate true 

changes in how we approach healthcare is by taking risks 

and trying new things.”

Karim El-Alaoui, managing director of MENA for Bo-

heringer Ingelheim, echoes the need to strengthen allianc-

es in order to drive business beyond the pills and sales rep 

model. Contrary to traditional perceptions of competition, 

Boehringer Ingelheim has forged a partnership with diabetes 

expert, Lilly, in order to maximize their local efforts against 

the disease. El-Alaoui boasts that “the main objective of this 

alliance is to make sure that we can provide medications to 

the patients who need it. By joining forces we will be able 

to demonstrate that 1 + 1 = 3, in the sense that more invest-

ments will be made in the field of diabetes. As regards the 

sales-force it will also be bolstered and essentially doubled as 

both companies will be working together to ensure that more 

patients have access to these products.”

“The reality is that as long as companies are enhancing 

their diabetes portfolios, naturally, they would like to gen-

erate awareness around it. However, industry initiatives are 

not sufficient – they will never be enough – because it all 

has to be done in partnership with the Ministries of Health 

and medical community of the countries we operate in. The 

key to effective awareness is to work with the support and 

hand-in-hand with local authorities so that we can tackle the 

disease on all fronts.”

From such experiences it is evident that the Middle East 

is serving as an entrepreneurial hotbed for pharmaceutical 

executives who are keen to experiment with innovative busi-

ness strategies. Pooling lessons from other markets and with 

incomparable growth opportunities, managers are willing to 

take greater risks to excel. 

For the last two years Aspen Pharmaceuticals’ regional 

manager for MENA, Tara Banasi, has been responsible for 

launching the company’s tailored portfolio in the region, 

which mostly consists of divested products acquired from 

Big Pharma. At times this has meant launching 12 new 

brands within in a 3-4 month period, which has demanded 

new  approaches to individual markets and a great deal of 

 experimentation.
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“Across the region, we have many third party distribu-

tors who simply take the goods from the warehouses to the 

customers. I realized there was no one truly looking after 

our business in those countries. Many of our distributors 

lacked the necessary passion and know-how to drive our 

products into the market as successfully as I would like. I 

then decided to hire key account managers who could take 

on that responsibility and manage a very strategic portfolio. 

I started off hiring 20 people in Egypt through outsourcing 

companies and many people thought I was crazy because 

we are speaking about a country of 80 million people. The 

outsourcing model, where you pay the people’s salary and 

train them but are not liable for them, is really only seen 

in Europe. So far it has paid off incredibly well and we are 

trying to replicate it in other markets,” beams Banasi.

“You can’t call Aspen an innovative company because 

all of our products are bought from other companies. Nev-

ertheless, we have innovative business models where we are 

doing something different. In KSA, for example, I decid-

ed to hire pure Saudis straight out of university. I molded 

them, trained them and paid them well, and these are the 

people who are responsible for growing our market share 

by 30%. No one else had done this in KSA, and the authori-

ties were very impressed by the initiative, which has gained 

us much recognition in their eyes.”

All the signs are palpable that the Middle East region, 

led by the UAE, will continue to set benchmarks for the de-

velopment of healthcare.  But for how long will this golden 

era last for the global pharmaceutical industry? Estimates 

predict that double digit growth will continue for the next 

three years, after which annual increases will then stabilize 

around 8-9% CAGR.

Genpharm’s Smaira summarizes this forecast succinctly 

in saying that “the maturity of these markets is being ac-

celerated. Today a product is launched in Europe and the 

following year it is here, so these markets won’t be “emerg-

ing” for a very long term. As this is a transitional phase in 

the pharmaceutical market, we think there are still win-

dows of opportunity. The markets are heterogeneous and 

strategies have to be different and flexible. Some markets 

are very brand oriented others are moving towards a gener-

ic model.” For the time being, it seems like the Middle East 

will remain the apple for most pharmaceutical  companies 

eyes. 

There are approximately 30,000 different

diseases known today. A satisfactory form of

therapy is only available for one-third of

them.

Bayer HealthCare, a subgroup of Bayer AG,

develops innovative products to improve

health and quality of life for both humans and

animals. In addition to activities in the fields

of Animal Health, Consumer Care and Di-

abetes Care, the company also focuses on

specialty pharmaceuticals. Bayer HealthCare

is an international leader in this sector.

A strong community for a healthy future. 

www bayer.com

Improving LifePromoting Health 

Science For A Better Life
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Patient Education

for device training solutions that 

connect and resonate with pa-

tients, while effectively communi-

cating brand values and benefits 

to HCPs. Traditionally, products 

fulfilling these needs have been 

restricted to rep-delivered or di-

rect mail pieces that have strug-

gled to improve patient behaviors 

and/or error reduction. Building 

better device training tools re-

quires a deep understanding of 

how patients learn, combined 

with an improved understanding 

of patients’ emotional and behav-

ioral patterns that occur after a 

diagnosis and throughout their 

treatment. Integrating effective 

training solutions throughout the 

phases of device training educa-

tion ensures that patients receive 

consistent and relevant informa-

tion associated with the stage of 

their treatment. 

Phases of device training 

education

Diagnosis education. Beginning 

at the initial point of diagno-

sis, diagnosis education seeks 

to inform patients about what 

they will be experiencing during 

their first 30 days of treatment 

in order to promote a positive 

onboarding experience and to 

build patient confidence with a 

new delivery device. 

Family and lifestyle educa-

tion. The educational purpose is 

geared toward a patient’s family, 

and the lifestyle changes neces-

sary to build a strong social net-

work in support of a patient’s 

medication regimen. Education 

in this category promotes life-

style changes to compliment the 

goals of treatments.

Usage education. As the cen-

terpiece of self-administration, 

usage education introduces 

drug-delivery techniques re-

quired to effectively self-admin-

ister and overcome the initial 

fears of self-administration. 

Adherence education. Pro-

moting long-term adherence 

has never been more important. 

Adherence education provides 

patients with an understanding 

about the importance of remain-

ing compliant, and the risks as-

sociated with non-adherence to 

treatment. Long-term commu-

nication reinforces adherent be-

havior and increases brand loy-

alty at the patient and HCP level. 

At this point, many compa-

nies traditionally turn to uni-sen-

sory and generic device training 

products that fail to recognize 

the specific therapeutic and pa-

tient needs associated with vari-

ous conditions. This approach 

commonly results in mechanical 

training devices that have had 

little success reaching and pre-

paring patients for the drug and 

non-drug influences that can af-

fect their ability to successfully 

administer their treatments.

Device-related adherence 

influences

Drug related influences:

» Training and education

» Drug-delivery method

» Dosing 

» Side effects

Non-drug related influences:

» HCP influences

» Physical/cognitive limitations

» Motivation

» Age-related factors

» Denial

» Predispositions

» Social influences

» Costs

As currently marketed prod-

ucts continue to mature towards 

patient expiration, the market 

landscape is being continually 

augmented by advancements 

in drug formulation and drug-

delivery technology. This has 

led many brands to seek com-

pletive advantages outside the 

industry norms. Multisensory 

device training has emerged as 

a provider of such an advan-

tage by creating added value, 

which can translate into brand 

preference at the physician and 

patient levels. Multisensory de-

vice training, used correctly, has 

been proven to increase the con-

nectivity and retention of edu-

cational messages. This trend 

is likely to continue as markets 

continue to consolidate and be-

come more competitive. 

When developing multisen-

sory products for patients and 

HCPs, environmental influences 

become key determining fac-

tors affecting a patient’s ability 

to process and store informa-

tion. These influences include 

considerations such as where 

the product will be used (e.g., 

home, doctor’s office, or phar-

macy) and what features it will 

contain. Due to the multisenso-

ry world we live in, the human 

brain has selectively adapted to 

respond best to multi-sensory 

sensory stimuli. One of the big-

gest advantages associated with 

multisensory learning is its stim-

ulation and encoding within 

multiple lobes of the brain. This 

results in stronger connections 

across patient’s audio, visual, 

and motor networks, leading 

to improved associations and 

transitions between educational 

messages and usage behaviors. 

When used in conjunction with 

the continuous phases of patient 

education, multisensory prod-

uct features increase patient 

confidence and reduce risks as-

sociated with ineffective prod-

uct use, and give patients confi-

dence in their treatment. 

Continued from Page 47
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C
ompliance with new standards on 

disclosure of industry promotional 

ties to health providers is emerging 

as a global policy challenge—the United 

States is no longer an outlier. While phar-

maceutical and device companies began 

tracking payments made to teaching 

hospitals and physicians on August 1, 

under the US Physician Payments Sun-

shine Act (Sunshine Act), a similar trend 

is underway in Europe. In June 2013, the 

European Federation of Pharmaceuti-

cal Industries and Associations (EFPIA) 

adopted a code requiring disclosure of 

certain payments from pharmaceutical 

companies to healthcare professionals 

and organizations (Disclosure Code). 

As pressure for transparency continues 

across the globe, the costs of compliance 

are slated to rise for each pharmaceuti-

cal and medical device company affected 

by these initiatives. This column suggests 

cost-mitigating strategies for companies 

designed to comply not only with the 

technical requirements of these global ini-

tiatives but also the spirit of the law.

Sunshine precedent 

The Sunshine Act requires pharmaceuti-

cal and device manufacturers to report 

annually “any payment or transfer of 

value” made to physicians and teaching 

hospitals, who are collectively known 

as “covered recipients.” The first reports 

are due to the Centers for Medicare and 

Medicaid Services (CMS) by March 31, 

2014 for the tracking period of August 1 

to December 31, 2013. 

US law mandates that all transfers of 

value be reported, unless an exception 

applies. Important exceptions include:

» Payments less than $10, except when 

the annual value of such payments to 

a covered recipient exceeds $100. 

» Educational materials that directly 

benefit patients or are intended for 

patient use.

Penalties for failure to report in a 

timely, accurate manner, range from 

$1,000 to $100,000 per payment not 

reported, with a maximum penalty of 

$1,000,000 for each annual submission.

EFPIA’s Disclosure Code

Europe has opted to take a self-regu-

lating approach to promotional disclo-

sures but the aims are similar to what 

is occurring in the United States. The 

region’s major industry association has 

endorsed a strong Disclosure Code that 

requires the constituent members of 

the EFPIA Associations in Europe and 

corporate members of EFPIA to dis-

close annually any transfers of value 

to healthcare professionals (HCPs) and 

healthcare organizations (HCOs). The 

Disclosure Code will be imposed on 

member companies through the imple-

menting codes that the EFPIA national 

member associations are required to 

adopt by December 31, 2013. 

The scope of the disclosure obliga-

tions is very broad, and includes:

» Transfers to HCOs:

r�%POBUJPOT�BOE�HSBOUT
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» Transfers to HCPs
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events 
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Transfers of value must be disclosed 

and attributed on an individual basis for 

each recipient. Disclosures must be made 

within six months of the end of the rel-

evant reporting period. The first report-

ing period will be 2015. The Disclosure 

Code allows companies to disclosure 

either on their website, or on a central 

platform, such as the one provided by 

the relevant government, regulatory 

body, professional authority, or member 

association. Unless expressly exempt by 

the Disclosure Code, transfers must be 

disclosed on an individual basis. 

While the Disclosure Code does not 

provide for specific sanctions for non-

compliance, it calls upon the national 

member associations to include sanctions 

for violations of their national codes. 

Surging costs of compliance 

While it is difficult to estimate precisely 

the total costs incurred by multi-national 

corporations operating both in the Unit-

ed States and Europe in complying with 

these transparency initiatives, it is unde-

niable that these costs have skyrocketed 

in recent years. CMS predicted that the 

average labor costs for an applicable 

manufacturer in complying with the Sun-

shine Act would be $159,234 in the first 

year and $119,426 in the second year. 

CMS estimated that large manufacturers 

would spend $50,000 in the first year and 

$5,000 in the second year for infrastruc-

ture costs, while small manufacturers 

would spend significantly less, $4,000 in 

the first year and $400 in the second year. 

The threshold size for “small” pharma-

ceutical manufacturers is 750 employees. 

Thus, for a pharmaceutical manufacturer, 

the US government estimated that the 

cost of implementation would be roughly 

$200,000 in the first year. 

Industry contacts have scoffed at this 

low estimate, noting the vast resources 

needed not only for actual tracking but 

often for purchasing databases. Fellow 

consultants and company personnel re-

sponsible for marshaling a company’s 

resources have noted figures well above 

$1 million to comply with this US law in Hae-Won Min Liao is Partner at Sidley Austin LLP.  He can be reached at hminliao@sidley.com. Michele 

Tagliaferri is Counsel at Sidley Austin LLP. She can be reached at mtagliaferri@sidley.com.

Big Pharma’s Newest 
Cost Center 
As the burden of promotional disclosure expands beyond 

US shores, understanding the rules and then controlling 

the cost of compliance is a strategic necessity. 
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Comparison of EFPIA and Sunshine Act

EFPIA US Sunshine Act

Binding Nature Voluntary code Federal law

Applicable 

Manufacturers

EFPIA Member Companies and other European 

companies which are members of an EFPIA As-

sociation in Europe, as well as their respective 

parent companies and subsidiaries.

All pharmaceutical/device manufacturers “engaged 

in the production, preparation, propagation, com-

pounding, or conversion” of a covered drug, device, 

biological or medical supply or an entity under com-

mon ownership with a manufacturer that provides 

certain assistance.

Must be “operating” in the US—i.e., having a physi-

cal location in the US, or otherwise conducting activi-

ties (including sales) within the US.

Effective Date Member associations must transpose the trans-

parency requirements by December 31, 2013.

Tracking begins on January 1, 2015.

First reports are due by June 30, 2016.

Tracking begins August 1, 2013.

First reports are due by March 31, 2014.

Types of  

Payments 

Covered

All transfers of value in the following categories 

are covered for an HCO:

r Donations and grants

r Contribution to costs related to events

 Registration fees

 Travel and accommodation

r Fees for services and consultancy

All transfers of value in the following categories 

are covered for an HCP:

r Contribution to costs related to events

 Registration fees

 Travel and accommodation

r Fees for services and consultancy

All transfers of value in the following  

categories are covered:

r Consulting fees

r Compensation for services

r Honoraria

r Gifts

r Entertainment

r Food

r Travel

r Education

r Research

r Charitable contribution

r Royalty

r Ownership or investment interest

r Compensation for speaking at a medical 

education program

r Grants 

r Space rental or facility fees

Covered 

Recipients of 

Payments

“Recipient” is defined as any HCP or HCO 

“whose primary practice, principal professional 

address or place of incorporation is in Europe.”

“HCP” means a natural person who is a mem-

ber of the medical, dental, pharmacy, or nurs-

ing professions or any other person who may in 

the course of professional activities “prescribe, 

purchase, supply, recommend, or administer a 

medicinal product” and whose primary prac-

tice, principal professional address or place of 

incorporation is in Europe.

“HCO” means any legal person that is a 

healthcare, medical, or scientific association or 

organization whose business address, place of 

incorporation or primary place of operation is 

in Europe or through which one or more HCPs 

provide services.

“Covered recipient” is defined as: a physician, other 

than a physician who is an employee of an applicable 

manufacturer; or a teaching hospital.

“Physicians” include US-licensed doctors of medi-

cine and osteopathy, dentists, podiatrists, optom-

etrists, and licensed chiropractors.

A “teaching hospital” is an institution that receives 

Medicare graduate medical education payments. 

CMS will annually publish a list of such institutions.

While both the US and EU regimes focus on payments to “covered recipients,” the meaning of this term is somewhat different. In addi-

tion, the Disclosure Code and the Sunshine Act define “transfers of value” broadly, but provide for different exemptions and reporting 

requirements for different types of payments.
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the first year. Based on initial estimates 

from the industry, the EFPIA Disclosure 

Code compliance costs are expected to 

be in the same range. 

There are also costs that are difficult 

to capture, including the loss of oppor-

tunity to collaborate with leading physi-

cians or institutions who have instituted 

a no-industry payment policy, and the 

financial consequences for noncompli-

ance as a result of enforcement actions. 

In Europe, new data protection regula-

tions could also affect compliance costs 

around promotion. 

Reducing cost of compliance

The increase in public scrutiny through 

both voluntary and legally mandated dis-

closures is designed by both organizations 

to bolster public confidence in the phar-

maceutical industry. Here are a number 

of recommendations for reducing overall 

cost while not short-changing the legal 

obligations around compliance efforts:

» Designate personnel with compli-

ance responsibility as early as possi-

ble and shop around for experienced 

outside firms.

r�5SBDLJOH�BOE� SFQPSUJOH�BDDVSBUFMZ�

is important not only because of 

the legal fines that can be imposed, 

but the risk of investigations by the 

US Department of Justice for Anti-

Kickback allegations or potential 

False Claims Act suits that could 

arise after publication.

» Determine whether any exceptions 

apply.

r�%PFT�UIF����QFSDFOU�PG�BOOVBM�SFWF-

nues limit apply under the Sunshine 

Act?
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be considered exempt from US re-

porting obligations because it only 

manufactures non-covered prod-

ucts? 

r�%PFT� UIF� USBOTGFS� PG� WBMVF� SFMBUF�

to over-the-counter medicines, 

items of medical utility, meals and 

drinks, or medical samples which 

are excluded from EFPIA’s Disclo-

sure Code?

» Anticipate strategic growth areas and 

analyze whether transparency rules 

will apply to those business sectors. If 

so, plan compliance efforts early.

There are many additional legisla-

tive transparency mandates, spanning 

countries as diverse as France and Slo-

vakia that companies must monitor. 

Countries in Asia, such as Japan, have 

their own transparency initiatives. 

Pressures and interest to do the same 

is growing in key emerging country 

markets like China. We believe this 

global trend of seeking transparency 

between manufacturers and providers 

will require sustained focus on man-

aging these rising compliance costs, 

in much the same way that companies 

have tackled the cost burden in prod-

uct registration and approvals. 
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W
hether you’re at a casino in Las 

Vegas, or a patient on the active 

arm of a clinical trial, no knowl-

edge is more coveted than what’s going to 

happen next.

Of course, no one can know with 

certainty what the future holds—there 

are far too many variables, known and 

unknown—but that’s not really the goal 

of predictive analytics anyway. Speaking 

in the keynote slot at Duke University’s 

Fifth Annual Technologies & Consumer 

Healthcare Conference, predictive ana-

lytics guru Eric Siegel defi ned his chosen 

fi eld as “technology that learns from 

experience—i.e., data—to predict the 

outcome or behavior of individuals.” 

Sounds promising, but when it comes 

to human health, biology often behaves 

badly, despite the best of intentions. 

The famous baseball statistician Bill 

James, who brought scientifi c analysis 

and big data to bear on the sport back 

in the 1970s, began his project by obses-

sively studying box scores in an attempt 

to understand why some teams win and 

others lose. Despite James’s undying in-

terest in hard numbers and percentages 

as tools for understanding and predict-

ing the game, he always stresses the 

anomalous factors, and the need to wed 

traditional player statistics with the more 

ethereal and less quantifi able character-

istics the players embody. Phenomena 

like luck, the effects of playing at home 

or away, and clutch performances in the 

bottom of the ninth inning turn out to be 

pretty unpredictable.

This isn’t an attempt to debunk pre-

dictive analysis as a mar-

keting tool and a poten-

tial route to better health 

outcomes. The ROIs are 

written on the walls. But the dramatic 

increase in the number of people wear-

ing biometric sensors, paired with all 

of the “listening” or spying campaigns 

being conducted on social media plat-

forms, to name just two small streams 

in the fl ood of new and accessible data, 

have made certain commercial enter-

prises increasingly confi dent about the 

degree to which they can infl uence and 

then predict an individual’s behavior.

Achieving that predictive capabil-

ity, described at conferences as “the 

holy grail” or, in Siegel’s parlance, “the 

golden egg,” is starting to make the ques-

tion of what technology can accurately 

predict about people less interesting than 

what it still cannot.

At any rate, Siegel got around to ad-

mitting that predictive analysis is “not 

necessarily [about] predicting individual 

outcomes,” but is more about segment-

ing risk levels. The process begins with 

a crucial fi rst step: prepare the data by 

organizing it so that two time frames 

are juxtaposed: historic data, and the 

present day data that companies would 

like to be able to predict. Siegel says the 

relationship between past data and pres-

ent data is analogous to the relationship 

between present data and future data. 

Once the data is prepped—no small task 

in the context of patient information—a 

decision tree can take root.

The decision tree—a basic predictive 

analytics model—begins with a top-line 

value—<12 months of progression-free 

survival, say—and then groups and sub-

groups individuals through a series of 

yes/no questions. At the bottom of the 

tree, you end up with groups of people 

with different risk percentage values 

that are likely to have very different 

 outcomes, even if, in this hypothetical 

example, they all have cancer. 

The proposition being made is that 

extensive patient data and transparent 

clinical drug information can bring per-

sonalized medicine closer to home for 

many patients. And it could also upend 

traditional treatment pathways and pro-

tocols, since no two people are exactly 

alike. Siegel said predictive analytics at 

the patient’s bedside is “inevitable,” al-

though it might be fi ve years out, or 20. 

That’s because the culture is lagging, 

not the technology. “We have to learn to 

trust the machine,” said Siegel.

During his presentation, Siegel cited 

examples of pharma companies who 

have dabbled in clinical predictive analy-

sis—GSK has experimented with pre-

dicting clinical trial enrollment, Pfi zer 

with predicting health outcomes—but 

Siegel himself hasn’t fully examined 

the healthcare space as of yet. That will 

change in 2014; next October, Siegel’s 

Predictive Analytics World organiza-

tion will host its inaugural healthcare-

focused conference in Boston.

Prediction has come a long way since 

Nostradamus. Today’s predictive analy-

sis isn’t concerned with causality, for two 

reasons. One, it’s often impossible to de-

termine; and two, it’s largely irrelevant. 

What matters are the correlations that 

begin to emerge once the datasets grow 

large enough. The owners of those datas-

ets, or the people and machines that have 

the best access to them, are in a position 

of power that will only increase. Toward 

the beginning of his keynote, Siegel told 

attendees “your experience today de-

pends on how organizations and compa-

nies treat you.” The most promising and 

unsettling thing about that statement is 

that it’s probably true. 

Using Data to Infl uence Behavior 
and Predict Outcomes
Predictive analysis has been used to great effect in the fi nance, tech, retail, and telecoms 

industries. Can it also improve decision-making and health outcomes in life sciences? 

Ben Comer is Pharm Exec’s Senior Editor. He can be reached at bcomer@advanstar.com.
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Patient recruitment represents a third of clinical trial costs. It shouldn’t. We thought, 

there’s a better way. So, we reached across inVentiv to merge our deep expertise in 

Big Data, digital communications and behavioral psychology, and built inVentiv Clinical 

Trial Recruitment Solutions—a radically more efficient way to identify, enroll and retain 

clinical trial patients. The result for clients: lower cost and faster drug development.

Transforming Promising Ideas 
into Commercial Reality
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