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The commercial success of bringing a new pharmaceutical to 

market begins with the patient. Knowledge of the patient 

experience combined with therapeutic area expertise helps 

anticipate challenges in the treatment journey. Strengthening 

product performances while ensuring patients receive the best 

possible care takes innovative solutions that solve complex 

specialty distribution challenges. It takes high-tech capabilities 

and high-touch solutions from a committed commercialization 

partner. It takes AmerisourceBergen.
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From the EditorAUGUST 2016 PHARMACEUTICAL EXECUTIVE

WILLIAM LOONEY

Editor-in-Chief

william.looney@ubm.com

Follow Bill on Twitter:

 @BillPharmExec

Fifteen Years Right  
PHARM EXEC’S KEY FEATURE THIS MONTH  is a celebration of leadership and longevity.  Not only 

is our annual Industry Audit marking its 15th year—an eternity in this age of digital—we were 

the first industry trade publication to broaden the evaluation of company performance to include 

shareholder-friendly metrics like strategic clarity, product quality and good governance. What began 

as a joint research project with St. Joseph’s University Haub School of Business is now one of our 

biggest editorial successes, with a large online following and frequent citations in social media.  

A
brief review of our first Audit, published 
in September 2002, illustrates how 
much the industry has changed—and 
also how it has not.  Of the 16 companies 

surveyed, six (Aventis, Pharmacia, Wyeth, Scher-
ing-Plough, Genentech and Forest Labs) were 
absorbed in the wave of consolidations during the 
first decade of the millennium. At the time, annual 
US industry revenues were pushing toward the 
$200 billion mark. Today, that number has more 
than doubled, to $450 billion, justifying the deci-
sion by Audit author Professor Bill Trombetta to 
make a big stake in the US market one of his indi-
cators of sustainable market performance. What 
hasn’t changed either is the dominance of the US 
in new medicines: in 2002, about two-thirds of all 
new drugs introduced over the prior five years were 
sourced in the US or by US-based companies; 
today, the margin is the same or, if you consider 
the decline in homegrown European innovation, 
even higher.    

Behaviors in biopharma also support our ratio-
nale for an evaluation that looked beyond narrow 
GAAP criteria to put the shareholder up front. The 
Audit is the industry’s only performance survey to 
incorporate a key metric, Return on Invested Cap-
ital, which strips out financial smoke and mirrors 
to concentrate on profit generated from a compa-
ny’s investment in debt and stock. We forget that 
in 2002 Wall Street was still absorbing the impact 
of years of abuse of shareholder rights, exemplified 
by the Enron/Arthur Anderson accounting debacle 
that led to the demise of both companies. Trom-
betta, in his 2002 Audit introduction, noted how 
governance reforms were incentivizing a return to 
product quality and investment in innovations  that 
satisfied patients, rather than the “pump and 
dump” methods by which management could cash 
out stock without regard to the longer-term inter-
ests of customers and employees. 

Recent allegations around a Turing or a Valeant 
notwithstanding, the gimmicky goosing of reve-
nues for short-term paper profit is still the outlier 
in this industry. In fact, the 2016 Audit notes how 
Amgen, Biogen and other best-managed biotechs 
are emulating big Pharma with dividend increases 
and stock buybacks, all geared to raising their value 
proposition—and visibility—with shareholders. 

More important, basic approaches to boosting 
shareholder value cited in our first Audit, including 
tight control of operating costs (the Sales to Gen-
eral and Administrative Expense metric); a focus 
on highest return business segment opportunities; 
lowering weighted average cost of capital (WACC); 
and using, rather than owning, assets, are standard 
practice in today’s biopharma “c-suite.” 

There is one discordant note between the two 
Audits, 15 years apart. Predictably, it’s all about 
the pendulum of drug pricing. In 2002, the assump-
tion was that innovation in industry labs would 
yield the trifecta of brand success: a receptive mar-
ket launch; access to a buster-block of willing 
patients; and the ability to set prices at a premium 
to standard therapy. Audit numbers show the 
assumption bore some truth. Pfizer, the top per-
forming company in that first Audit, posted aver-
age gross margins of just under 90%. Today, the 
average gross margin for the 23 companies sur-
veyed this year was 66%. The percentage was set 
on the basis of the invoice price, not the “real-
world” net price inclusive 
of discounts and confiden-
tial rebates, which pushes 
the actual number even 
lower. 

The fall in gross mar-
gins is the most revealing 
aspect of the Audit’s evolu-
tion. It poses a fresh chal-
lenge to industry messaging 
around “pricing for value.” 
Might it be time to risk 
something different, like 
alternative financing that 
moves pricing beyond an 
incremental assessment of 
value—to a longer way to 
pay? As Pharm Exec’s 
cover suggests, fighting 
these price headwinds with 
an umbrella—a technology 
that has not changed in 100 
years, let alone 15—is not 
a strategy that will keep 
companies at the top of our 
Audit for long.

Benchmarking Shareholder Value

Industry Audit Winners, 2002 - 2016:

2016 Novo Nordisk

2015 Gilead Sciences

2014 Regeneron

2013       Novo Nordisk

2012       Biogen

2011       Novo Nordisk

2010     Gilead Sciences

2009     Gilead Sciences

2008   Biogen Idec

2007     Genentech

2006     Amgen

2005     
Genentech

Amgen

2004  GlaxoSmithKline

2003    WĮǌĞƌ

2002      WĮǌĞƌ
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Coming soon to 
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Emerging Leaders

In its annual feature, Pharm 

Exec profiles a selection of rising 
pharma managers, all age 45 or 
under, who are poised to help 
chart the industry’s path.

Readers Weigh In 

Twitter Talk

Q�Interesting re MSLs in #Pharma but what about 
digital analytics? Most MSLs now use CLM platforms 
to present data

Gary Page, @GaryPage909, 7/14/16 
“Eight Tips on Improving KOL Engagement” 

bit.ly/2aFFu2N

Q�Interesting points from @PharmExecutive, Dappled 
Sunshine in the UK: Disclosure UK Database 
Launched

peter llewellyn, @networkpharma, 7/12/16   
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JILL WECHSLER is  

Pharmaceutical 

Executive’s 

Washington 

correspondent. She 

can be reached at jill. 

wechsler@ubm.com

D
rug shortages have 

been a worldwide 

problem for the past 

d e c a d e ,  r i s i n g 

steadily until FDA, Congress 

and industry began to address 

the issue more directly about fi ve 

years ago. Despite some success 

in reducing supply disruptions in 

the US and abroad, analysts are 

looking more closely at market-

based strategies to encourage 

more diverse production, while 

physicians propose ethical stan-

dards for allocating scarce ther-

apies. 

FDA reports that ongoing 

shortages dropped from nearly 

100 at the end of 2013 to about 

60 a year ago, similar to fi ndings 

of the American Society of 

Health-System Pharmacists 

(ASHP), which reports phar-

macy data from the University 

of Utah Drug Information Ser-

vice. A main turning point was 

enactment of legislation in 2012 

that requires manufacturers to 

notify FDA in advance of likely 

supply disruptions for critical 

medicines, supporting agency 

efforts to prevent and resolve 

manufacturing issues. 

Broader cooperation among 

regulatory authorities helps 

FDA’s Drug Shortages Staff 

(DSS) ident i fy a lternat ive 

sources for scarce critical drugs. 

But supply problems still are 

“way too many,” said Douglas 

Throckmorton, deputy director 

of the Center for Drug Evalua-

tion and Research (CDER), at a 

manufacturing conference in 

June. The drug shortage situa-

tion “now is in a better place,” 

he commented, but manufactur-

ing failings remain the lead cause 

of supply disruptions, particu-

larly with sterile injectables. 

Seeking incentives

Many of the products plagued 

by shortages are produced by a 

small number of generic drug 

manufacturers that operate on 

thin margins with little redun-

dant capacity. To keep prices 

low, fi rms use common manu-

facturing lines for multiple prod-

ucts and implement 24/7 pro-

duction schedules that leave little 

time-cushion to address produc-

tion problems. At the same time, 

sterile therapies are more com-

plex and expensive to produce 

than oral drugs, and low profi t 

margins discourage fi rms from 

investing in facility updates or 

for other companies to move into 

the market. 

As a result, clinicians and 

patients still struggle with lim-

ited supplies of basic therapies 

such as cardiovascular drugs, 

electrolytes, and injectables used 

in emergency rooms and inten-

sive care units. Vaccine short-

ages emerge regularly, the latest 

involving limited supplies of yel-

low fever vaccine in the face of a 

spreading epidemic in Africa. 

Shortages of drugs needed for 

acute care in emergency rooms 

and ICUs are particularly seri-

ous, according to a study pub-

lished in the May issue of Health 

Affairs. It found that more than 

half of nearly 2,000 drug short-

ages reported between 2001 and 

2014 to the University of Utah 

data system were for acute-care 

drugs where shortages pose a 

high risk of patient harm (see 

http: //bit.ly/1SbSmPa). The 

authors from the Yale School of 

Medicine identify particular dif-

fi culties in fi nding alternatives to 

scare antibiotics, painkillers, 

sedatives and saline intravenous 

solutions used daily in critical 

care. Substitutes, moreover, 

often are less effective, less safe, 

and more prone to medication 

errors during emergency care. 

FDA should do more to iden-

tify generic injectables produced 

by a single source and, thus, at 

risk of supply problems, the ana-

lysts advise. They also recom-

mend using tax credits, rebates 

or temporary market exclusivity 

policies to encourage more 

generic fi rms to move into diffi -

cult injectable markets. 

Similarly, the World Health 

Organization (WHO) released a 

report in January on global 

shortages of critical medicines 

for children, which addresses 

business and competitive factors 

that reduce access to low-cost 

injectables (see ht tp: //bit .

ly/29M8V4O). WHO suggested 

that setting minimum prices or 

establishing multi-year global 

advance purchase commitments 

could help keep vital medicines 

on the market.  

Broader interest in the eco-

nomic drivers behind drug short-

ages has prompted the Pew 

Charitable Trusts and the Inter-

national Society for Pharmaceu-

Drug Shortages Raise 
Economic and Ethical 
Challenges
Analysts examine investment and business factors that shape 
supply disruptions  

mailto:jill.wechsler@ubm.com
http://WWW.PHARMEXEC.COM/
http://apps.who.int/gb/ebwha/pdf_files/EB138/B138_41-en.pdf
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tical Engineering (ISPE) to 

examine market issues affecting 

business continuity and supply 

chain management decisions and 

investments that can affect drug 

supplies. The project is inter-

viewing key industry stakehold-

ers on how factors such as mar-

ket concentration, low margins 

and product withdrawals affect 

shortage situations. An ISPE 

“gap tool” further aims to help 

manufacturers avoid shortages 

by anticipating potential supply 

chain risks, improving product 

demand forecasting and provid-

ing redundancy in production 

operations. 

Early warnings help

Despite ongoing drug supply 

issues, FDA’s advance notifica-

tion program appears helpful in 

preventing and mitigating prob-

lems. Throckmorton reported 

that manufacturers are submit-

ting about 200-300 reports of 

potential supply issues annually, 

which enabled FDA to avert 

about 150 drug shortages last 

year. And FDA has had to issue 

only two non-compliance letters 

so far to firms failing to provide 

adequate warning.

After a manufacturer informs 

FDA of a l ikely shortage, 

CDER’s DSS, headed by Valerie 

Jensen, assesses the risk of dis-

ruption and helps devise mitiga-

tion strategies, working with 

drug approval and quality offices 

and with the Center for Biologics 

Evaluation and Research (CBER) 

and FDA’s Office of Regulatory 

Affairs (ORA). The analysts first 

determine if the product is med-

ically necessary and check for 

any applications under review 

that could help fill a gap. 

They also assess alternative 

sources of supply and whether a 

facility with potential to provide 

a needed drug meets quality 

standards or requires a new 

inspection. 

FDA officials also can exer-

cise enforcement discretion to 

facilitate access to new sources 

of critical drugs, as seen in 

import alerts that exempt medi-

cally necessary drugs and short 

supply situations. And they are 

working to gain more flexibility 

in authorizing imports of unap-

proved therapies. 

A current issue is whether 

greater variety in vial sizes for 

injectables could help reduce 

waste, especially when a large 

vial is not needed by a patient, 

as is often the case with children. 

Oncologists claim that pharma 

companies avoid small vials to 

boost sales and profits, but the 

ability of smaller vials to help 

address supply and access issues 

may be more compelling in 

addressing the subject. 

Many of the products plagued by 

shortages are produced by a small 

number of generic drug 

manufacturers that operate on thin 

margins with little redundant capacity

Deciding who gets what

Continued shortages of medically 

necessary medicines, particularly 

those used in emergency care and 

for treating cancer, often force 

hard decisions regarding ethical 

ways to allocate limited supplies. 

This is particularly difficult in 

caring for children with cancer, 

where treatment routinely involves 

older generic injectibles often 

hit hard by shortages, according 

to Yoram Unguru, pediatric 

oncologist at Sinai Hospital in 

Baltimore. A Working Group on 

Chemotherapy Drug Shortages 

in Pediatric Oncology issued 

recommendations for an ethical 

framework for allocating scarce 

life-saving drugs for treating 

childhood cancer in the February 

2014 issue of the journal Pediatrics 

and examined the issue further 

in an article published online Jan. 

28 by the Journal of the National 

Cancer Institute. 

The group proposes that 

priority allocation go where it 

is most likely to save lives and 

improve prognosis, and where 

a smaller amount of the drug is 

needed. A controversial proposal 

is that patients participating 

in clinical trials should not 

necessarily top the priority list. 

An overriding goal is to avoid 

“bedside rationing,” which leaves 

critical allocation decisions to 

conflicted physicians. Unguru 

and colleagues urge pharma 

companies to do more to prevent 

shortages in the first place and 

support a range of “mitigation” 

strategies, including lower 

dosing, vial sharing and more FDA 

flexibility on imports and on using 

expired drugs. All parties should 

make evidence-based decisions 

and adopt ethical allocation 

policies to maximize the benefit of 

scarce therapies. 

http://WWW.PHARMEXEC.COM/
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REFLECTOR is 

Pharmaceutical 

Executive’s 

correspondent in 

Brussels

D
on’t be too alarmed. 

There isn’t going to 

be a referendum on 

drug pricing. Not 

yet, anyway. But to judge from 

the European Parliament’s lat-

est foray into the subject, there 

would be plenty of support for 

su c h  a  “sudd e n  d e a t h” 

approach to this complicated 

subject—and the results would 

doubtless be as catastrophic as 

the UK’s recent and lamentable 

decision-making process on EU 

membership.

The parl iament’s health 

committee has decided to draw 

up a resolution on access to 

medicines in the European 

Union (EU), and the prime 

mover behind the project , 

Spanish socia l i s t  Soledad 

Cabezón Ruiz, is already win-

ning widespread support for 

her suggestions that govern-

ments should use compulsory 

licensing of expensive medi-

cines to compensate for their 

limited negotiating power with 

pharmaceutical companies. In 

her view, “This is controversial 

for the industry, but it’s neces-

sary to talk about it.”

Opinions abound

Eleonora Evi, an Italian mem-

ber of the European  Parliament  

(MEP) from the anti-establish-

ment “Five-Star Movement,” 

was quick into the discussions, 

offering her health committee 

colleagues an opinion on the 

subject that she has piloted 

through the committee on peti-

tions (yes, there is a European 

Parliament committee on peti-

tions), and that invokes “Euro-

pean citizens” in its demand for 

tough act ion against “the 

monopolies of large companies 

in the market.” 

Her committee’s attitude to 

“the EU options for improving 

access to medicines” runs the 

full gamut from A to B. The 

opinion highlights “issues that 

citizens feel concerned about, 

particularly inadequate distri-

bution of medicines, the impact 

of the economic crisis on med-

ical and pharmaceutical care, 

and issues regarding marketing 

procedures and patents for 

medicinal products.” 

It “deplores the fact that 

there are 18 million people 

without access to healthcare or 

medicines, whose human rights 

are being violated on a daily 

basis.”  It says the “key obsta-

cles to access to medicines” 

include “the lack of affordabil-

ity and availability of medi-

cines, the budgetary cuts result-

ing from the financial crisis, the 

high price of medicines.” And it 

identifies patent rights “as a 

major obstacle to access to med-

icines, and urges public policy 

makers to take proactive steps 

toward making generic and 

biosimilar medicines available.”

The reassuring substantia-

tion for this vigorous approach 

to problem-solving is the com-

mittee’s beliefs, “on the basis 

of petitions received and in the 

light of the matters arising 

from them.” It says “the opin-

ions of European cit izens 

voiced by petitioning the Euro-

pean Parliament are fundamen-

tally important” —and appar-

ently that is all it needs to know 

to reach this opinion. 

Strikingly, however, it says 

in the same brief opinion that 

it “finds it alarming that there 

are 25,000 annual deaths in the 

EU due to lack of effective anti-

biotics”—without apparently 

stopping for a moment to won-

der why this is the case. It 

merely issues a lazy call for 

governments “to suppor t 

research and development that 

focuses on the medical needs of 

all citizens” via “a pooled pub-

lic platform for R&D financed 

by all states via a contribution 

of 0.01% of their GDP.” So 

that’s sorted, then.

Evi’s compatriot, and fellow-

member of the party founded by 

popular comedian Beppe Grillo 

(which is coming closer to 

power in Italy as the country’s 

political framework looks every 

day a more likely victim of melt-

down), has also won support for 

an opinion on the subject in the 

Parliament’s development com-

mittee. This committee, whose 

brief is for policy in the poorer 

countries of the world far 

beyond Europe, has no hesita-

tion in insisting that, “without 

transparency of research and 

development costs to originator 

companies and information on 

the actual prices paid for medi-

cines across the EU, any discus-

sion on fair medicine prices 

remains impossible.” 

It cites UN and WHO fig-

ures and targets for the world 

An EU Referendum ... 
on Drug Pricing?
The chances are slim, but a new resolution in Europe on the 
subject could drum up support for a Brexit-like scenario  
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in general, but fails to take 

account of any of the wealth of 

discussion of the issues under-

lying drug pricing in Europe 

that have been raging through-

out this year. It displays the 

same innate hostility to intel-

lectual property rules and 

“monopoly protection,” and 

makes a blanket recommenda-

tion for promoting generics and 

limiting drug companies’ scope 

for action.

Over at the European Par-

l iament’s employment and 

soc ia l  a f fa i r s  commit tee , 

French MEP Joëlle Mélin—a 

member of the far-right party 

led by Marine Le Pen—has 

been busy winning support for 

an opinion from her commit-

tee. This reflects the strong 

anti-European mindset of her 

political family, attacks “inter-

fering EU regulation,” and 

underlines that questions of 

access to medicines should be 

dealt with principally at the 

level of each country acting 

individually. 

The unsophisticated nature 

of the opinion—selecting what 

Bart Simpson would describe 

as “some from column A, some 

f rom column B”— demon-

strates again how ill-informed 

the discussions frequently are 

when the European Parlia-

ment—the people’s representa-

tives in Europe—steps in.

Tough talk ...

The preparat ions for the 

Cabezón Ruiz resolution—due 

to be debated in late Septem-

ber—have also included a work-

shop on the subject in Brussels 

in mid-July. This featured a 

line-up of the usual suspects 

among European discussions of 

health and drugs: a token pres-

ence from industry, a strong 

contingent of health-related 

non-governmental organiza-

tions and patient associations, 

some inveterate critics of the 

drug industry and of drug pat-

ents, and some regulators, aca-

demics and officials.

The tone of much of the 

debate mirrored the prejudices 

of the MEPs behind it—to such 

an extent that one of the voices 

arguing for a more considered 

view of the issues felt necessary 

to warn that his opinions might 

shock.

Dirk van Erps, head of unit 

for antitrust in pharma and 

health services in the European 

Commission’s powerful com-

petition department, prefaced 

his defense of drug prices with 

the words “You may not like 

it.” He resisted calls for the 

Commission to invest igate 

drug companies for abusing 

their market position simply 

because their prices are consid-

ered to be high. 

“The price is a signal for 

investment. If you intervene 

there, there is the short-term 

gain that you can make, but 

there is also in the long term, a 

possible cooling down effect on 

innovation,” he said. He cited 

his commissioner’s view that 

innovation has to be rewarded.

... But empty words?

Ill-informed debates in the Euro-

pean Parliament are nothing new, 

and own-initiative resolutions 

such as the one that Cabezón Ruiz 

is currently confecting are partic-

ularly prone to strong opinions 

with weak substantiation. Unlike 

Parliament’s work on legislation, 

where MEPs have to accept some 

responsibility for the way a law 

turns out, own-initiative debates 

can become little more than fact-

free zones for crass prejudice 

among those bearing a grudge. 

But the shallow reasoning and 

personal posturing on display in 

this debate carries uncomfortable 

echoes of the travesty of discus-

sion in the UK in the run-up to its 

June referendum. 

And the unhappy outcome of 

the naked mendacity and hard-

core ignorance that characterized 

the “Leave” campaigners as they 

lied their way to success ought to 

stand as a warning to any debate 

on serious issues conducted at the 

level of a slanging match in a 

school playground. 

Note: The views and opinions expressed 

in this article are the author’s own.

The shallow reasoning and personal posturing on 

display in this debate carries uncomfortable 

echoes of the travesty of discussion in the UK in 

the run-up to its June referendum. And the 

unhappy outcome of the naked mendacity and 

hardcore ignorance that characterized the “Leave” 

campaigners as they lied their way to success 

ought to stand as a warning
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Our latest review of how industry is faring on the qualitative metric of 
shareholder value shows a sharp performance differential between 
companies that pursue a strategy of specialized therapeutic focus and 
those that continue to rely on line diversity, size and scale

By Bill Trombetta, PhD

S
ince 2002, Pharm Exec’s Industry Audit 

has tracked the fortunes of a cross-section 

of publicly traded big Pharma players on 

the basis of a distinctive marker of per-

formance: how well does management do in pro-

viding value to shareholders? This year’s results 

cover the 2014-2015 period and continue the trend 

toward a mixed bag of results, with the key distinc-

tion being between companies with the innovation-

based pricing power to set their own course and 

those that remain dependent on the fortunes of a 

volatile, increasingly access-constrained market. 

Overall, 2014-2015 has our 23 profiled compa-

nies taking a back seat in comparison to the group’s 

spectacular command performance in the 2012-

2013 Audit. But any damage is mitigated by the 

enviable position the biopharmaceutical sector still 

holds in comparison to other sectors: revenues and 

profits in biopharma continue to outpace the growth 

of the overall US economy. The industry is also well 

positioned internationally, 

although coming months are 

likely to see more exposure to 

currency fluctuations as the 

global f inancial system 

adjusts to the impact of Brexit 

as well as rising debt loads 

and recession in key emerging 

country markets. 

The ability to counter 

these headwinds by control-

ling overhead and improved 

efficiencies in operations—

best expressed through the 

Audit metric on the ratio of 

Sales to General and Admin-

istrative Expenses (SG&A)—

remains as important as ever 

to a standout performance. In the past, the smaller, 

more nimble “stealth pharmas” tended to do bet-

ter on this metric than the biggest players like 

Pfizer and Merck & Co., but the signs are that such 

distinctions are eroding. It bears asking: why are 

the self-proclaimed advocates of that biotech niche 

model—AstraZeneca and Celgene come to mind—

beginning to establish a track record of poor per-

formance on this vital metric?   

Shareholder value is admittedly a measure open 

to interpretation. But no one can argue that the 

approach is not relevant, given how shareholder 

value has emerged as a rationale for the resurgence 

of M&A and licensing transactions over the past 

three years. Indeed, the Audit reveals the impor-

tance of broader, value-based measures that escape 

scrutiny by the major investor rating institutions. 

For example, an important metric in the Audit is 

Return on Assets, a much more targeted indication 

of operational excellence than Net Profits. 

The Audit is the only rating survey to rely on a 

metric, Return on Invested Capital (ROIC), which 

evaluates how well a company is managed, not on 

its stock value alone. We think the latter is a mis-

leading indicator because it is susceptible to the feed-

ing frenzy around market punditry and activist trad-

ing. Instead, ROIC does away with all the financial 

smoke and mirror diversions to focus only on the 

profit generated from company investments in debt 

and stock, the sign of a well-managed organization.  

In the end, it all comes down to strategy. And 

here the divide is between an emphasis on focus 

and scale. The Audit’s top achieving biotech com-

panies, along with Bristol-Myers Squibb, are 

unambiguously aligned around the focus model, 

pursuing new ground-breaking development path-

ways and narrow markets. Some would beg to dif-

fer, especially companies on our list in the generics 

and branded generic field, all of whom are in pur-

15th ANNUAL INDUSTRY AUDIT 

A Tale of Two Paths

Audit Data Sources  
& Table Key

( ) Denotes loss

B = Billions of US$

M = Millions of US$

K = Thousands of US$ 

Figures are rounded up where 

appropriate.  

Sources: Forbes, Fortune, Business 

Week, The New York Times, The Wall 

Street Journal, FinanceYahoo.com, 

EvauatePharma, FactSet, and various 

10k and annual reports. The data 

presented are for the full year, beginning 

on January 1, 2015 and ending on 

December 31, 2015.
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suit of increased scale to counter the headwinds 

from price deflation. Consolidation on the payer 

side means the onus is on companies with weak or 

therapeutically undifferentiated pipelines to bulk 

up to maintain their bargaining parity.  

Methodology

The Pharm Exec Industry Audit holds a unique 

position in the increasingly crowded field of data 

sets evaluating industry performance. The focus 

on shareholder value (Enterprise Value) is readily 

self-evident because the numbers speak for them-

selves: managers either create shareholder value or 

they destroy it. Sales revenue is the starting point.  

But the Audit also includes metrics that do not 

appear in other industry rankings, such as Return 

on Assets, a broader and more revealing metric 

than the standard Net Profits. Another is Return 

on Invested Capital, which measures how well a 

company is managed, not just on the value of its 

shares, which is subject to active investor trading 

and other external influences that can send the 

share price soaring, yet has nothing to do with how 

a company is managed for profitability.

This year’s Audit evaluates 23 publicly traded 

drug firms. The performance analysis relies on 

reported information for the 2015–2014 time 

period.  The number of companies is down by two 

from the last Audit, covering 2014-2013, due to 

Pfizer’s acquisition of Hospira and the removal of 

Vertex due to a therapeutic profile that marks it as  

an outlier compared to the other Audit companies. 

Eight metrics are used to evaluate the perfor-

mance of the 23, and each is weighted to reflect 

their relative importance in assessing a firm’s per-

formance. The “Big Four” Metrics are: Growth in 

Shareholder (Enterprise) Value; Ratio of Enterprise 

Value to Sales; Return on Assets; and Return on 

Invested Capital.  Each of these metrics is weighted 

at a Three. The remaining four metrics, each 

weighted as a Two, are: Sales Growth; Gross Mar-

gin; Net Profit (Ebitda) to Sales; Sales to Assets. 

The Audit also relies on two other non-weighted 

metrics. One is the Sales, General & Administra-

tive Expenses (SGA) to Sales Revenue metric. SGA 

is too variable to be used as a specific factor to 

assess company performance. The reason is that 

in any one year, or two, a firm may be launching 

a new product or augmenting its marketing or 

branding strategy. For that time period SGA out-

lays may need to increase and can be justified as 

an investment in growth. Nevertheless, our basic 

rule of thumb remains: in the long-term, SGA 

spend should not outpace sales growth. If that hap-

pens, the message is that the firm is getting bloated 

and becoming less productive and efficient. 

The other non-weighted metric is Profit per 

Employee. This metric has less to do with how well 

a firm is managed, but it does reflect how produc-

tive a firm’s employees are. The Audit has devel-

oped this metric because human capital is a vital 

differentiator for an industry that relies increas-

ingly on knowledge-based intangibles like IP to 

create the most profitable innovations.   

In summary, the Audit consists of four metrics 

with a weight of three, which indicates their higher 

relative importance to shareholder performance 

than the four metrics that carry a weight of two.  

The higher a company performs on each metric is 

Annual Sales

Company Sales 2015 Sales 2014
Percent 

Change

Johnson & Johnson $70.20 B $74.33 B (5.5%)

Roche 50.00 B 51.85 B (0.035)

Novartis 49.44 B 52.42 B (0.79)

Pfizer 48.85 B 49.60 B (1.52)

Merck & Co. 38.77 B 42.11 B (7.92)

Sanofi 38.30 B 44.79 B (14.49)

GlaxoSmithKline 36.55 B 37.88 B (0.035)

Gilead 32.04 B 24.89 B 28.71

AstraZeneca 24.71 B 26.09 B (0.084)

AbbVie 22.86 B 19.96 B 14.52

Amgen 21.34 B 20.04 B 6.49

Lilly 19.96 B 19.62 B 1.75

Teva 19.62 B 20.28 B (0.032)

Bristol-Myers Squibb 16.56 B 15.88 B 4.29

Novo Nordisk 16.05 B 15.80 B 21.53

Allergan 15.07 B 13.06 B 15.38

Valeant 10.45 B 8.26 B 26.42

Mylan 9.47 B 7.77 B 21.91

Biogen 9.32 B 9.70 B (3.87)

Celgene 8.90 B 7.64 B 16.47

Shire 6.42 B 6.02 B 6.60

Regeneron 4.10 B 2.82 B 45.55

Endo 3.27 B 2.88 B 13.61

Average $22.73 B $24.94 B (8.9)

Table 1

http://WWW.PHARMEXEC.COM/
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reflected in a ranking based on the number of 

points it receives. The highest placing for each met-

ric is 23 and the lowest is one. For example, if a 

firm places 22 out of the 23 on a key metric like 

Enterprise Value to Sales, it receives 66 points on 

that metric, given its 22 ranking with a weight of 

three (22 rank X 3 = 66 points). If a firm comes in 

at a ranking of six, toward the bottom, on the met-

ric Sales Growth with a weight of two, its total 

points would be 12 (6 ranking X 2 = 12 points).  

Each of the 23 company’s points-based placement 

per metric are totaled to arrive at an overall rank-

ing to determine which of the 23 receives the most 

points to become this year’s winner. 

Finally, in addition to these 10 performance 

metrics, the Audit includes several benchmarks to 

compare the biopharmaceutical sector as a whole 

to other industries as well as the 23 individual bio-

pharma companies in this year’s list. For example, 

how do the biopharmaceuticals sector and the 23 

firms figure in comparison to the overall picture of 

the US economy and inflation? Companies that 

adjust well to these external forces tend to have a 

leg up on competitors in the final ranking. 

‘Macro’ curves

Indeed, if a biopharma company can’t beat the 

underlying real growth rate of the US economy and 

the Consumer Price Index (CPI), then it is in trou-

ble—especially given the “new normal” where recent 

GDP performance is trending well below the his-

torical average. For 2015, the US economy expanded 

about 2%, while CPI increased a little less than that. 

In comparison, the 23 Audit companies increased 

their enterprise value by an average of 6.8%.  

Overall, the biopharma industry performed 

equally well against that other key “macro” indi-

cator, the Dow Jones Industrial Average and the 

S&P 500 stock indices. Both posted tepid results, 

falling 2.2% and 0.7%, respectively, compared 

to an 11% rise in the NASDAQ US Biotech index 

and 3% for the S&P Pharma index.  True, these 

numbers were significantly lower than the 34% 

and 19% rise for the two industry stock bench-

marking indices in 2014, but still ended up 

leagues ahead of the US economy’s overall per-

formance. 

The continuing factor behind the industry’s 

superior performance in comparison to the econ-

omy at large is the steady rise in year-to-year spend-

ing on prescription drugs, where the US remains 

the unquestioned global leader. According to IMS 

Healthcare, outlays on prescription drugs for 2015 

increased by 8.5%, after accounting for rebates and 

other price concessions agreed by manufacturers; 

in the more innovative specialty drug/biologics cat-

egory, spending jumped by more than 15%. 

Nearly all independent analysis from IMS to 

the Congressional Budget Office —agree that out-

lays for prescription medicines will outpace the 

rate of growth in GDP from now until the end of 

the decade and even beyond. The latest IMS esti-

mate is for US drug spending to surpass $400 bil-

lion by 2020—good news for all biopharma, but 

particularly for those with new innovative products 

that mark an advance against the current standard 

of care.  In contrast to other markets, the US con-

tinues to be able to find ways to finesse the cost of 

medical progress. 

Enterprise Value

Company EV 2015 EV 2014 Percent Change

Johnson & Johnson $264.65 B $276.40 B (4.3%)

Roche 264.50 B 262.11 B 0.10

Novartis 223.96 B 233.27 B (4.0)

Pfizer 215.43 B 196.91 B 9.41

Merck & Co. 160.24 B 167.14 B (4.13)

Sanofi 117.20 B 140.67 B (16.7)

GlaxoSmithKline 123.37 B 134.92 B (8.5)

Gilead 152.00 B 143.92B 5.60

AstraZeneca 97.56 B 98.66B (1.1)

AbbVie 118.64 B 110.78B 7.10

Amgen 122.49 B 124.60B (1.7)

Lilly 96.61 B 79.85B 21.00

Teva 62.72 B 61.51B 1.20

Bristol-Myers Squibb 117.20 B 98.26B 19.28

Novo Nordisk 151.50 B 117.71B 28.72

Allergan 170.18 B 83.97B 103.00

Valeant 65.52 B 63.35B 3.42

Mylan 32.48 B 29.30B 10.80

Biogen 70.69 B 78.38B (10.58)

Celgene 101.90 B 88.78B 14.78

Shire 43.85 B 42.38B 3.50

Regeneron 56.09 B 41.60B 34.83

Endo 21.32 B 14.58B 46.23

Average $123.89 B $115.69 B 6.80%

Table 2
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Sales: The MISleading 

indicator?   

Table 1 (page 15) shows Sales 

Growth for 2014-2015. Revenue 

from sales is always good to have, 

but it tells us little about how well 

a company performs.  A more 

appropriate analogy is that sales 

are mainly about setting the pace 

of business prospects over the 

long-term: “either you grow—or 

you die.” Assuming this is true, 

then Table 1 results suggest pos-

sible trouble ahead for the biggest 

integrated global majors—a 

group we designate as the “Main-

stream Eight,” each of whom 

went backward in sales in 2015. 

Sanofi fared worst, with sales 

down by more than 14% com-

pared to 2014, followed by 

Merck (-7.92%), J&J (-5.5%) and 

Pfizer (-1.52). Teva (-0.032) and 

Biogen (-3.87) were the other two 

of the 23 that booked lower sales 

in 2015 compared to 2014. Still, 

the results indicate that develop-

ment portfolio restructuring, 

intensified cost controls and stra-

tegic investments in operational 

efficiency has, for many big 

Pharma, arrested the slide in 

sales revenue growth, with 

Roche, Novartis, GlaxoSmith-

Kline, AstraZeneca and Teva all 

keeping the drop to less than a 

percentage point over 2014. 

On the flip side, Regeneron 

was the clear sales winner, 

increasing sales by more than 

45% as a consequence of the suc-

cess of products like Eylea. Gil-

ead Sciences was the other stand-

out here, with its bulging  

hepatitis C virus presence, fol-

lowed by Valeant, where the bias 

was clearly centered on its per-

formance up to mid-year 2015.   

Sales revenue for the group as 

a whole dropped 8.9%. Sales for 

those in the smaller, “stealth 

Gross Margin

Company
Gross Margin 

2015

Gross Margin 

2014

Celgene 92.15% 91.57%

Regeneron 88.61 90.86

Gilead 87.15 84.35

Novo Nordisk 85.00 82.98

Biogen 82.59 83.40

Amgen 80.43 78.94

AbbVie 79.45 78.41

Bristol-Myers Squibb 77.33 76.45

Shire 75.69 77.92

AstraZeneca 75.35 71.57

Lilly 74.76 74.85

Pfizer 73.07 73.17

Roche 69.34 72.63

Johnson & Johnson 69.26 69.13

Novartis 64.80 66.91

GlaxoSmithKline 62.73 68.68

Merck & Co. 62.53 63.87

Sanofi 61.89 60.81

Teva 57.73 54.55

Valeant 53.37 54.52

Mylan 46.70 47.86

Endo 36.50 51.32

Allergan 32.57 31.98

Average 66.92% 69.86%

Enterprise Value to Sales

Company EV/S 2015 EV/S 2014

Regeneron $13.68 B $14.75 B

Celgene 11.45 11.62

Allergan 11.27 6.41

Novo Nordisk 9.47 7.45

Biogen 7.52 8.08

Bristol-Myers Squibb 7.06 6.18

Shire 6.83 7.04

Endo 6.52 5.06

Valeant 6.27 7.67

Amgen 5.74 6.23

Roche 5.29 5.06

AbbVie 5.19 5.53

Lilly 4.84 4.07

Gilead 4.75 5.78

Novartis 4.53 4.45

Pfizer 4.41 3.97

Merck & Co. 4.13 3.97

AstraZeneca 3.95 3.78

Johnson & Johnson 3.77 3.72

Mylan 3.43 3.77

GlaxoSmithKline 3.38 3.56

Teva 3.2 3.03

Sanofi 3.14 3.16

Average $6.08 B $5.75 B

Table 3 Table 4
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pharma” bloc, however, gener-

ally increased—driven by a focus 

on biotech applications in rare 

diseases and hard-to-treat condi-

tions, where price resistance is 

minimal. The trend is confirmed 

by several analyses showing the 

majority of FDA approved drugs 

since 2010 have come from 

smaller companies—64% of 

them in 2015, according to HBM 

Partners. Another trend worth 

noting is the role that several 

years of intense M&A activity 

has played in pushing up revenue 

growth. This has helped some of 

the larger companies compensate 

for their increasing difficulty in 

del ivering organic growth 

through in-house labs.

Enterprise value & 

enterprise value 

percentage growth

Table 2 on Enterprise Value 

(page 16) shows the change for 

2015 over 2014 for the 23 com-

panies was 6.8%. Enterprise 

value as a Percent of Growth is 

arrived at by evaluating market 

capitalization (the number of 

common stock shares outstand-

ing multiplied by the price of the 

stock on a given day) plus cash 

and cash-like liquid assets, minus 

debt and liabilities. The higher 

this ratio is, the higher the value 

of the company. Enterprise Value 

(EV) is directly related to share-

holder value. The most valuable 

biopharma firm in the world is 

J&J with an EV at the end of 

December 2015 of $265 billion, 

a drop of 4% compared to 2014.

The feeding frenzy stemming 

from M&A deals proved to be a 

significant base for EV increases 

at Actavis (now Allergan), Vale-

ant, Mylan, Endo, Shire and 

AstraZeneca. Some of the acqui-

sitions seem a bit overpriced, with 

Net Income to Sales

Company 2015 2014

Gilead 67.61% 59.69%

Biogen 51.15 40.70

GlaxoSmithKline 43.94 12.77

Novo Nordisk 40.29 38.39

Amgen 37.39 27.88

Regeneron 29.85 27.51

AbbVie 29.07 11.87

Johnson & Johnson 27.34 27.66

Roche 24.90 26.37

Celgene 22.73 30.45

Shire 21.60 55.40

Pfizer 18.35 24.67

Novartis 15.91 19.75

Sanofi 15.18 17.85

Lilly 13.98 15.30

Merck & Co. 13.93 41.04

Bristol-Myers Squibb 12.54 14.99

AstraZeneca 12.49 4.80

Teva 11.99 17.94

Mylan 9.17 12.55

Valeant (1.49) 12.84

Endo (23.22) (43.99)

Allergan (29.40) (13.11)

Average 20.25% 21.02%

Sales to Assets

Company S/A 2015 S/A 2014

Novo Nordisk 1.28 1.2

Regeneron 0.87 0.83

Gilead 0.74 0.87

Roche 0.64 0.69

AbbVie 0.57 0.7

Lilly 0.55 0.54

Biogen 0.55 0.74

Johnson & Johnson 0.53 0.56

GlaxoSmithKline 0.51 0.56

Bristol-Myers Squibb 0.51 0.44

Mylan 0.5 0.5

Shire 0.42 0.53

AstraZeneca 0.41 0.44

Celgene 0.4 0.5

Merck & Co. 0.39 0.41

Teva 0.39 0.42

Novartis 0.37 0.4

Sanofi 0.35 0.33

Amgen 0.3 0.3

Pfizer 0.29 0.29

Valeant 0.28 0.3

Endo 0.22 0.33

Allergan 0.16 0.35

Average 0.497 0.532

Table 5 Table 6
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market capitalization to sales 

ratios moving firmly upward—

witness AbbVie’s 29 times mul-

tiple for its 2015 purchase of 

Pharmacyclics. The siren song of 

reducing costs is also stated as a 

goal of EV consolidation, but 

Doug Sherlock, a healthcare ana-

lyst, estimates that only 15% to 

20% of SGA activity is driven by 

a desire to exploit the economies 

of scales in mergers.

Enterprise value to sales

The EV/Sales ratio reflects a mar-

ket assessment of future growth 

and profitability. The higher the 

ratio suggests that a firm’s best 

days are ahead; the lower the 

ratio, it means the firm has hit a 

mature phase where growth and/

or profitability has peaked. The 

robustness of company pipelines 

has a lot to do with this marker.  

Table 3, EV to Sales (page 17), 

shows the average ratio for 2015 

was 6.08 times sales, compared 

to 5.75 times sales in 2014. 

Regeneron was the big winner in 

2015, with a host of new prod-

ucts led by the cash cow ophthal-

mology drug Eylea and its lead 

role in developing the PCSK9 line 

of anti-cholesterol drugs.

Gross margin

Table 4 (page 17) shows Gross 

Margin, defined as Sales Reve-

nue minus the Cost of Goods 

Sold. This metric reflects a firm’s 

ability to price. The higher gross 

margin, the more power the com-

pany has to raise prices. Demon-

strating that capacity consis-

tently, year after year, is a mark 

of true distinction. That ability 

to raise prices and then keep 

them high over time is best seen 

among the elite class we call the 

“Five Horsemen of the Apothe-

cary:” Celgene (a 92.15% gross 

margin); Regeneron (88.61%); 

Return on Assets

Company R/A 2015 R/A 2014

Gilead 41.87 42.34

Novo Nordisk 41.29 35.93

Biogen 20.97 22.42

GlaxoSmithKline 17.9 6.66

Regeneron 13.42 10.2

AbbVie 12.7 6.22

Roche 11.72 13.55

Johnson & Johnson 11.65 12.35

Amgen 9.87 7.63

Shire 8.75 28.96

Celgene 7.22 13.02

Lilly 6.62 6.6

Novartis 5.26 8.21

Bristol-Myers Squibb 4.78 5.54

AstraZeneca 4.72 2.1

Mylan 4.44 5.97

Merck & Co. 4.44 11.69

Sanofi 4.42 4.42

Pfizer 4.13 5.32

Teva 3.15 6.33

Valeant ( 0.78) 3.25

Endo (6.98) (8.28)

Allergan (3.05) (4.33)

Average 10.15 10.7

Return on Invested Capital

Company ROIC 2015 ROIC 2014

Novo Nordisk 79.9 63.92

Gilead 53.98 56.63

GlaxoSmithKline 41.55 12.95

Biogen 26.00 28.49

Roche 23.02 25.00

AbbVie 22.5 11.35

Johnson & Johnson 18.25 18.95

Regeneron 18.13 12.76

Shire 14.27 45.33

Amgen 12.24 9.58

Lilly 11.13 11.23

Celgene 9.72 17.72

AstraZeneca 7.61 12.18

Novartis 7.61 12.18

Bristol-Myers Squibb 7.29 8.86

Pfizer 7.08 8.67

Mylan 6.77 9.52

Merck & Co. 6.53 17.32

Sanofi 6.28 6.25

Teva 4.53 9.17

Valeant (1.03) 4.12

Endo (2.89) (13.88)

Allergan (3.59) (5.33)

Average 16.41 14.04

Table 7 Table 8
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Gilead (87.15%); Novo Nordisk 

(85.00%); and Biogen (82.59%). 

The average Gross Margin for 

the entire 23 firms in 2015 was 

66.92%, compared to 69.86 % 

in 2014, a slight decrease. Need-

less to say, such numbers are sub-

stantially higher—in the nose-

bleed range—than the average in 

nearly all other industries. In 

spite of the reputation hit, it’s a 

nice problem to have. 

The mega-investor Warren 

Buffet characterizes pricing 

power as “the moat surrounding 

and protecting your castle.” As 

drug costs becomes a more 

prominent issue in the media, 

investigatory reports have 

revealed that the prices of many 

older, established medicines are 

being raised at double-digit rates, 

eroding the traditional argument 

that therapeutic class competi-

tion would breach that moat and 

bring prices down.  

However, political gridlock in 

Washington and the absence of 

a single-payer regulatory author-

ity appears to be keeping “for-

tress pharma” impregnable, at 

least for the time being. Higher 

pricing for existing meds now 

seems to be baked in as a substi-

tute for the risk inherent in lon-

ger development lead times and 

a slow building uptake after 

launch. A recent Fortune maga-

zine survey found that AbbVie’s 

percentage of three-year world-

wide growth that came from 

pricing increases was 112%, 

with BMS at 47%, followed by 

Pfizer at 34%.  But no one should 

forget that the collapse of high-

flying’s Valeant market cap after 

repeated pricing scandals indi-

cates that chinks in the industry’s 

pricing armor could lead to the 

Net Profit to Employee

Company 2015

Gilead $2.26 M

Biogen 480 K

Amgen 390 K

Celgene 230 K

AbbVie 180 K

Novo Nordisk 180 K

Shire 160 K

Regeneron 150 K

Teva 140 K

Johnson & Johnson 120 K

Roche 100 K

GlaxoSmithKline 80 K

Pfizer 70 K

Merck & Co. 70 K

Novartis 60 K

Lilly 60 K

Bristol-Myers Squibb 60 K

Sanofi 40 K

AstraZeneca 30 K

Mylan 20 K

Valeant (10 K)

Endo (50 K)

Allergan (90 K)

Average 206 K

General & Administrative 
Expenses to Sales

Company
GA E/S 

2015

GA E/S 

2014

Gilead 19.76% 23.02%

Endo 23.80 31.99

Mylan 27.72 28.42

Valeant 28.82 27.69

Teva 31.81 32.36

Allergan 38.11 32.19

Roche 41.20 40.74

Amgen 41.53 44.76

Shire 41.62 42.39

Sanofi 41.69 41.12

Novo Nordisk 42.41 44.43

AbbVie 42.52 44.35

Johnson & Johnson 43.10 40.97

Merck & Co. 43.43 42.04

Biogen 44.27 42.55

GlaxoSmithKline 44.28 44.61

Pfizer 45.85 44.89

Novartis 46.89 45.94

Bristol-Myers Squibb 53.55 55.83

Regeneron 58.10 61.10

Lilly 56.76 57.88

AstraZeneca 60.86 61.96

Celgene 66.27 56.64

Average 42.80% 42.95%Table 9

Table 10
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collapse of the Valeant bottom-

feeding business model, tainting 

the entire industry unless more 

care is paid to demonstrating 

value as justification for those 

high margins. The decline in 

average gross margin for the 23 

in 2015 suggests more prudence 

in interpreting the sentiments of 

payers and patients might be in 

order going forward.

Net income to sales

Table 5 (page 18) is an indicator 

of profitability—earnings before 

interest, taxes, depreciation, and 

amortization (EBITDA) in rela-

tion to sales revenue. Net Profit 

is arrived at after subtracting 

operating expenses from Gross 

Margin.  Net Profit to Sales is 

your profit margin.  

The profit margin measures 

how well the company deals 

with sales; pricing; cost of goods 

sold;   ingredients used in manu-

facturing products; operating 

expenses ;  and d iscounts , 

rebates, and royalties, if any. If 

you cannot grow revenues, then 

the appropriate management 

fallback response is to get a bet-

ter  hand le  on operat ing 

expenses. Significantly, overall 

profitability for the Audit 23 

decreased from 21.02% in 2014 

to 20.25% in 2015. This does 

not obscure the fact that the bio-

pharmaceutical industry is a 

very profitable sector: compare 

that 20.25% net profit margin 

to the average profitability of the 

Fortune 500 companies, at 

about 8%.

Gilead is once again the top 

performer on this metric due to 

its relentless focus on financial 

rigor and operations efficiency, 

starting with a low employee 

headcount compared to other 

firms of equivalent size. Valeant, 

Endo, and Allergan bring up the 

rear, all with negative ratios 

where expenses exceed income. 

Sales to assets

Table 6 (page 18), Asset Man-

agement, relays how well a firm 

fares in managing its collective 

assets, including cash, accounts 

receivable, property, equipment, 

and inventory. The ratio reflects 

what a firm gets back in return 

for every dollar it invests in 

these assets. Setting the high bar 

at the top of Table 6 is Novo 
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Nordisk, with a Sales to Assets 

ratio of 1.28; that is, for every dol-

lar Novo Nordisk invests in assets, 

it generates $1.28 in return. The 

average Sales to Assets ratio for 

2015 was .0.497, which means 

that the Danish drugmaker posted 

a performance three times better 

than the rest of the 23.  

Return on assets

When you multiply Profit to Sales 

times Sales to Assets, you get 

Profit to Assets, a very important 

metric. Table 7 (page 19), Return 

on Assets, is much more informa-

tive than just the Profit Margin 

because it measures how well a 

company is managed, that is, how 

good the firm is at not just margin 

management, but at effectively 

deploying its assets as well. The 

average for the 23 is slightly down 

for 2015 compared to 2014, at 

10.15 versus 10.7. The real news 

is the top scorer, Gilead, with its 

stunning Return on Assets metric 

of 41.87. Novo Nordisk is a close 

second, at 41.29, with the entire 

rest of the field lagging well 

behind. Gilead’s number is actu-

ally on par with other firms’ Gross 

Margins. Clearly, Gilead runs a 

very tight operation compared to 

other biopharma giants, employ-

ing only 7,000 people worldwide. 

The key question is now that it has 

doubled its gross revenues in the 

space of only two years since the 

launch of its lucrative HCV fran-

chise, will it loosen the purse 

strings and start spending at levels 

commensurate with a top 10 big 

Pharma?

Return on invested 

capital

As with Return on Assets, Table 

8 (page 19), Return on Invested 

Capital (ROIC), is a measure of 

how well a firm is managed. No 

financial gimmickry here, just 

the result of how good manage-

ment is at investing in assets and 

getting a return on those assets 

through solid strategies, sensible 

execution, and a commitment to 

operational efficiencies. ROIC 

increased on average for our 23 

firms from 14.04 in 2014 to 

16.41 in 2015, with Novo Nord-

isk at the top, at 79.92, followed 

by Gilead at 53.98.  Again, put-

ting these numbers in perspec-

tive, they surpass pre-tax mar-

gins. But it is also true that 14 of 

the 23 post a metric lower than 

15, which is roughly equivalent 

to the weighted average cost of 

capital (WACC), currently run-

ning anywhere from 10% to 

15%. It means that more than 

half of the 23 are not covering 

their cost of capital. 

Also, it’s worth comparing 

the ROIC and Return on Assets 

that measure performance to 

financial machinations such as 

stock buybacks and dividend 

gifts. Such maneuvers lift earn-

ings per share, which is then 

impacted by higher price to earn-

ings multiples, rewarding share-

holders—but without necessarily 

investing in the business for long-

term gain. The trend is fairly well 

established now, with companies 

like Amgen and Biogen that once 

refused now offering share buy-

back programs or dividends. 

These bigger biotech are copying 

the mainstream big Pharma in 

catering to the desire of share-

holders for value beyond 

advances in share price.

Net profit per employee

Table 9 (page 20) shows the 

profit generated per employee, 

which is a reliable measure of 

productivity. Gilead is at the top 

here, with each employee pro-

ducing $2.26 million in profit 

for 2015.  There is a dramatic 

dropoff to the No. 2, Biogen, 

which bagged $480,000 per 

employee, with the remainder of 

the 23 even further behind. Put-

ting the two numbers in perspec-

tive, Apple’s profit per employee 

is about $500,000. Big box 

retailer WalMart’s profit per 

employee is about $7,000. 

Clearly, headcount costs money.

Selling, general and 

administrative 

expenses to sales

Table 10 (page 20) shows a very 

important metric: SGA to Sales. 

It’s strategically prescient, even 

though it is less useful in measur-

And the Winner is…

Company Score

Novo Nordisk 419

Gilead 378

Regeneron 371

AbbVie 324

Celgene 322

Biogen 312

Amgen 283

Shire 276

Lilly 269

Bristol-Myers Squibb 267

Roche 256

GlaxoSmithKline 247

Johnson & Johnson 219

Mylan 185

Allergan 178

Novartis 176

AstraZeneca 176

Pfizer 174

Endo 168

Valeant 155

Teva 118

Merck & Co. 118

Sanofi 85

Table 11
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ing year-on-year performance.  

In general, SGA growth should 

not exceed growth in sales or it 

will start cutting into profitabil-

ity. Another word for SGA is 

“overhead,” and when this is 

above average for the sector or 

increasing at a faster pace than 

sales, the firm becomes bloated 

and less productive. In terms of 

the Audit, it all depends on the 

aim behind that overhead—for 

a short period, a company may 

need to make major investments 

in promotion or marketing or 

add to its production and distri-

bution infrastructure. Hence, 

over a defined period, SGA can 

exceed sales growth. In Table 10, 

we see that the companies on 

this year’s list are slowing the 

rate of SGA growth, which aver-

aged 42.95% of sales in 2014, 

slightly decreasing to an average 

of 42.8% in 2015. 

More attention to this metric 

is required. To maintain present 

high levels of profitability, the 

IMS Institute for Health Infor-

matics estimates that drugmak-

ers will need to reduce their SGA 

by $36 billion in the next two 

years. This reinforces McKinsey 

& Co.’s ongoing analysis of 

healthcare productivity. Produc-

tivity rates for healthcare overall 

over the time period 1990– 2007 

have dropped by minus 0.8% 

while employment numbers have 

gone up by 3%. 

As a way to gauge whether 

SGA expenditures are justified, 

it makes sense to look at com-

pany income statements and 

scrutinize how many ad agen-

cies the company is working 

with. If the number can be 

reduced, that can lead to sav-

ings in SG&A. The supply 

chain can also be looked to for 

savings and efficiencies, as each 

supplier’s value chain, or gross 

margin, impacts operating 

expenses. Note how high the 

SGA is for the self-proclaimed 

new biotechs like AstraZeneca 

and Celgene both have a SGA 

metric about 20 percentage 

points higher than the group 

average of 42.8%.  Execution 

capabilities are always critical: 

consider how GSK will address 

the substantial restructuring 

costs as it integrates 12,000 

employees into its expanded 

consumer and vaccine busi-

nesses while trying to offset 

SG&A costs with tactics like 

reducing drug packaging vari-

ants and streamlining its exter-

nal supply chain network. 

And the winner is ...

Our final Table 11 (see facing 

page) reveals the Winner for 

2016: Novo Nordisk. Last year’s 

victor, Gilead, switches place 

with Novo, taking second, while 

Regeneron moves up the ranks, 

to third, from sixth in 2015. 

AbbVie, at fourth, claims a big 

Pharma spot in our list’s top five, 

with an even more dramatic rise 

from 10th place in 2015. AbbVie, 

by continuing to wrest every last 

drop of profit from its market-

dominating Humira franchise, 

secured its place by exhibiting a 

characteristic common to all 

winners since our first Audit in 

2002: mastery of the pricing 

domain.        

Clearly, the innovative side of 

biopharma is continuing to hold 

its own. These top achieving 

stealth players, along with BMS, 

are focused on new ground-

breaking clinical pathways and 

narrow therapeutic markets. 

Other companies among the 23, 

especially those in the generics 

and brand generic spaces, are 

pursuing strategies to boost 

scale. With the recent merger 

frenzy among the top five health 

insurers and managed care pro-

viders, consolidation on the 

payer side is increasing, which 

simply makes pricing freedom all 

the more essential in helping dif-

ferentiate the biopharma win-

ners from the also-rans. Asset 

pruning to allow companies to 

focus on the segments of busi-

ness where they are ahead is 

another theme that will domi-

nate the Audit landscape this 

year.  

Is there a spanner in the 

works? Potentially, yes—it’s 

that turf turning shovel called 

pricing. Even with the outcries 

over the shelf-stuffing practices 

of Valeant and Turing’s strategy 

to game the regulatory system 

to achieve price monopolies in 

areas where there are no other 

drug alternatives now fading, it 

is clear that the policy and leg-

islative communities, as well as 

patients, are not buying into the 

industry’s message of pricing for 

value. Expect more of a down-

ward tilt to the harbinger of 

price sentiment, Gross Margins, 

in our next report. 

BILL TROMBETTA, 

PhD, is Professor of 

Healthcare Marketing 

at St. Joseph’s 

University Haub 

School of Business in 

Philadelphia. He can 

be reached at 

trombett@sju.edu 

The Fab 5 vs. The 4 Tops
The following inter-industry comparison ranks the 2016 Audit’s “Fab 5” against 

the “4 TOPS” in the innovative high-tech business—Google; Facebook; Apple; 

and Amazon—on the mission-critical metric, Return on Invested Capital:

Novo Nordisk                 79.90              Google                     14.21 

Gilead                             53.98             Facebook                   9.11 

Regeneron                     18.13              Apple                      34.08 

AbbVie                           22.50             Amazon.com            2.35 

Celgene                            9.72 

mailto:trombett@sju.edu
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An interview with AmerisourceBergen supply chain   

leader Peyton Howell 

By William Looney

D
rug distribution today is more than just 

the passive physical act of moving prod-

uct from factory to pharmacy— in fact, 

it’s now one of the most “customer cen-

tric” functions in the business of health, playing a 

substantive role at virtually every step in the long 

continuum of patient care. Structural changes in 

the supply chain, technology advances and rising 

payer and patient desires for better value for money 

are creating new opportunities to serve customers 

in ways beyond what has traditionally been 

expected from a distribution partner.  

To underscore this transformation, Pharm Exec 

recently sat down with Peyton Howell, President 

for Global Sourcing and Manufacturer Relations 

and a key member of the executive management 

team for AmerisourceBergen (AB), the nation’s sec-

ond largest integrated drug distributor. Howell 

highlights how the company is navigating through 

some unexpected headwinds on generic pricing; 

building a more focused organization centered on 

services that create patient value; taking on a more 

prominent role in industry-wide policy and reputa-

tion issues; and investing significant sums to main-

tain its pole position on strategic partnerships. 

Regarding the latter, Howell details important 

new investments underway to gird AB’s ground-

breaking 2013 pact with Walgreens Alliance 

Boots, which in May was extended for another 

three years beyond the original 10-year transaction 

frame—locking in the deal through 2026 and posi-

tioning AB to strengthen its base in generics beyond 

segment leader McKesson while bolstering its No. 

1 spot in the high margin specialty business.   

And her best piece of advice for Pharm Exec’s big 

Pharma readers? Get in touch and stay in touch—and 

much earlier in the product launch phase.  

Looney: The global supply chain is on the leading edge 

of change in the biopharmaceuticals business—a lit-

tle noticed but critical factor in preserving the safety, 

reliability and quality of medicines for patients world-

wide. As the second largest US-based distributor of 

medicines, AmerisourceBergen is a mainstay of the 

supply chain.  What are the key market transitions fac-

ing AB and how are you gearing up to manage this 

heady pace of change?

HOWELL: We are seeing a major disruptive shift 

in healthcare, from a fee-for-service system, where 

success is measured by volume growth, to a value-

based system, focused on outcomes. The industry 

consensus is that change is coming, but the real-

time implications on the operational side are still 

not clear. Our response is very simple: to create 

more efficiency in the way AB serves the customer.  

How do we get more quality-based outcomes, for 

fewer dollars per episode of care? And we have a 

laser focus on improving access to care, even when 

Steady Hands

FAST FOCUS

» AmerisourceBergen’s response to changes in the healthcare supply 
chain—now driven more by value than volume—is to focus on generating 
more quality-based outcomes, while improving access to care through 
pursuits such as a patient-centered approach to sourcing and commercial-
ization, giving patients more options in accessing medicines.      

» AB recently finalized a three-year contract extension with partner 
Walgreens Alliance Boots, encompassing all of AB’s purchasing activities 
across branded, specialty, generic and consumer OTC products—and also 
including the Good Neighbor Pharmacy support program. With a long-term 
commitment now running to 2026, AB plans to invest heavily in logistics to 
anticipate possible supply shortages and to use the relationship to embed 
innovations in pro-patient access and value strategies.        

» The Alliance has been key in helping transform AB into a global enter-
prise. Outside of the US, its largest market, the company is focusing on 
filling specific gaps in its global portfolio. AB is on a path to becoming the 
market leader in clinical trial logistics.

» Howell emphasizes that closer working ties to drug manufacturers 
throughout the commercialization cycle will be critical in ensuring the 
many new launch products coming on stream will find their way promptly 
to patients—AB cannot accomplish this vital task alone.

http://WWW.PHARMEXEC.COM/
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the structure and platforms for 

such care are changing.  

Overall, AB is convinced that 

pharmaceuticals drive efficiency 

in the health system. It’s a vital, 

relevant message, all the more 

compelling given the domestic 

debate now taking place around 

high drug prices. That’s a myo-

pic view, in my opinion, and 

ignores that big picture of how 

we can work together with 

patients to manage the health-

care spend and improve patient 

outcomes. 

Taking my point a step fur-

ther, generic medicines account 

for almost 90% of US prescrip-

tions and are thus a key element 

in the drug supply chain—and 

in this all-important segment, 

pricing is going down. That’s 

good news for the consumer.  

Actually, we see lower generic 

pricing, despite the obvious 

headwinds against earnings, as 

an opportunity for AB, given 

that one of our business priori-

ties is to support patient access 

to lifesaving therapies. A robust 

stake in generics is comple-

mented by AB’s strengths in the 

branded and specialty segments, 

which carries obvious appeal in 

meeting the access issue full on.

Looney: Securing the “triple 

aim”—around quality, access and 

cost – is the driving principle in US 

healthcare reform. How is AB 

working to achieve the triple aim 

in its own operations today? 

HOWELL: We do adhere to the 

triple aim because its simplicity 

allows us to put more focus on 

the specifics of care. It is, in fact, 

critical to my own role leading 

AB’s Global Sourcing and Man-

ufacturer Relations business: we 

touch each of the three aims. 

With reference to cost, AB has 

an unrivaled position in distrib-

uting high-quality generic prod-

ucts that get to the patient, 

safely, reliably and on time. We 

know how important generics 

are to payers and patients oper-

ating in a compressed reimburse-

ment environment. In fact, our 

proprietary generics formulary, 

PRxO, is structured to secure an 

appropriate balance between 

cost, quality and access.   

AB is also aware of the vital 

role of government programs 

like Medicare and Medicaid in 

providing millions of US patients 

with the medicines they need. 

Cost is critical when serving 

patients from the public purse.  

Hence, my team is highly sensi-

tive to the task of delivering 

value in a cost-efficient manner 

because there is virtually no 

place in healthcare where 

resources are not under pressure. 

From a strategic perspective, the 

Walgreens Alliance Boots part-

nership with AB is a truly inno-

vative deal, where we rely on 

scale and coordination to guar-

antee that each patient we con-

tract with gets the right medicine 

at the right time. Our latest 

three-year extension of the rela-

tionship puts us in the unique 

position to plan for the long-

http://WWW.PHARMEXEC.COM/
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term, with the operating flexibil-

ity to adapt to the many changes 

taking place in the medicines 

market worldwide.  

Quality is the next component 

in what we do. All of our rela-

tionships are contingent on us 

purchasing directly from the 

manufacturer—a critical differ-

entiator exclusive to companies 

of our global reach, size and 

scale. Our ties allow us to source 

not only great products, but to 

pursue great innovative ideas as 

well. AB doesn’t have to purchase 

products from just anyone: we 

have the reach to choose the best.  

Another aspect of AB’s com-

mitment to quality is how we 

manage the way customers 

receive our products. We operate 

a highly sophisticated “just-in 

-time” distribution network that 

ensures customers obtain what 

they need on a daily basis. We 

handle multiple complex arrange-

ments with customers ranging 

from community pharmacies, to 

physician practices to leading 

academic hospitals. This is a vital 

stewardship, one where any fail-

ure carries significant adverse 

consequences for patients and 

their providers. As our CEO 

Steve Collis says repeatedly, it is 

impossible for AB to be compla-

cent about quality.  

The third element is access.  

Access is closest to my heart 

because without access there can 

be no outcome, whether you 

measure that in terms of cost, 

efficiency or quality, let alone 

improvement in the patient’s 

condit ion. Many industry 

observers are unaware of the 

range of the services we provide 

to patients in helping them 

secure and maintain access to 

the medicines they need. Drug 

manufacturers will attest to the 

level of engagement we have 

with them at every stage of the 

commercialization process.  

For the past two years, we 

have been in discussions with 

manufacturers around the pur-

suit of a pat ient-centered 

approach to sourcing and com-

mercialization. The objective is 

to give patients more options in 

how they would like to access 

medicines, as part of their care 

continuum. AB is the US leader 

in specialty drug distribution. 

We believe in this space there is 

much room to experiment 

around the preferences of the 

patient.

Instead of simply assuming 

that a specialty drug must be 

accessed through a designated 

specialty delivery platform, we 

are working with manufacturers 

on other pathways that may end 

up being more convenient for 

patients—as well as yielding a 

better result on adherence. This 

effort coincides with market 

changes that are broadening the 

definition of what constitutes a 

specialty product. The new cures 

for hepatitis C and the next-gen-

eration PCSK9 hypercholester-

olemia drugs are examples, 

because their potential audience 

approximates the size and scale 

of a primary care, chronic dis-

ease population. The evidence 

shows that for this group, 

patients might be best served in 

a community pharmacy opera-

tion and so we have been work-

ing with manufacturers to make 

these medicines available in 

these outlets, closer to where 

patients live and work. 

Joint “re-thinks” with our 

manufacturers like this one is an 

achievement AB takes pride in—

not only because it’s pro-patient 

but also because we see it as the 

wave of the future. Instead of a 

specialty product only being 

available through a handful of 

dedicated pharmacies or via 

mail, we can guarantee the inte-

gration of drug therapy with all 

other care a patient receives. 

Certainly, it makes things more 

convenient for patients but it 

also feeds the quality agenda in 

that patients are exposed to not 

only the pharmacy, but to the 

physician practice as well as out-

patient hospital facilities. It 

requires AB to really live that 

triple aim. 

Looney: Any other market or envi-

ronment trends that affect your 

operations in the supply chain 

space? 

HOWELL: Government regula-

tion is an issue that continues to 

keep me up at night. The press 

headlines on biopharmaceutical 

prices and costs are striking and 

easily misinterpreted by the pub-

lic. Changes to reimbursement 

are multiplying, creating more 

uncertainty about whether con-

sumers will be able to access 

their medicines at an affordable 

price. Access counts, but it is no 

longer guaranteed. 

“Our ties allow us to source not only great 

products, but to pursue great innovative ideas 

as well. AB doesn’t have to purchase products 

from just anyone: we have the reach to choose 

the best.”

http://WWW.PHARMEXEC.COM/
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AB is particularly concerned 

about the current initiative of the 

CMS, under Medicare Part B, to 

reclassify reimbursement of 

some specialty cancer drugs 

administered by physician prac-

tices. In our view, the changes 

would make overall care more 

expensive by requiring adminis-

tration of medicines in the full 

acute care setting, at a higher 

level than is needed. Lost in this 

discussion is matching the 

patient’s needs to the most cost-

effective platform of care appro-

priate to the treatment they are 

receiving. AB sits right in the 

middle of the triple aim con-

struct, which gives us the credi-

bility to help redirect that dis-

cussion away from a singular 

focus on pricing. 

Indeed, the good news is that, 

in contrast to the big drug manu-

facturers, AB is not directly 

affected by reimbursement rules. 

Our profit margins are uniquely 

low in comparison to other play-

ers in healthcare. We can serve as 

a neutral party in the debate. Cer-

tainly, drug manufacturers can 

benefit from the independent per-

spective—colored by our mar-

gins compared to the competi-

tion—that AB brings to the table. 

Steve Collis has significantly 

increased our visibility in Wash-

ington, DC. He has encouraged 

members of the AB executive 

team to engage constructively 

with legislators, policy people, 

government, and regulators on 

expanding access for patients. I 

am of the opinion that Pharm 

Exec readers on the biopharma 

side find this contribution largely 

constructive and valuable. 

Looney: On the business side, what 

is the state of progress around your 

precedent-setting partnership with 

Walgreens Alliance Boots?

HOWELL: We have just com-

pleted a three-year contract 

extension of the partnership. It 

serves as a vote of confidence for 

the future based on what we 

have already accomplished. The 

project shows that AB has the 

will to be just as innovative as 

the research-based drugmakers 

when it comes to process and 

service improvements. It is also 

a living example of our ability to 

execute around value creation on 

a very significant scale. 

The partnership extends to 

all of our purchasing activities, 

across all types of manufac-

tured medicines: brands, spe-

cialty, generics and consumer 

OTC.   We have what I believe 

is the best people in the industry 

working in each of these seg-

ments of the distribution busi-

ness. And our contacts with 

drug manufacturers are far 

more strategic today; it’s no lon-

ger just about supply.  Access 

and value issues are now front 

and center. 

It’s a refreshing new way to be 

able to approach the manufac-

turer, from a long-term perspec-

tive. It gives both time and the 

leeway to do interesting things 

around a joint commitment to 

the patient. I can personally 

attest to the great conversations 

we are having with customers 

around AB’s unique service capa-

bilities, ranging from patient 

access and adherence services 

and health outcomes consulting 

to our Good Neighbor Pharmacy 

support program.

Looney: What about talent recruit-

ment and retention—you recently 

noted this as one of your key pri-

orities in extending the partner-

ship.

HOWELL: We continue to add 

to our talent base. Walgreens 

Alliance Boots now has a full 

team of associates here in Bern, 

Switzerland, in addition to Wal-

greens Alliance Boots HQ in 

Chicago. London is our third 

principal site. I am located at 

Bern and the emphasis here is to 

facilitate contacts between man-

ufacturers and sourcing person-

nel in an intimate, around-the-

clock, no-surprises arrangement, 

buoyed by state-of-the-art tech-

nology capabilities. We have also 

embedded AB people in the Wal-

greens Alliance Boots Develop-

ment Purchasing unit as well. 

The strategy is deceptively sim-

ple: mobilize our entire organi-

zations to approach manufactur-

ers—together.  

Looney: The three-year contract 

extension is built on a commitment 

to make additional investments in 

the partnership. Can you explain?  

What assurances can you give 

d r u g  m a n u f a c t u re r s — a n d 

patients—that supply interruptions 

won’t jeopardize the success of 

your stronger service orientation

HOWELL: We are making 

investments to support the 

growth of this partnership, 

chiefly to drive the expansion of 

our distribution infrastructure. 

The other is to augment our 

working capital, particularly in 

“Our contacts with drug manufacturers are far 

more strategic today; it’s no longer just about 

supply. Access and value issues are now front 

and center.”
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increasing the inventory and 

tracking of products to ensure 

that our access exposures are 

fully covered. Third, we are 

making selective investments in 

our customers’ businesses, on 

the premise that supporting their 

growth will also prove beneficial 

to the Alliance. A positive exam-

ple of that is AB’s strong support 

for the Good Neighbor Phar-

macy network in the US. 

The key metric I use to assess 

the success of our investments is 

the level of service to the cus-

tomer. The best example of that 

is how we have reacted to the 

market changes in generics, 

where today we have a larger 

supply of generic products than 

in the recent past, giving us the 

best levels of service in this seg-

ment in AB’s history. Right now, 

we are at a 98% service level for 

our proprietary generics formu-

lary, which has been achieved 

despite the fact that shortages of 

generics in the US marketplace 

still exist. We have put a laser-

like focus on managing for the 

eventuality of a product short-

age, chiefly by better communi-

cations with manufacturers to 

anticipate any supply issue and 

mitigate the risk to our custom-

ers, starting with Walgreens 

Alliance Boots but covering 

everyone else with whom we do 

business as well.  

Relationships count for 

everything. Generics are no dif-

ferent; in fact, the scale of the 

industry requires we rely on 

active intelligence-gathering and 

sharing, especially at the second-

ary manufacturer level or below. 

We work to maintain an open 

line of dialogue and conversa-

tion with manufacturers. We 

want to know right away when 

a potential problem arises with 

an API producer, including the 

many based abroad, so we can 

fix the breach, or contract for 

supply from an alternate manu-

facturing source.

Looney: How are you building a 

culture that adequately confronts 

risk? What kind of cultural stamp 

are you introducing to the Wal-

green Alliance Boots relationship? 

HOWELL: Working closely 

with manufacturers and the 

data and intelligence we pull 

from the relationship is very 

important, but it is not exclu-

sive. What matters ultimately is 

how our teams at AB and Wal-

greens Alliance Boots work 

together in a way that puts the 

patient and the customer first. 

The purpose of our culture is to 

institutionalize the patient-first 

mentality. Everyone who works 

here has a duty to speak up for 

the patient. 

Another part of the culture 

we are building is the facility we 

opened two years ago in Bern. 

It’s been exciting for me, as an 

AB veteran, to launch this small 

coordinating center devoted to 

the partnership. The office 

focuses on coordination work as 

well marketing and formulary 

services for the generics busi-

ness. We are located just a short 

drive from the Walgreens Alli-

ance Boots main operations unit. 

We are only about 20 people 

here, which creates a very entre-

preneurial, can-do spirit as well 

as making sure we don’t lose our 

eye on the patient. 

 The action that flows when 

a small group gets focused is 

truly amazing.  It reminds me of 

my early days when I was 

involved in the founding of the 

Lash Group, now the centerpiece 

of AB’s work in patient support 

programs. Hence, I think you 

could see this small coordinating 

center concept introduced else-

where in the company as we 

move forward.  

Looney: In what ways are you lever-

aging within the Alliance partner-

ship the outcomes consulting ser-

vices—including Xcenda and the 

Lash Group—you brought in to the 

AB family some years ago? 

HOWELL: I had no idea when 

I assumed leadership of the 

Global Sourcing and Manufac-

turer Relations portfolio how 

vital my background in commer-

cialization strategy and patient 

access would be. I am able to 

instinctively single out those bar-

riers that impede patient access 

to care. There is not a day that 

goes by that I do not address 

these capabilities with our man-

ufacturers in the form of topics 

like outcomes or observational 

studies. It’s critical that we 

engage here because that work 

ultimately impacts how many of 

our customers will be interested 

in accessing the medicine or 

reimbursing it. 

Looney: The goal of every organi-

zation is to keep its offerings 

fresh—state-of-the-art. Looking 

ahead, what will be most impor-

tant to do in keeping the Walgreens 

Alliance Boots partnership at the 

top of its game? 

HOWELL: The first thing is 

staying proactive in responding 

to the external environment.  

It’s the ability to read signals 

and respond effectively with the 

full force of the organization 

behind it. That is a human 

endeavor, which demands, in 

turn, a second element, which 

is recruiting and keeping the 

best talent. I see Walgreens Alli-

ance Boots today as a 13-year 

commitment running all the 

way to 2026. The atmospherics 

around that fulsome time frame 
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is similar to a good marriage. I 

want the talent to come for-

ward, to share and engage. It’s 

the only way to build the cre-

ative connections that take this 

business in new, often unantici-

pated, directions. Personally, I 

think we can do a lot to stay 

innovative in the near future, 

beyond what we have already 

done in integrating the huge 

generics business around a dif-

ferent marker of success. It’s a 

safety net that we’ve now got 

three more years, extending 

well into the next decade,  to 

make that happen.  

Looney: Drug manufacturers are 

the principal reader demographic 

for Pharm Exec. Is there anything 

you can recommend to raise the 

quality and performance of your 

relationship with them? Are you 

satisfied with the level of consulta-

tions around product launch? 

HOWELL: One important 

issue is to involve us as early as 

possible during the launch cycle. 

There have been severa l 

instances recently when little 

outreach took place until the 

very last minute, a situation that 

can also be driven by the trend 

toward greater FDA reliance on 

accelerated approvals. We need 

early and regular consultations 

with the manufacturer to make 

sure we can be ready with 

enough product to ensure that 

we are building access from the 

very start.  

What we must avoid is a situ-

ation where approval of the drug 

finally comes but patients end up 

in that “no man’s land” between 

launch and an agreement from 

insurers to reimburse it. Delays 

can be reinforced by the confu-

sion that takes place as providers 

adjust to rules on prior authori-

zation. With proper preparation 

and consultation with the manu-

facturer, we can do a lot to com-

press that interregnum to avoid 

disruptions for providers and 

their patients.  

Strong science and great 

innovation creates its own 

momentum around new medi-

cines, magnified by social media 

that can induce a popular 

clamor for access to the best 

products. Patient advocates thus 

expect manufacturing levels in 

l ine with the ant ic ipated 

demand. Failure to do so can 

create real anxiety for those 

without alternatives to treat 

their disease. The point I want 

to make is it’s not easy for us to 

address that on our own.

   

Looney: Another priority for AB is 

learning to operate seamlessly as 

a global enterprise. You have 

described it as “global ideas 

applied locally.” Given the compa-

ny’s history as a highly decentral-

ized entity, how close are you to 

achieving this objective?  

HOWELL: Walgreens Alliance 

Boots has been transformative 

in moving the entire company 

toward status as a global prod-

uct and service provider. Out-

side of the US, which is by far 

our largest market, we are 

focusing on specific areas where 

we see gaps in our global port-

folio. For example, we are on 

course to become the market 

leader in clinical trial logistics 

across the globe. 

Building on AB’s lead position 

in US specialty drug distribution, 

we are investing in other coun-

tries to address structural supply 

gaps, which are compounded by 

the fact that many foreign distri-

bution models provide sketchy 

coverage of hospitals and other 

acute care facilities where most 

specialty drugs are delivered. As 

manufacturers expand their spe-

cialty business to additional mar-

kets abroad, it is important we be 

there to meet their needs. I’d add 

that this commitment includes 

extending our US-based patient 

access programs and consulting 

service capabilities to the non-US 

markets, as manufacturers put 

down roots there. 

You are correct to state that 

AB is not advocating a single 

global solution to every issue in 

sourcing and distribution. 

Instead, we strive to display the 

big picture but to act small in 

applying all our knowledge to 

the very different systems, 

access and practice dynamics 

that exist across the globe. Our 

strategy is to acknowledge, 

respect and adapt to these dif-

ferences as we support manu-

facturers in entering new mar-

kets throughout the world.

Looney: Can we expect more AB 

acquisitions as you follow these 

moves by the big Pharma compa-

nies? 

HOWELL: We are open to bolt-

on acquisitions if they make a 

good fit to our product or service 

portfolios. But there are also 

many options for us to grow 

organically. 

WILLIAM LOONEY is 

Pharm Exec’s 

Editor-in-Chief. He 

can be reached at 

william.looney@ubm.

com

“What we must avoid is a situation where approval 

of the drug finally comes but patients end up in 

that ‘no man’s land’ between launch and an 

agreement from insurers to reimburse it.”
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BIO reported a staggering 35,700 partnering meetings among its nearly 
16,000 attendees at this summer’s annual convention in San Francisco. 
What was the subject matter for all these summits? To find out, Pharm 

Exec sat down with some of the industry’s top business development 
professionals who help mold the industry from the negotiating table

By Casey McDonald

A
new drug, whether it moves smoothly 

from the bench to bedside, or spends years 

idling on a big Pharma shelf, can be life-

changing for patients. Appraising these 

assets and their market potential is the job of the 

dealmakers who bring disparate teams together to 

make scientific dreams a reality.

In its eighth year, the Dealmakers Intentions 

report, which gauges executives’ expectations for 

licensing and acquisition deals over the upcoming 

year, made a splash at the June BIO International 

Convention in San Francisco. In preparation for its 

final unveiling, inVentiv Health presented an early 

draft to Pharm Exec’s roundtable guests in May. 

Dealmaking in 2016:

It’s Complicated

Roundtable Participants
Neel Patel, Managing Director, inVentiv Health Consulting

Bob Miglani, Chief of Business Development, Applied DNA Sciences

John DeYoung, Vice President, Business Development, Pfizer

Raghav Chari, Executive Vice President, Proprietary Products, 

Dr. Reddy’s Laboratories

Paul Hadden, Managing Director, HealthCare Royalty Partners

Kiran Reddy, Venture Partner, Clarus Ventures

Alan Roemer, Senior Vice President, Finance & Operations, Roivant Sciences

Harsh Singh, Senior Director, M&A, Mallinckrodt

Casey McDonald, Senior Editor, Pharmaceutical Executive
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Here, we present some highlights 

from the conversation.

PE: What’s the general outlook for 

dealmaking in 2016?

NEEL PATEL, INVENTIV HEALTH 

CONSULTING: Considering the 

IPO window as a marker for 

financing more broadly—that 

window may be not shut, but cer-

tainly closed a bit. It will be inter-

esting to see if that’s sustained, 

but—and if we look at Q1 2016—

it could still be a very robust year. 

Of course, the Q1 numbers might 

show a bit of a hangover period.

PAUL HADDEN, HEALTHCARE 

ROYALTY PARTNERS: From our 

vantage point as healthcare inves-

tors, the overall financing activity 

seems to be much slower this year. 

Coming out of the JP Morgan 

2016 conference and certainly 

over the last several months since 

then, we see a lot more companies 

looking at alternative financing 

options. Looking back to JP Mor-

gan 2015, capital of all forms 

seemed much more readily acces-

sible. A lot has changed in a year.

ALAN ROEMER, ROIVANT SCI-

ENCES: There are obviously fewer 

companies, but more importantly, 

I think the profile of the company 

has changed as well. Looking at the 

seven deals this year, we’re seeing 

much earlier-stage technologies, as 

opposed to the later stage. I think 

there are probably fewer, more tra-

ditional Phase II, Phase III-ready 

companies that are looking to go 

public at this point in time.

PATEL: But the fact that they’re 

able to get out, even though 

they’re early stage, it still seems 

like there’s a healthy tolerance of 

risk, right? Maybe they’re not get-

ting quite the price that they were 

hoping for, but they’re still getting 

out in the environment—and get-

ting financed in an environment 

where things have soured is still a 

pretty positive sign. In terms of 

M&A, there was just a deal 

announced, Stemcentrx for $9.8 

billion, a private company, sort of 

unicorn. So 2016 still seems to be 

on track to be robust. In partner-

ing deals, one thing to note is a 

steady decline of large pharma 

representation in the partnering 

and M&A. As we look around at 

the diaspora of talent that has 

occurred, there are a lot of indi-

viduals who come from big com-

panies that have of moved on and 

are willing to take the chance and 

become senior members of com-

mercial teams for these organiza-

tions. So that talent is helping 

enable them.

HARSH SINGH, MALLINCK-

RODT: If asking for the optimal 

point—when do I exit? There’s a 

theory that if I actually generate 

the dollar and show people and 

validate my technology platform, 

I will get more money; but there’s 

also a paradigm to that. If you go 

out and launch and it doesn’t do 

so well, or performs lower, that 

actually destroys a lot of value. 

You have to really identify exactly 

what you’re good at. 

RAGHAV CHARI, DR. REDDY’S 

LABORATORIES: Right. I agree 

regarding the availability of the 

talent. Also, there’s a heck of a lot 

more data today to be able to do 

targeted commercialization, espe-

cially in the specialty arena. Mar-

keting is a lot more scientific now. 

It’s less relationship-driven and 

much more science-driven, and I 

would suspect that a lot of teams 

have the confidence that they can 

make the most out of that product 

at this point with the talent that’s 

available. I think that you might 

be seeing a shift in the confidence 

levels of these parties, in terms of 

not falling flat on their face.

PATEL: When we’re approached 

by clients who are going to com-

mercialize, there’s almost sort of a 

bifurcation that I see. There are 

those that looked for a deal, 

weren’t able to get one done, and 

FAST FOCUS

» Dealmaking activity in the biopharma sector is slower so far this year compared to last—with 
most of M&As centered around earlier-stage technologies, as fewer, more traditional Phase II- 
and Phase III-ready companies are looking to go public. 

» Speed is critical in today’s dealmaking space, as competition has increased significantly in 
cancer and other disease markets—and with the volume of science and influx of capital flow-
ing into these fields, more companies are pursuing those organizations with experience and 
expertise in immuno-oncology, for example, particularly with combination treatments.  

» The top reasons attributed for why certain deals fail include: differing opinions of commercial 
potential; unreasonable term expectations; varying views of the value of technology; risk as-
sessment; and transparency issues.       

“Maybe [companies striking deals] are 

not getting quite the price that they 

were hoping for, but getting financed 

in an environment where things have 

soured is still a positive sign.”
—NEEL PATEL, INVENTIV HEALTH CONSULTING
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if they really have conviction in 

their asset, have to commercialize 

themselves and get to a commer-

cial proof of concept, and then 

may be taken out by a larger entity. 

And then there are those that have 

a very compelling asset and they 

may have had the chance to license 

it out and retain those rights. 

JOHN DeYOUNG, PFIZER: It 

also relates to the scale of the 

opportunity and where its poten-

tial is. I think that Pharmacyclics 

worked a scenario where they’ve 

got a very strong oncology partner 

with J&J that was probably driv-

ing much of what was happening. 

Also, there’s kind of a moral 

imperative that if this is a drug 

that’s going to help cancer patients 

in a significant way, or whatever 

the disease is, do you want some-

one that’s never commercialized? 

KIRAN REDDY, CLARUS VEN-

TURES: And certainly the other 

element of it is the credible threat 

of being able to launch the prod-

uct. Often in orphan and specialty 

indications, no one has ever com-

mercialized that product exactly 

like that before. So you have got 

to do all the work, if you were to 

justify even to sell,

HADDEN: An example to point 

to is Kythera, who sold to Allergan 

in 2015 at a valuation in excess of 

$2 billion, without ever generating 

a dollar of sales. They clearly had 

a differentiated, newly FDA-

approved product and were pre-

pared to launch it on their own. 

At that point, the decision to sell 

versus launch to the investors was 

clear—but to get there they had to 

have that credible threat of launch-

ing on the product themselves.

PATEL: Sometimes we get 

pulled in to help companies fill that 

credible threat—call it a head fake.

HADDEN: From a financing 

perspective, we are interested to see 

how the rest of this year plays out. 

Despite the recent slowdown in the 

public markets, there are still a lot 

of firms who have a fair amount of 

cash on their balance sheet from 

the last two years of very accessible 

public markets. From an optional-

ity perspective, companies may 

have some ability, at least in the 

near term, to choose to launch or 

sell and not be completely depen-

dent on the public markets.

DeYOUNG: One dynamic that’s 

happening—speed is critical. The 

amount of competition in every 

area, particularly immuno-oncol-

ogy, [is strong]. Can companies 

effectively compete? This is such a 

competitive space, and we’re talk-

ing with just generally IO compa-

nies. We’re hoping Phase I trials 

can be pivotal, and that if they’re 

not, you’re driving right into Phase 

III. My sense is, in oncology, for a 

hot area, there’s competition and 

there’s a need to be able to acceler-

ate. Sometimes companies can do 

it on their own, but I think more 

and more folks are looking to 

companies with a kind of a 

breadth of IO experience—par-

ticularly with combinations.

HADDEN: Specifically, the vol-

ume of science that’s coming out 

in oncology right now is quite sig-

nificant and rapid. But what is 

striking is not just the pace of new 

science but also the sheer amount 

of capital that is flowing in to the 

field. Development strategies in 

this area are clearly different from, 

say, five years ago, with the obser-

vation that companies are moving 

much faster through the clinic.   

PE: With so many new products and 

combinations, how complex are the 

scenarios being discussed at the 

deal table?

DeYOUNG: In the good old 

days, you do a model, and if you 

think about the duration of the 

drug through your LOE (loss of 

exclusivity), because of the volume 

of competition in certain areas, 

what is your product’s duration? 

How long are you going to be able 

to maintain this—what you think 

you’re going to capture? 

It’s fantastic that so much is 

going on to affect cancer, but 

when you’re looking at opportuni-

ties, and saying, “here’s my typical 

model, this is the new benefit that 

I’m going to have, and we’re going 

to have this great return for X 

number of years,” it’s harder to 

sell that when people see the vol-

ume of activity that’s going on in 

all the various ways to affect dif-

ferent cancers. … The pace of 

innovation that’s happening, it’s 

hard to estimate. 

CHARI: I would agree, even 

outside of oncology. The impact 

“The decision to sell 

versus launch to the 

investors was clear—but 

to get there they had to 

have that credible threat 

of launching on the product 

themselves.”
—PAUL HADDEN, HEALTHCARE ROYALTY PARTNERS
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of aggressive-managed efforts to 

manage and contain formularies 

is felt all the way down, where pre-

viously, you could fly below the 

radar in different scenarios. Now, 

they realize what you always 

knew to be true, which is you can’t 

write simple rules and manage 

entire categories based on rules. 

We work in the dermatology 

segment, and among other prod-

ucts that we sell, we have topical 

steroids. United Healthcare took 

every brand of topical steroid off 

their formulary and will only 

reimburse generics. They are 

doing things like that to sort of 

change how reimbursement 

works, and that has a big impact 

across all categories. Obviously, 

it’s very complex in oncology, but 

even in categories where you’re 

talking about non-combination 

therapies, there’s a big impact, and 

as a buyer, you have to look at 

those factors and see how the 

dynamics are changing.

BOB MIGLANI, APPLIED DNA 

SCIENCES: Part of it is also the 

window. The pricing is one 

thing—you have an idea of what 

the estimated price is and to launch 

on this date—but you have to 

negotiate from country to country, 

from managed care to managed 

care. The next thing you know, 

another competitor comes out.

HADDEN: You make a great 

point. When our firm is looking 

at purchasing a royalty stream 

with an eight to 10-year term, we 

look at a number of factors in try-

ing to predict the future. Take the 

hepatitis C space as an example; 

when the first generation of pro-

tease inhibitors launched several 

years ago, it presented a very 

unique situation where we were 

able to accurately predict that 

those agents would be replaced by 

the next generation within five 

years—and that is a very fast and 

somewhat unprecedented time 

frame. But in looking at the sec-

ond-generation orals, reimburse-

ment was the major theme because 

a lot more market clout was 

exerted by payers. 

MIGLANI: I’m on the board of 

a few companies—small compa-

nies—because of my pricing expe-

rience, and these companies have 

no clue. They don’t even have the 

semblance of data and reimburse-

ment to analyze the support, and, 

so, pricing is one part of it, but 

then getting the reimbursement 

and then time-to-market.

PATEL: Companies who aren’t 

getting an understanding of how 

managed care is going to look at 

their product well before it gets to 

the market are really taking a mis-

step—making sure that their sec-

ondary endpoints aren’t at least 

counted in their Phase III trial, 

because once the ingredients are 

mixed and the cake’s in the oven, 

you have no options. If you haven’t 

been thoughtful well in advance, 

you’re going to find yourself in 

trouble. 

SINGH: We’re talking about 

pricing. I think that conversation 

falls in line with comfort level. 

One of the things that might be 

tied in is threshold for risk. The 

big shift between the summer of 

2015 and 2016 that you’re going 

to see is that the threshold for risk 

is very different than what it was. 

People were a lot more accepting 

of risk last summer than this sum-

mer. There’s variance between the 

buyer and seller on the assessment 

of risk, but I think that gap is 

much wider.

Roemer: For the transactions that 

are being done on the licensing and 

partnership side, how many people 

are still seeing the collaborative 

nature of licensing deals? Is the joint 

steering committee, three from 

each party, kind of guiding the devel-

opment, or is this more, “Thank you 

very much, we’ll take it from here 

and we’ll move on?” Have you 

observed any changes in that over 

the last two years?

SINGH: On the development 

side, no. It’s still collaborative. On 

the commercial side, market col-

laborations don’t work. On the 

developmental side, there’s some 

sharing and collaboration, and it 

might not be, “let’s co-develop.” 

Maybe one is better at regulatory 

and one is better on development, 

and so that’s how you collaborate 

on the science side. On the com-

mercial side, I’ve seen it drift very 

heavily toward development.

CHARI: In our case, the last 

three deals that we did all had joint 

committees, but that’s because the 

two parties had different geo-

graphic rights, so you had to col-

laborate. To Harsh’s point, as far 

as commercialization is con-

cerned, I think the general consen-

sus of all of us working in specialty 

areas is that the rationale to split 

a commercial effort doesn’t exist.

SINGH: It’s all connected. Why 

do co-promotes not work? It’s 

because of pricing. What the mar-

keting team does or the commer-

cial team does is that everything 

is done through contracting now 

with managed care and group 

purchasing organizations and the 

whole supply chain from the 

wholesaler going through the 

whole system. That’s where the 

value of the price is. So the control 

of pricing is very important. You 

can’t have two separate entities 

doing it. It’s very segmented and 

involves different geographies. 

You need to have one person doing 

it with that central control and the 

leverage over your respective buy-

ers, and that’s why co-promotes 

and co-marketing deals have kind 

of gone by the wayside.
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PE: How do strategies change when 

looking for highly-sought-after 

assets vs. finding diamonds in the 

rough that no one else sees?

DeYOUNG: The business hap-

pens at scientific meetings. JP 

Morgan is an important meeting 

for everyone, but at AACR, 

ASCO, ESMO, ASH, people are 

meeting around the data. What’s 

hot in the scientific community 

ends up being hot in the business 

development aspects. It always 

feels like a seller’s market.

CHARI: But I think some of 

that is an evaluation threshold 

artifact in the sense that if you’re 

looking for these billion-dollar 

blockbusters, you’re absolutely 

right. It’s different when you’re 

looking at smaller assets that have 

sales estimates in the $100 million 

to $200 million range. There’s a 

lot of noise, and one of the things 

that we look for are so-called dia-

monds in the rough. 

We spend a lot of time examin-

ing the raw data of the acquisi-

tions that we’re looking to make, 

and we look for signals that the 

companies who are developing 

them haven’t necessarily seen. 

That can give us conviction to link 

a development strategy for that 

product, to enable commercial 

value that is greater than what the 

companies who are selling it 

believe it to be.

SINGH: That’s an interesting 

point, but what is it, specifically, 

that you are looking for? What 

signals? Is it the indications that 

are being de-risked now, or is it 

because you find multiple uses for 

the particular technology that are 

beyond what the company thinks? 

CHARI: There’s a flaw when 

one looks at assets that have 

failed, or haven’t done as well as 

the innovators thought they would 

in clinical studies, that one looks 

at the data as point estimates. 

We’ve found that you can learn far 

more about what that molecule is 

doing by looking at the data lon-

gitudinally. How individual 

patients are faring on the drug, 

which patients drop out early, 

how does the dropout have an 

impact on certain variables. And 

you need to marry your under-

standing of commercial potential 

to different hypotheses around 

clinical trial regimen, patient seg-

ments and product label scenar-

ios. As long as you’re willing to 

wade through the raw data, you 

can discern those signals. 

DeYOUNG: But the point is a 

valid one—that it’s critical, with 

any of these opportunities, that 

you’re looking at the raw data, 

because companies do their best to 

present their interpretation, and, 

sometimes, when you look at the 

case report forms, you would not 

code patients the same way, right? 

From a portfolio management 

perspective, at some companies, 

whatever falls below the line, you 

put on the shelf. If it’s a study that 

falls below the line, we might go 

to Clarus for funding for that 

trial...curing cancer is a capital 

investment. Depending on how 

much capital you can put in some-

thing, we put it to where we think 

the greatest potential is in terms 

of affecting patients. 

We’re not perfect in our deci-

sions. We would prefer to put 

things on the shelf, because if 

these other drugs actually make 

it, then it’s embarrassing to us that 

we didn’t keep it. Whereas, we’ve 

made the decision that, in the end, 

we would rather have a portfolio 

that’s helping patients and that 

we’re getting a return from, and 

we think it’s short-sighted, 

frankly, to say we’re just going to 

shelve them.

ROEMER: But those are the 

calls we like to take. That’s what 

our mission is, and we do think 

about our partners and helping 

them unlock the value from the 

pipeline when they may not oth-

erwise be able to fully fund them-

selves for a broad variety of rea-

sons. If we can continue the 

advancement of these programs 

for patient-centric reasons and 

share in the upside, we’ll take that 

capital and development risk to do 

it if we have the program.

PE: What are you seeing in terms of 

demand for different technology 

types and assets at different stages 

of development, given their indica-

tion?

SINGH: One thing that is 

underlying all this is the role of 

regulation and why there’s more 

demand. You have the GAIN Act 

that pushes antibiotics, you have 

opioid reduction. Those things are 

up in demand, and on the far 

right, you’ve got other issues and 

topics that are impacting the sup-

ply. The bar has been lowered. 

Anti-infectives were an under-

invested field for much of my 

career. They couldn’t get a dollar 

out there, and the reason was 

because the FDA said that you 

have to show efficacy over proven, 

tested drugs that are out there. 

Now the FDA has said that you 

just have to prove safety—com-

parative safety.  That’s a huge dif-

ference. So what are they actually 

differentiating on now? If you take 

my antibiotics, you don’t have to 

stay two weeks in the hospital 

anymore; we’ll get you out in three 

days, but now it’s going to cost 

three times as much. That’s sort 

of the trade-off that we’re seeing.

PATEL: And on the hospital 

side, there’s an incentive to now 

look for outcomes and reduce hos-

pitalization and readmissions. 

They’re going to be measured 

against that. So it’s the confluence 

of the regulatory environment, the 
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economics of the hospital, that’s 

making it a more lucrative space 

than it has been. As Harsh said, 

for most of our careers, it has laid 

fallow in terms of development. 

We’re seeing a very meaningful 

resurgence.

SINGH: And then in hospital 

infections, CMS is making hospi-

tals pay for those. That’s a huge 

focus. It was very underserved, so 

it’s a great investment opportu-

nity. At the same time, it’s been so 

heavily invested now. Where’s the 

differentiation point from the rest 

of the field, if you can get in on it, 

as many assets did? There were 

folks like Alan identifying assets 

10 years ago that came out of big 

Pharma, that big Pharma had 

given up on because it was just too 

long of a developmental process, 

and the science was good, but to 

prove efficacy was finicky, and the 

commercial opportunity was lim-

ited that it didn’t make sense. 

Now, the bar is lowered, and it 

doesn’t mean it’s a bad thing, but 

it just means that it’s easier to get 

your product in the market and let 

the market decide.

CHARI: In the anti-infectives 

area, there is still a fundamental 

challenge in that people are wor-

ried about resistance, due to which 

it takes a very long time for an 

antibacterial to reach peak sales. 

In other therapeutic areas, where 

you might have gone three to five 

years to get to 70 to 80% of your 

peak sales, an antibacterial can 

take six or seven years to get there. 

I don’t think that is going to 

change, even if you have the phar-

macoeconomic pieces; you still 

have this overriding concern 

around drug resistance that’s 

going to drive behaviors in terms 

of using older drugs first before 

using new ones.

DeYOUNG: Aren’t antibiotics 

hugely sales-intensive? Because 

you have to sell that every single 

time.

SINGH: It’s very clinically-driven, 

and to your point, it’s what makes 

the space unique, is that you’re 

dealing with something that 

changes as resistance develops.

PE: What about development and 

dealmaking around vaccines?

SINGH: Well, it’s in the news, 

and it’s apparent. Again, the hur-

dles were too high, the clinical risk 

was too strong; that’s pretty much 

the story of anti-infectives. If an 

epidemic hits, there’s ultimately 

attention and focus. Vaccine tech-

nology has been more accessible 

and cheaper, and the government 

is involved, too. They directly con-

tract with your vaccine providers 

and technology providers. The 

risk is it can go away tomorrow. 

The government can cut funding 

for it.

PE: For example, Zika support could 

vanish tomorrow?

SINGH: Absolutely.

CHARI: Some interesting vouch-

ers have come out of the govern-

ment programs, and that’s a ques-

tion for the bigger players, because 

that’s a different mechanism by 

which you can justify going after 

these types of niche conditions.

SINGH: They need to have scale 

to go after the voucher, and you 

have to have scale and risk to go 

after vaccines before you do that. 

REDDY: Clearly, the vouchers 

have worked on tropical disease 

and infectious disease, and then 

pediatric vouchers, as well, have 

been some interesting investments 

where those products are not actu-

ally commercially viable, but the 

voucher is far more valuable. 

PE: What are some reasons why 

deals fail?

PATEL: From the survey, the 

top two reasons contributing  are 

the differing opinions of commer-

cial potential and unreasonable 

term expectations.

DeYOUNG: I would say the  

No. 1 reason why deals don’t hap-

pen is because we have a different 

view of the tech value.

SINGH: For me, it’s risk—

assessment of risk. If you’re doing 

a portfolio for financial engineers, 

that’s different. But if you’re look-

ing at an innovative asset, risk is 

the No. 1 thing.

DeYOUNG: In the world we’re 

in right now, it is really important 

that we are very open and trans-

parent. Say you and I aren’t doing 

the deal on this one. We may not 

agree, but at least I know that part-

ner I’m dealing with is transparent 

and is being honest with me.

PE: What are some factors in the gen-

eral healthcare and/or political envi-

ronment that shape your thinking?

REDDY: The orphan drug space 

has been a really nice area, from 

“People were a lot more accepting of 

risk last summer than this summer. 

There’s variance between the buyer 

and seller on the assessment of risk, 

but I think that gap is much wider.”
— HARSH SINGH, MALLINCKRODT
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an investment perspective, because 

we have the pricing dynamics that 

allows for it. How much specialty 

drugs will be regulated and scru-

tinized is a major concern.

ROEMER: The biggest chal-

lenge for us as an organization, as 

we grow, is talent, and I know that 

sounds cliche, but for us, it is 

extremely important. We work in 

an organization that prides itself 

on innovation, both in terms of 

the clinical development activities 

that we do, as well as the way we 

approach capital allocations of 

our precious dollars to ensure that 

we’re designing trials in a way that 

will present the greatest chance at 

success, or fail, and fail early, and 

fail cheaply. Finding ultra-high 

performers within the industry, 

and in some cases, outside of the 

industry, actually has been what 

has perhaps limited us, as much 

as finding good assets to develop.

HADDEN: Given the long-term 

nature of many royalty invest-

ments, some of the shifts we have 

seen in areas of the payer land-

scape have given us pause, while 

others have clearly created some 

opportunities. Over the long term, 

though, we are still bullish on life 

sciences—we just are selective on 

the areas in which we focus. 

MIGLANI: Payers are obviously 

putting the squeeze on a lot of us. 

You need friends, and you need 

advocates. People don’t take meet-

ings! I worked quite a bit with, for 

example, ARP, a partner to Pfizer. 

But they wouldn’t take a meeting 

in their offices or in our offices. 

They wanted to meet in a hotel in 

Washington and not exchange 

business cards—“We’ll take your 

money, but we don’t want to be 

seen with you.” 

It’s really tough, and the thing 

is, individually, yes, we want to 

have more treatments and more 

options and cures for diseases that 

all of us are suffering with, but 

when you don’t have that kind of 

a partnership because of the trust 

in society, it allows the politicians 

and policymakers to put greater 

pressure and screws on the system 

without any backlash, and that’s 

very dangerous. To me, as an advo-

cate of the pharmaceutical indus-

try, it’s scary and challenging.

CHARI: The perspective that I 

get, having a parent company 

that’s a generic organization, is 

looking at how the landscape has 

shifted. We’re looking at pretty 

big changes happening on retail 

and wholesale, and that has very 

clear impact on margins on the 

other side of the industry, the 

generic side. I think the kind of 

consolidation that we’re seeing on 

the managed care and on the 

payer side, as well as the consoli-

dation on the retail wholesale side, 

is starting to paint a potential 

future picture. 

Eventually the guys that are 

going to win are the ones who 

own the relationship with the 

patient, because so much is com-

moditized. It’s clear this is the bet 

that most companies are making 

with new patient service models 

and digital health initiatives.

DeYOUNG: We’re all making 

decisions about what we’re going 

to develop, whether it’s our own 

assets or products we bring in, and 

we’re all concerned about whether 

we’re making the right choices. 

My next concern, or maybe hope, 

is given the environment, is the 

rhetoric playing to populism, or is 

something going to happen? 

Because if something happens, 

then we’re all going to have less 

capital to put at the work of trying 

to impact diseases. 

You can pick some example of 

somebody that took a generic 

drug and raised the price by 

1,000%. Those people, those 

charlatans, have been in every 

industry. What we’re about is try-

ing to figure out where we should 

put our capital to affect diseases. 

That’s what I think about. 

You look at other countries, 

use Canada as an example. Can-

ada had a meaningful R&D infra-

structure 20 years ago; it doesn’t 

anymore. Why? Well, there’s no 

funding of research. It’s all here. 

European companies, they’re all 

here to develop drugs. I’d like to 

see this environment continue.

SINGH: What I worry about 

are the opportunities that are out 

there, and if there’s maybe some-

one else in a better position. So is 

the business set up to be versatile? 

There’s just so much work to do 

and there’s not enough time. 

There’s a strategy to follow, where 

you invest your time. What else is 

out there?  What are you missing? 

Are you prepared to handle 

change? 

CASEY MCDONALD 

is Pharm Exec’s 

Senior Editor. He can 

be reached at casey.

mcdonald@ubm.com

“We’re all concerned about 

whether we’re making the 

right choices. … What we’re 

about is trying to figure out 

where we should put our 

capital to affect diseases.”
— JOHN DeYOUNG, PFIZER
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LEELA BARHAM is 

an independent 

health economist and 

policy expert. She can 

be reached at leels@

btinternet.com

O
ne of the latest efforts 

to bring greater com-

monality in the Euro-

pean Union (EU) is the 

introduction of a European patent 

supported by a Unified Patent 

Court (UPC). Naturally, the phar-

maceutical industry will have a sig-

nificant interest in improvements 

to the patent system in Europe; 

after all, patents play an important 

role in ensuring that returns are 

made on significant research and 

development investment. So much 

so, that some say that protection 

of intellectual property is at the 

core of the business.

The basic rationale for a more 

comprehensive European patent 

system, building on the existing 

European Patent Office(EPO), rests 

on simplification and a more cost-

effective approach to deliver patent 

protection and settle disputes. Any 

improvement in the patent sys-

tem—especially if it can lower costs 

(even marginally)—is likely to be 

welcomed by the pharma industry.

The common court will be 

part of the member states (MS) 

judiciary systems—if they opt in. 

So far, that’s all MS, except 

Spain and Poland. With the UK 

voting in a referendum to leave 

the EU on June 23, Britain’s 

involvement is now up in the air.

A single patent valid 

across Europe

The idea at the heart of the UPC 

is to have just one patent recog-

nized by all MS and a single 

European court where disputes 

can be handled. The new system 

will mean that a “European” pat-

ent will be automatically vali-

dated in all the MS who have rat-

ified the system at the time that 

the patent is granted by the EPO.

Companies will no longer need 

to validate a patent in each MS, sav-

ing paperwork and fees. The uni-

tary patent will have a uniform fee 

for renewals set at the total of the 

renewal fees for the “top four” 

countries where patents are most 

frequently validated. These are Ger-

many, France, UK and the Nether-

lands. That amounts to a potential 

saving in renewal fees of close to 

80% versus the current regime.

Applicants can still opt for a 

national patent and validate their 

patents with the relevant agencies 

in individual MS; that might be 

attractive while the new system 

beds in.

A single court for 

patent litigation

The UPC will provide a single 

place to deal with civil litigation 

relating to European patents as 

well as supplementary protection 

certificates. In addition, the UPC 

will be the sole place for actions 

concerning decisions of the EPO. 

The UPC will base decisions on 

Union law, the UPC Agreement, 

the Convention on the Grant of 

European Patents (EPC) and appli-

cable international agreements.

Although difficult to deter-

mine the scale of savings, it’s 

thought that avoiding duplication 

of infringement and revocation 

cases should bring large benefits 

for the European economy. Esti-

mates suggest that the UPC could 

have a cost/benefit ratio of 1:5 or 

even as high as 1:10.

Alexander Ramsay, chair of 

the UPC preparatory committee, 

says that, “the potential benefits 

are huge; it will be a one-stop shop 

for patents and litigation in 

Europe.” He points out that it will 

“cut a lot of red tape to achieve 

unified patent protection,” saving 

companies from “needing to vali-

date in each MS, pay individual 

renewal fees or translate patents 

into the national language.”

Industry sees the potential, 

too. Elise Melon, director of 

intellectual property policy at the 

European Federation of Pharma-

ceutical Industries and Associa-

tions (EFPIA), suggests that, “it 

will just be easier in many 

respects.” Melon notes that, “we 

already have the EPO, although 

it’s not formally a European insti-

tution; it serves as single entry 

point to apply for a European 

patent, but we haven’t got this for 

litigation, and this means that 

companies need to litigate in par-

allel in several MS if there is a 

dispute.” 

The problem, she points out, is 

that, “this takes time and 

resources to pursue a dispute in 

several MS and there is a risk of 

different decisions.” She concludes 

that the UPC has the potential to 

“offer simplicity.” Even better, if 

it can be speedy, too, in reaching 

good, quality judgments.

European Pharma and the 
Unified Patent Court
A look at the EU plans for a European patent, and where the UK fits in 
the mix  

http://WWW.PHARMEXEC.COM/
mailto:leels@btinternet.com


38

WWW.PHARMEXEC.COM

PHARMACEUTICAL EXECUTIVE AUGUST 2016Intellectual Property

Practical 

implementation

Of course, the practicalities are 

considerable when putting the 

concept of a single European pat-

ent court into practice. The UPC 

will have three parts: a Court of 

First Instance, a Court of Appeal, 

and a Registry. The Court of First 

Instance will have its central 

office in Paris, with a division 

planned in Munich and London. 

Additional local or regional divi-

sions can be set up by MS, too.

The Court of Appeal and the 

Registry will be based in Luxem-

bourg. Setting up these institu-

tions requires a host of rules and 

procedures, as well as the people 

and physical infrastructure, too. 

Ramsay believes that the UPC 

will “attract the best possible 

judges.” This is something he 

sees as critical to making the 

new system a success.

Judges serving at the UPC will 

be nationals of MS and, not sur-

prisingly, will have experience in 

the field of patent litigation and a 

good command of at least one 

official language of the EPO. Any 

Panel within the Court will have 

a multinational composition. It’s 

expected that once the UPC is up 

and running that it’ll need a few 

hundred judges, although many 

will work part time. It could be 

attractive, too; a net salary of 

around €11,000 a month is 

reportedly more than many would 

earn in national systems.

Loose ends

The final “go live” date for the 

UPC depends on legal technicali-

ties, including the deposit of the 

13th instrument of ratification 

and the date of entry into force of 

the amendments to Regulation 

(EU) No 1215/2012. In simpler 

terms, 13 MS, including France, 

Germany and the UK need to rat-

ify or at least get parliamentary 

approval to ratify the UPC Agree-

ment. So far, 10 MS have ratified 

the agreement, including France, 

but both Germany and the UK 

have yet to do so.

There are practicalities to deal 

with as well, including recruit-

ment and infrastructure. If all 

goes well, the UPC should start 

formal operations in early 2017. 

Cautious take-up for 

industry expected

It’s not clear yet whether everyone 

will want to take up the opportu-

nity for a unitary patent for 25 

MS. After all, that is advanta-

geous if the UPC holds up the pat-

ent, but less so if it doesn’t. In one 

fell swoop, a key patent could 

become null and void across those 

same 25 countries. Melon notes 

that, “the pharmaceutical indus-

try is different to others; say in 

ICT, where there will be hundreds 

or thousands of patents, but in our 

industry, there may only be a cou-

ple of patents for a product and 

that means that their value in our 

industry is quite different.”

Many of those working in life 

sciences may take a cautious 

approach: watching how well the 

UPC functions for the first few 

years. The pharma industry may 

make use of the opt-out for their 

most important patents, using 

national patent systems that they 

are more familiar with for the time 

being. “Companies will likely have 

different and mixed strategies, try-

ing the UPC for some but not all 

their patent disputes,” says Melon. 

“It’s a reasonable expectation, too, 

that some companies may wait 

some months, or even years to see 

how the system is operating.” 

Plans have already been set out 

for evaluation of the fully func-

tioning UPC. That will be either 

after 2,000 infringement cases 

have been decided, or seven years 

after the entry into force of the 

UPC infringement, whichever is 

the latest.

Brexit uncertainties

The UK could still ratify the UPC 

Agreement, despite the intention 

to leave the EU, as it will remain 

in the fold for two years follow-

ing it’s formal request to leave, 

known as Article 50. When Arti-

cle 50 will be signed is unclear, 

although the new Prime Minister, 

Theresa May, has said that 

“Brexit means Brexit.”

The UPC’s preparatory com-

mittee has said that it will con-

tinue to work as planned despite 

Brexit. Ramsay points out that he 

leads a technical group, and that 

the consequences of Brexit 

“depends on political choices that 

need to be made in the coming 

months.” Despite this uncertainty, 

he says that “the UK is still a MS 

of the EU and it’s perfectly possi-

ble to move on with the ratifica-

tion [of the UPC agreement].”

Industry too is watching and 

waiting, and according to 

Melon, “EFPIA is supporting the 

UPC project. It would, however, 

be greatly weakened without the 

UK. We hope that we can find a 

way to allow the UK to stay in 

the project.” London was slated 

to have a division of the Court 

of First Instance. The city was 

also expected to host a special 

branch of the central division for 

life sciences.

Many of those working in life 

sciences may take a cautious 

approach: watching how well 

the UPC functions for the first 

few years
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PBuffone@
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A
s the US prepares for 

the upcoming presi-

dent ia l  e le c t ion , 

Congress will not 

only break for summer this 

month but will also have an 

extended break in October and 

November. This means there 

will be fewer working days this 

year for Congress to draft and 

pass key healthcare and health 

IT legislation, such as the 21st 

Century Cures Act. The House 

passed the bill back in July 

2015. Since then, the Senate 

Health, Education, Labor and 

Pensions (HELP) Committee 

has parsed the act and created 

several new companion pieces 

of legislation. 

These legislative proposals 

invoke a Kennedy-esque dream 

with a “moonshot” for a cure. 

They propose a precision medi-

cine initiative which could well 

be a legacy of the Obama 

administration and wrestle with 

all kinds of ethical questions 

tucked neatly under the covers. 

Earlier this year, the Senate 

HELP Committee passed the 

Improving Health Information 

Technology Act, which targets 

e lec t ron ic hea lth records 

(EHRs) and aims to make them 

more interoperable. It does this 

by enlisting existing data-shar-

ing networks to develop a vol-

untary model framework and 

common agreement for the 

secure exchange of health infor-

mation across existing net-

works. This will foster bridging 

between currently siloed net-

works. The bill also mentions 

the creation of a digital provider 

d i rec tory that  fac i l i t ate s 

exchange and allows users to 

ver i fy val idity. Final ly, it 

requires that the U.S. Depart-

ment of Health and Human Ser-

vices give deference to stan-

dards developed in the private 

sector.

Deemed too far-reaching, 

the intention of breaking up the 

“Cures” Act was to split the bill 

into smaller, more attainable 

goals. One major problem with 

the original act was the provi-

sions around data sharing.

Patient advocacy groups 

want new treatments and better 

outcomes and they want them 

NOW.  Everyone agrees we need 

a cure for cancer. What makes 

the legislation fascinating is it’s 

going to split open debates 

about the most important ques-

tion of our time: Who is going 

to take the risk?

Risk at the root

Regulations exist because of 

this basic principle of risk. They 

try to ensure a balanced per-

spective among the stakeholders 

and mitigate the potential for 

undesi rable consequences. 

Given the challenges facing the 

healthcare system and acute-

care patients in particular, it’s 

easy to start pointing fingers at 

the regulations and demand 

changes to speed up the process.  

Whether government should 

share in the financial risk of 

health research and whether 

individuals are willing to par-

ticipate in research trials for 

new, unproven treatments are 

strong tests of our fundamental 

values and appetite for risk. Pri-

vacy is also a strong fundamen-

tal value. One of the questions 

on the table for debate with this 

package of legislation is how to 

balance our individual privacy 

with the insatiable demand for 

data that’s needed to fuel new 

research.   

There is no question we need 

more and better data available 

for research and analysis. Some 

of the proposed approaches to 

increasing access to data include 

revising the HIPAA privacy rule 

and the HITECH Act to make 

it easier for organizations to 

access, share and use protected 

health information (PHI).

One proposed change is to 

expand the types of activities 

for which PHI can be used 

under H I PA A to include 

research under healthcare oper-

ations. Including research as 

part of healthcare operations 

could permit a hospital to dis-

close PHI to contractors, busi-

ness associates and other hospi-

tals. This would enable broad 

sharing of data without restric-

tion. 

Another proposed change 

would allow PHI to be shared 

for profit. While there are lim-

ited situations where costs can 

be reimbursed if you are pro-

viding information for research 

purposes, current policies pre-

vent the selling and purchasing 

of PHI for profit. This change 

could permit disclosures of PHI 

to pharmaceutical and medical 

device companies for research 

purposes without requiring 

The ‘Cure’-All for 21st 
Century Data Sharing 
Balancing today’s health data demands and patient privacy is 
not about new regulations—it’s taking a risk-based approach

Continued on Page 50
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Seeking New Horizons
When it comes to Central and Eastern European countries, Hungary has always managed to display a sense of 
vibrancy and perseverance when it comes to making a name for this small nation of roughly 10 million inhabitants. 
“If you look at the country, we are clearly standing out in terms of political and economic stability,” states 
the President of the Hungarian Investment Promotion Agency Róbert Ésik. Even though the country has just 
resurfaced from what has been described as the worst recession in 80 years, primary macroeconomic indicators 
are now painting a “robust picture” with “the defi cit hovering below 3 percent since 2012 and growth rates ranked 
as the 3rd highest in the EU since 2014,” according to Ésik.

Hungary thus clearly performs well within Europe in terms of raw economic statistics, but further efforts are 
still required if the country is to ever regain its dominance as a CEE-region leader and trailblazer for healthcare 
and life sciences. Certain gaps are evident. “The vast majority of stakeholders agree that Hungary’s healthcare 
system remains severely underfi nanced, even when stacked up against some of its [more underdeveloped] 
neighbors,” points out the vice president of the Hungarian Hospital Association Dr. György Velkey. “At some point, 
the healthcare agenda simply fell by the wayside as the government’s focus shifted elsewhere… we’re now in a 
position where there’s going to have to be considerably greater political will before we can start making inroads 
into the massive backlog of issues encumbering our country’s overburdened healthcare system… mobilizing that 
political willingness is a prerequisite to ever being able to restore the system to its former glory.”
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EXTENDING THE LEGACY

Hungarian pharmaceuticals certainly en-

joy an illustrious heritage and fine reputa-

tion. “We have to remember that our local 

pharma industry is steeped in centuries-

old tradition,” proudly acknowledges the 

minister of foreign affairs and trade, Péter 

Szijjártó. “Last century was notable for 

the emergence of a large number of highly 

successful home-grown drug developers 

and manufacturers,” he recalls. “Then, 

in the mid-1990s, most of them were duly 

bought up and acquired by foreign multi-

nationals thus conferring upon them both 

an international dimension and a more 

profound technical knowledge base that 

could propel them to the next level.” For 

him, it is very much this legacy that has 

“ensured that local production has been 

able to maintain pace with even the most 

advanced economies around the globe.” 

Meanwhile, the local pharma indus-

try has functioned as a steadfast and  

important contributor to 

the national economy. Ac-

cording to Dr. Lívia Ilku, 

director of MAGYOSZ, 

the main association repre-

senting in-country pharma 

manufacturers, the sector 

“now generates employment 

for over 14,000 people and 

delivers a full 5 percent of 

the nation’s GPD” with her 

“own members exporting as much as HUF 

900 (USD 3.2) billion worth of products 

each year.” Nor should anyone forget the 

sector’s longstanding function in fostering 

value creation and modernity. “Pharma-

ceutical development and manufacturing 

has been and very much remains a critical 

driver of innovation within the national 

economy, sustaining the employment of 

an entire cadre of leading-edge scientists,” 

declares Minister Szijjártó. Indeed, “from 

an investment standpoint, pharma firms 

are now investing approximately HUF 80 

billion (USD 280 million) per annum, and 

that’s on top of the HUF 70 billion (USD 

245 million) that is habitually ploughed 

into R&D,” concurs Ilku. 

These figures serve to highlight the piv-

otal role that pharma has unequivocally 

played in the development of the country’s 

socio-economic fabric. However, many in-

dustry insiders still feel that their sector’s 

true worth is often overlooked and under-

valued especially when it comes to the nuts 

and bolts of decision-making on financing 

public health provision. A series of cost-

containment measures aimed at tackling 

the nation’s mounting level of sovereign 

debt in the aftermath of the financial crisis 

has bequeathed a severely strained public 

healthcare system catering to roughly 10 

million citizens, with increasingly limited 

resources to support its own weight. 

“We have essentially been avoiding 

this elephant in the room for the past 

twenty years, never daring to state what 

we know: namely that the use of public 

healthcare services does not reflect the 

needs of society, but rather the interests 

of the institutional system,” candidly 

acknowledges Dr. Zoltán Ónodi-Szűcs, 

the freshly minted Secretary of State for 

Health. Since stepping into the public 

spotlight in October 2015, he has strived 

to create a public healthcare system that 

“genuinely serves the interests of the pub-

lic, rather than merely just those of the in-

stitutions,” but warns “any significant re-

form will undoubtedly require sacrifice.” 

Sacrifice, however, is certainly not a 

new concept for pharmaceutical compa-

nies in Hungary. Under the auspices of 

the former Secretary of State for Health 

Dr. Miklós Szócska, the industry in 2011 

faced a 30 percent decrease in pharma-

ceutical spending, coupled with competi-

tive taxation methods and a blind-bid-

ding mechanism to collectively decrease 

the price of medicines. Other measures 

such as pay-for-performance, negative 

incentives of various therapies, and joint 

national procurements were also used to 

engender savings and reduce frivolous 

consumption. “As you can see, we accom-

plished a lot, despite encountering resis-

tance and having to carry out very intense 

negotiations with industry professionals 

and patient groups,” proudly recalls Szóc-

ska, who is now the incumbent director of 

the Health Services Management Train-

ing Center at Semmelweis University. 

The industry itself, however, is already 

feeling the pinch. Compounded by the 

Russia-Ukraine conflict which has dam-

aged two erstwhile major export destina-

tion markets for domestic manufacturers, 

and an amplified compliance burden re-

lating to pharmacovigilance, “many com-

panies have been compelled to implement 

cost-cutting initiatives to stay competitive 

and truly come to terms with a new real-

ity,” laments Ilku. For a sector that has 

contributed so much to Hungary’s evolu-

tion—particularly in terms of innovation, 

Péter Szijjártó, minister of foreign affairs and trade; 

Róbert Ésik, president, Hungarian Investment Promotion 

Agency (HIPA), Dr. György Velkey, vice president of the 

Hungarian Hospital Association

HUNGARIAN MARKET LEADERBOARD

Source: IMS Health.

COMPANY Sales 2016 ($m)

1 NOVARTIS 240,5

2 EGIS 150,8

3 SANOFI-AVENTIS 150,2

4 ROCHE 129,5

5 GEDEON RICHTER 103,9

6 PFIZER 103,1

7 TEVA 102,4

8 JOHNSON&JOHNSON 71,4

9 MSD CORP 67,7

10 ABBVIE 67,6

11 BAYER 59,2

12 MERCK AG 55,8

13 KRKA 49,7

14 BOEHRINGER INGELH. 41,8

15 ELI LILLY 33,1

16 GLAXOSMITHKLINE 32,4

17 ACTAVIS 30,8

18 ASTRAZENECA 30,5

19 NOVO NORDISK 28,9

20 AMGEN 26,8

21 FRESENIUS-KABI 25,8

22 SERVIER 24,3

23 ASTELLAS 19,7

24 WORWAG 18,5

25 BIOGEN IDEC LTD 18,0

26 VALEANT 14,7

27 TORREX PHARMA 11,0

28 HOSPIRA UK 10,3

29 RECKITT-BENCKISER 9,2

30 BERLIN-CH/MENARINI 8,7

31 PANNON PHARMA 8,6

32 ORION 8,4

33 IBSA 8,1

34 ARAMIS PHARMA KFT 7,8

TOTAL 1.769,3
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job creation, and improving health outcomes— this has been 

pretty difficult to stomach.

Nevertheless, Ilku believes collaborative efforts between gov-

ernment and industry stakeholders are steadily improving and 

that there is light at the end of the tunnel. “We’re actually right 

now on the cusp of establishing a strategic agreement with the 

government, that if successful, will enshrine the government’s 

commitment to the proper development of this industry,” she 

confirms. Under the agreement, decision makers would align 

more closely, on the legal front. The move would also foster 

greater industry participation through additional public tenders 

and potentially yield a more transparent and stakeholder-inclu-

sive determination of the drug budget. 

HEALTH EQUALS WEALTH

Chronic underfinancing is a common pitfall for many former 

Communist states and Hungary is no exception. Total health 

spending ultimately accounted for 7.4 percent of GDP in Hun-

gary in 2013, with per capita spending reaching USD 1719, com-

pared to the average of 9.3 percent and USD 3453 respectively 

across OECD countries. Moreover, only 65 percent of total 

health spending was funded through public sources, decreasing 

by roughly six percent from the last decade and now sitting well 

below the OECD average of 73 percent. 

“This indicates that healthcare is not a top priority for the 

government, and that really constitutes a problem,” argues Dr. 

Csaba Szokodi, chair of AmCham’s Healthy Nation Policy Task 

Force. “We really need to focus minds on rendering healthcare a 

major topic in the political arena. We see the government eager 

to invest in research and development and clinical trials in the 

biotech and pharmaceutical industries, but not in the healthcare 

system as a whole. If you speak to a government official and ask 

if healthcare is good for the country, they will agree to initia-

tives that attract investment, but when you speak about creating 

a sustainable healthcare system there is little response or sense of 

urgency. I strongly believe, that these two dimensions should be 

strongly connected,” he reasons.

Ultimately, “You require healthy workers to have a healthy 

economy,” as general manager of GSK Claire Roger aptly 

puts it. She does note, however, that “recognition of the need 

to improve the healthcare ecosystem is slowly increasing.”  

Dr. Lívia Ilku, director, MAGYOSZ; Dr. Miklós Szócska, former 

secretary of state for health and director of the Health Services 

Management Training Center, Semmelweis University; Dr. Csaba 

Szokodi, chair of AmCham’s Healthy Nation Policy Task Force
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“The new fiscal budget has announced a potential increase in not 

only salaries for healthcare workers, but also the pharmaceutical 

budget—the first time in several years—which is very much a 

step in the right direction,” she analyses. 

When health priorities do not align with the tone at the top, 

it’s ultimately the patients who inherit the short end of the stick. 

“More affluent people in Budapest enjoy a life expectancy similar 

to that of the Swiss. However, some districts in the city register 

life expectancies of up to 10 years less,” exclaims Dr. István Vályi-

Nagy, director general of Unified Szent István & Szent László 

Hospital. “One of the reasons for this is that a certain strata of citi-

zens don’t seem to take any responsibility for managing their ill-

nesses: some can be quite ignorant, while others fail to undertake 

the normal prevention techniques. There are, for example, a lot of 

elderly people who lived most of their active 

lives under the paternalism of the communist 

system, many of whom are not in good condi-

tion health-wise. Most smoke and drink too 

much, eat fatty foods and don’t exercise and 

thus end up suffering from a variety of life-

style diseases, often concurrently,” he notes.

Country director of Swiss pharmaceuti-

cal company IBSA, Anna Wienner believes 

that the onus must be on the industry itself to 

Science is no unfamiliar territory for 

the Hungarians. Centuries of tech-

nical aptitude, innovation-driven re-

search, and scientific advancement 

have churned out numerous Nobel 

laureates and scientists alike over 

the years whose contributions have 

undoubtedly altered the way we go 

about living our lives today—particu-

larly within the realm of healthcare. 

“The Hungarian educational sys-

tem is more developed compared 

to other countries, especially in the 

fields of science,” affirms the president of the Hungar-

ian French Chamber of Commerce Miklós Maróthy. “As 

such, Hungarians have developed specialized compe-

tencies in many areas, including healthcare, chemistry 

and medical education.”

The scientists and researchers 

bred by Hungary’s unique network of 

longstanding academic institutions 

have profoundly advanced the inno-

vation frontier and blurred the lines 

of what is and is not possible. “One 

of Servier’s first patents ever was 

[actually] developed by a Hungarian 

scientist named Dr. László Beregi, 

who worked as head of the chemical 

department within the company un-

til the 1980s, primarily in the fields 

of diabetes and cardiology,” reveals Dr. Jan Frederic  

Kesselhut, CEO of Servier Hungary. 

These traditional roots in scientific excellence were a 

primary driver in the French multinational pharmaceuti-

cal company’s decision to establish its only molecular 

research center outside of France in Budapest, Hun-

gary—seamlessly aligning with the Minister of Foreign 

Affairs and Trade Péter Szijjártó’s aspirations to position 

the country as Europe’s innovation hub. Since the official 

inauguration in January 2008, the Servier Research Insti-

tute of Medicinal Chemistry (SRIMC) has served a pivotal 

role in achieving the group’s R&D objectives—especially 

having led to the discovery of two new molecules that are 

currently undergoing phase I and II studies.

SRIMC now employs a whole team of similarly inno-

vative and science-driven Hungarians to help build the 

group’s future and invent products that contribute to 

the advancement of science. The organization has also 

made significant efforts to provide the proper environ-

mental support to effectively enable their success—part-

nering with universities, other research institutes, and 

various biotech companies within the startup community 

to collectively produce what Kesselhut refers to as “an 

unparalleled matrix of knowledge.” 

In Pursuit of the Science

Dr. Jan Frederic 

Kesselhut, CEO, 

Servier Hungary

Miklós Maróthy, 

president, 

Hungarian 

French Chamber 

of Commerce

Claire Roger, 

general manager, 

GSK

SERVIER’S DEVELOPMENT RELIES ON THE CONSTANT SEARCH

FOR INNOVATION IN FIVE AREAS OF EXCELLENCE:

Creating value in Hungary

for the healthcare and 

for the national economy

www.servier.hu

The development of a medicine is a 

lengthy process. Today, Servier research 

teams work not only for the present, 

but for the future and for Life itself.

ONCOLOGY CARDIOVASCULAR METABOLISM
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mitigate this state of affairs through promotion of health education 

initiatives. “Because of the historically passive and subservient rela-

tionship between doctors and patients in Hungary, levels of patient 

participation remain extremely low. This habit is difficult to break, 

but patients must, at some point, start taking the initiative to im-

prove and manage their own health. If you analyze the statistics on 

Hungarian life expectancy, we rank towards the bottom in Europe. 

I believe that the pharmaceutical companies themselves thus have 

an obligation to work to increase health literacy rates,” she argues.

“Today we are working with patient groups, for specific thera-

peutic areas such as rheumatology and also in rural areas to raise 

and increase awareness. Supporting a patient association is actu-

ally very easy, but the power of patient associations in Hungary 

remains terribly weak, especially when compared to Western Eu-

rope. In the future this simply has to change and I believe it inevita-

bly will, just so long as we take steps to properly empower them,” 

declares Wienner. 

PATHWAYS TO FINANCING INNOVATION

Hungary operates under a state-owned universal National Health 

Insurance Fund (OEP), completely financed through mandatory 

tax contributions from employers and employees. “From a drug 

reimbursement point of view, we have one of the most complex 

and comprehensive regulatory frameworks in Europe, which aims 

to cover all medical and medicinal needs for society—even when 

it comes to aspects like hospital and outpatient care,” declares 

OEP’s head of pricing support Dr. Judit Bidló.

According to Bidló, one of the primary challenges now, which 

also extends to every single healthcare market worldwide, is ac-

commodating the growing premiums associated with increasingly 

innovative therapies and assessing alternative financing meth-

ods to introduce them into the system—which is often the root 

cause of delays for companies seeking reimbursement approval. 

“Compared to 10 or 15 years ago, the drug mixture has com-

pletely changed. The products on the market today are of course 

much more efficient, but also much higher in price, and corre-

spondingly, it’s become much more challenging for payers to cover 

them—especially with limited resources. Nowadays, it is crucial 

to define specific outcome criteria and appropriate benchmarks 

to ensure that drugs admitted into reimbursement perform as ex-

pected, else we risk the opportunity costs of not covering other 

therapies that could’ve saved a patient’s life,” explains Bidló.

This trend is especially relevant in the field of oncology, where 

Dr. György Bodoky, head of clinical oncology at Unified Szent Ist-

ván & Szent László Hospital, uses the expression “financial toxic-

ity” to describe the unsustainable price of innovation, requiring 

“an urgent need for close collaboration between government, pay-

ers, healthcare professionals and the pharma industry to solve this 

rapidly emerging issue.”

Janssen has been particularly successful in effectively demon-

strating the fair value of innovation through the use of real-world 

Dr. István Vályi-Nagy, director general of Unified Szent 

István & Szent László Hospital; Anna Wienner, country 

director, IBSA; Zsolt Józsa, general manager, Novo Nordisk

Evidence
of life

IBSA Institut Biochimique SA – Lugano, Svájc 

GSK’s Vaccine Plant in Gödöllö (Hungary)

http://PHARMABOARDROOM.COM/
http://www.ibsa-international.com/home/
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The story of local pharmaceutical 

manufacturer Meditop can trace its 

roots back to an unlikely encounter 

in Nigeria between two of the com-

pany’s original founders and now 

current owners—Dr. Zoltán Ács and 

Dr. Dávid Greskovits. Invoking the 

same open business practices they 

acquired while working in the African 

market, the entrepreneurial duo be-

came the frontrunners in embracing 

Hungary’s new age of privatization, with Meditop be-

coming the first Hungarian privately owned pharmaceu-

tical manufacturing company established following the 

country’s political and economical transition in 1989. 

Growing a business during this 

period, however, was not without its 

challenges. “At the beginning of the 

1990s it was very difficult to create 

your own company, especially with-

out any capital. What we have today 

has been built from nothing,” re-

counts Greskovits. “We started with 

contract manufacturing, which used 

to account for 95 percent of our ac-

tivity. Our first agreement was pack-

aging. This allowed us to eventually 

develop an R&D department. Slowly 

but surely, our step-by-step growth paid off. A key factor 

to this growth was always reinvesting any surplus back 

into the company,” affirms Ács.

Meditop has now become one of the fastest grow-

ing firms among SMEs operating within Hungary’s 

pharmaceutical industry, with approximately 20 per-

cent of business attributed to exports. Investing over 

15 percent of its turnover in R&D, the company is on 

a fast-track trajectory in building up its own product 

portfolio—particularly in CNS, where they’re currently 

developing a new original drug for the treatment of 

neuropathic pains.

To also complement these efforts, several invest-

ment phases collectively exceeding USD 10 million to 

date have been pursued to build up their manufactur-

ing capabilities—starting off with nothing more than just 

a packaging facility and evolving into a truly high-tech 

production site. “During this expansion we purchased 

new continuous coating technology,” recalls Ács. “These 

investments and the flexible operation have made us 

exceptional partners for medium-sized companies 

across Europe. Recently, we have received an incred-

ible amount of inquiries from companies across Europe 

looking to partner with us. Big manufacturers are not 

very flexible, but we are. This year, we’re expecting about 

20 percent growth from these investments.”

Through Thick and Thin

Dr. Dávid 

Greskovits, 

managing 

director, Meditop

Dr. Zoltán 

Ács, managing 

director, Meditop

.

t  our brand new
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mailto: info@meditop.hu
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evidence, and in turn, obtaining product reimbursement. 

“There’s a unique opportunity to access data that encom-

passes the whole population covered under the OEP,” 

illustrates Andreas Woitossek, head of strategy and out-

comes CEE. “Through this data, you can see how patients 

are developing through the system, but you can also see the 

performance of your drugs in a market. With studies sup-

ported by real-world evidence, you have a much stronger 

position to show the added value of existing products for 

the patients, while gaining a much better understanding of 

which patient population would benefit the most from our 

new product launches.”

“In an open and transparent way, showing the value and iden-

tifying patient groups that can benefit from our innovations, and 

following up with real-world evidence to demonstrate efficacy be-

fore and after launch has been pivotal. For instance, we have an 

important treatment option for psoriasis, which is administered 

only 4 times per year. Based on our follow-ups with patients, com-

pared to competitors, our product has been able to boast better 

patient compliance with fewer side effects, adding to our value 

proposition and truly demonstrating that our drug goes beyond 

clinical studies and actually improves real-world health out-

comes,” details Woitossek. 

In terms of alternative financing avenues, “CSL Behring was 

the major facilitator in creating a special health insurance fund for 

patients with primary immune deficiency to increase their access 

to immunoglobulin therapies.  This is the same funding system 

that has been created in oncology. Now that hospitals do not have 

to cover the cost of immunoglobulin for the treatment of primary 

immune deficiency from their own budgets, they are better able to 

treat patients: patients, doctors and payers all manifestly benefit-

ting. We are now working to establish more of these types of funds 

to allow reimbursement for the same therapy for patients with other 

types of immune diseases in neurology and hematology,” promises  

Dr. Attila Luckács, managing director of CSL Behring. 

FIDDLING TO A DIFFERENT TUNE

One of the most salient challenges crippling Hungary’s effort to 

move the health agenda forward is the mass exodus of healthcare 

practitioners—placing significant pressures on an already over-

whelmed system. “One of the main factors provoking the brain 

drain is high asymmetry in doctors’ salaries when comparing the 

Judit Bidló, head of pricing support, OEP; Dr. György Bodoky, head of 

clinical oncology at Unified Szent István & Szent László Hospital; Andreas 

Woitossek, head of strategy and outcomes CEE, Janssen-Cilag; Dr. Attila 

Lukács, managing director, CSL Behring

www.cslbehring.com

CSL Behring is a leader in the fi eld of plasma protein biotherapeutics. The company is committed to the treatment 
of serious and rare conditions and to the improvement of patients’ quality of life throughout the world. The compa-
ny manufactures and markets globally a broad range of plasmabased and recombinant therapeutic agents. With 
its subsidiary CSL Plasma, CSL Behring operates one of the largest plasma collection organizations in the world.

More than 100 years
of plasma protein research

Human
Think

Just replace what is missing!

Inside Meditop's packaging and coating department (Hungary)
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Hungarian market to Western Europe, bearing in mind that the 

workload in Hungary is usually double that of many other Euro-

pean countries,” underscores Dr. József Timár, president of the 

doctoral council at Semmelweis University.

Such circumstances have invariably factored into the way 

healthcare practitioners approach patient care in Hungary, requir-

ing much more tailored strategies from pharmaceutical compa-

nies when executing promotional campaigns and commercializing 

products. “GPs in Hungary tend to participate in a lot of events, 

congresses, and educational seminars—but the type of therapies 

prescribed has been changing only very slowly,” analyzes the 

country manager of Berlin-Chemie Dr. Péter Oláh.

For example, we have an antidiabetic product whose indica-

tion was approved for treating pre-diabetic patients. We have been 

promoting this new indication to GPs and specialists for more 

than six months, but we realized that doctors are already over-

worked and display limited interest in what is, after all, a rather 

preventive indication. I think this phenomenon is symptomatic of 

the current healthcare system in force in which the insurance fund 

offers little incentive to physicians to focus on prevention. Addi-

tionally, over 200 GP positions are empty in the country, leading 

to oversized patient pool for the rest,” he reflects.

Other companies have chosen to dedicate their efforts 

to first understand the entire care spectrum, particularly 

from a patients’ perspective. “For instance, we developed 

a questionnaire in collaboration with six leading hematolo-

gists, the myeloma patient organization, and an independent 

research company to look at what patients with myeloma 

Especially in a market where the reim-

bursement scheme is highly restrictive, 

OTC has often been seen as a consis-

tent and reliable area for pharmaceutical 

companies to drive growth, a trend fur-

ther driven by a worldwide push for more 

affordable and accessible medicines. 

For Swedish specialty pharma company 

Meda, consumer health has been a piv-

otal medium to level the playing field 

against a backdrop stiff generic competi-

tion and diminishing prices for innovative 

products. “When I joined Meda in 2008, that was the period 

when an influx of generics starting entering the market,” 

recounts the general manager of Meda Hungary Dr. László 

Gáspár. “Many originator products were faced with significant 

generic competition, causing the average prices of drugs, and 

in turn, total market value for specialty therapeutics to decline 

by 50 or 60 percent. Needless to say, it was a challenging 

market for innovators to unlock value and drive growth, which 

was why we decided to shift our focus to OTC.”

However, in order to effectively compete against the more 

dominant players in this segment who have much bigger 

balance sheets, Meda has chosen to tap into more uncon-

ventional channels for OTC promotion. “Given our relatively 

limited promotional budget at the time, we identified several 

non-Rx products in our OTC portfolio with the most growth 

opportunities and began promoting them to doctors—circum-

venting the traditional direct-to-consumer campaigns. Aside 

from persuading doctors to endorse the products, we had to 

convince pharmacies to stock them, while also generating pa-

tient demand,” details Gáspár. 

 Although quite intensive, especially when dealing with prod-

ucts that typically exhibit much faster turnover than Rx, but 

without the added price premiums, this specifically tailored 

approach—much in tune with the organization’s lean decision-

making process and flat hierarchy—eventually served the affil-

iate well, with revenues roughly tripling in the span of 8 years.

Unconventional Channels for OTC:  

The Path Less Traveled 

Dr. László 

Gáspár, country 

manager, Meda 

Pharma

Dr. József Timár, president of the doctoral council at 

Semmelweis University; Dr. Péter Oláh, country manager, 

Berlin-Chemie; Nienke Feenstra, commercial lead, Takeda

http://PHARMABOARDROOM.COM/
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really experience or encounter,” explains Nienke 

Feenstra, Takeda’s commercial lead in Hungary.

“Through in-depth interviews with these patients, we 

assess both technical aspects, such as first symptoms and 

treatment regiments, and psychological considerations, 

such as their personal sentiments, emotional responses, 

or access to informational support. Essentially, our aim 

is to obtain a comprehensive and meticulously detailed 

overview of the total care flow and its unmet needs from 

a patient perspective for a particular disease first, in order 

to tailor our approach and address these needs simultane-

ously when bringing a product to market,” she continues.

Similarly, Danish dermatology specialist LEO Pharma has 

adopted this same notion of patient-centricity, but applied it 

in a more non-conventional fashion, leaving their sales force 

to focus exclusively on conducting and gathering in-depth 

market surveys extending to both the patients and doctors. 

“Following our research we soon realized that the dermatolo-

gists are only focusing on treating skin diseases without ad-

equately recognizing and addressing the corresponding psy-

chological anxiety of patients with psoriasis,” recounts the 

affiliate’s country manager Dr. Andrea Bondár.

“Many doctors have also said that they weren’t properly 

equipped to effectively handle the frustration of the patients. As 

such, we created an online portal for doctors called dermacare.hu 

to help them acquire the necessary support. The primary ob-

jectives of this portal were to help healthcare practitioners 

stay up-to-date with the latest scientific advancements, better 

understand the needs of the patients, and establish open com-

munication channels with other doctors in the community,” 

details Bondár.

Exeltis a mid-sized Spanish enterprise specializing in woman’s 

health has chosen to pursue more traditional models in light of 

prevailing market dynamics. “Our first entrance to the market 

was with a product that was entirely new, so we utilized a more 

traditional marketing strategy— engaging directly with gynecolo-

gists and organizing round tables. Hungary traditionally was not 

a price sensitive market with oral contraceptives, but is now be-

coming more so with the influx of generics,” exclaims sales and 

marketing manager Veronika Ferencz. “This is why it is very im-

portant to have a strong relationship, not just between our sales 

representatives and the gynecologists but pharmacies as well.”

In order to truly lead by example and provide the proper tools 

and support to raise the quality of care in Hungary, “Wörwag 

has taken a specific interest in raising awareness for the diagnosis 

and treatment of neuropathy by building up a network of neu-

ropathy centers,” describes the managing director of Wörwag Dr. 

Éva Kádár. “This initiative began with the first center opening up 

in 1998, alongside the establishment of the National Neuropathy 

Screening and Education Center at Semmelweis University. Since 

then, this network has expanded to 13 neuropathy centers until 

today, and we have ambitions of doubling that number to have at 

least one center in each county by 2020.”

SHIFTING UP THE GEARS?

“The past few years delivered a tricky, but comparatively stable 

environment,” assesses the general manager of IMS Health 

Hungary & Adriatics, Zsolt Szepesházi, when asked to evalu-

ate the country’s evolving pharmaceutical market dynamics.  

All in all, many actors have indeed proved adroit in successful-

ly navigating a doubtlessly complicated, but nonetheless prof-

itable marketplace. Furthermore, with many of the structural 

fundamentals already soundly embedded, IMS Health is now 

confidently predicting “year on year single-digit growth of an 

unspectacular, but solidly reliable 3 to 6 percent.” 

Andrea Bondár, country manager, LEO Pharma A/S Hungarian Commercial 

Representative Office; Veronika Ferencz, sales & marketing manager, 

Exeltis; Dr. Éva Kádár, managing director, Wörwag; Zsolt Szepesházi, 

general manager, IMS Health Hungary & Adriatics

http://PHARMABOARDROOM.COM/
http://dermacare.hu/
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that the data be appropriately 

de-identified to protect patient 

privacy. 

To serve and protect

While it is important to share 

more health data for research 

and analysis, we must consider 

what impact these proposed 

changes would have on privacy 

protections for individuals. 

Who would be able to access the 

intimate personal details often 

captured in your health records 

and under what conditions?

The goal should be to find 

the appropriate way to balance 

privacy compliance and access 

to data. To achieve this goal, it 

may not be necessary to rewrite 

HIPAA and amend the HITECH 

Act. A risk-based approach 

exists that can address any data 

items that could be used to re-

identify an individual patient 

within a data set while still pre-

serving the important data ele-

ments researchers need. 

Using this proven methodol-

ogy, data-sharing goals can be 

achieved without putting patient 

privacy at unnecessary risk. 

This can eliminate the need to 

rework existing regulations, 

which could take years to 

approve and further delay 

implementation of the impor-

tant initiatives aimed at bring-

ing new therapeutic treatments 

to market faster.

Some innovative organiza-

tions are already using this 

proven de-identification meth-

odology to unlock the value in 

our PHI safely. For example, the 

American Society of Clinical 

Oncology (ASCO) is developing 

a learning health system to pro-

vide doctors and other health-

care providers with access to 

cancer patient information. 

When little is known about a 

particular cancer or cancer 

treatment from clinical trials or 

published research, providers 

can use these types of systems 

to evaluate how best to approach 

an individual case by using 

information on millions of peo-

ple to inform their decisions. A 

critical element is not only hav-

ing historical information, but 

also including the most recent 

information available on cancer 

treatment to allow providers to 

learn things that would other-

wise not be possible. 

De-identification of PHI is a 

quicker and more responsible 

approach than pursuing unnec-

essary legal and regulatory 

changes. All that is needed is 

more encouragement and guid-

ance to compel healthcare orga-

nizations to adopt the existing 

standards. This will ensure that 

healthcare organizations are all 

using the same proven approach 

to protect patient privacy. 

This should be easy since a 

model f ramework already 

exists. Developed in collabora-

tion with healthcare, informa-

tion security, and de-identifica-

tion professionals, the HITRUST 

De-Identification Framework 

provides a consistent, managed 

methodology for the de-identifi-

cation of data and the sharing of 

compliance and risk information 

amongst entities and their key 

stakeholders. Risk-based de-

identification is one of the most 

effective methods to manage pri-

vacy risks for sharing data, while 

allowing for the greatest level of 

utility for research and analysis.

Standard reliance  

 There is strong consensus that 

increased access to health data 

can lead to important advance-

ments in medical research and 

innovation. However, the cur-

rent proposals for making this 

data accessible may be more 

complicated than necessary and 

may place patient privacy at 

increased risk. Organizations 

should be incented to operation-

alize the current standards and 

the risk-based de-identification 

methodology out l ined by 

HIPAA, HITRUST, the Insti-

tute of Medicine (IOM), PhUSE, 

the Council of Canadian Acad-

emies, as well as the EU General 

Data Protection Regulation. 

Proposing new legal and reg-

ulatory changes to facilitate 

increased data sharing is unnec-

essary. Innovative healthcare 

organizations are already using 

this proven approach to effec-

tively balance patient privacy 

with the demand for greater 

access to robust health data 

needed for important research 

and analysis. We don’t need 

more or different regulations, we 

just need more healthcare stake-

holders to adopt the current 

standards. 

One proposed change could permit disclosure of 

protected health information to pharma and 

device companies for research purposes without 

requiring the data to be appropriately de-identified 

to protect patient privacy

Continued from Page 39
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I
n spite of the hullabaloo 

around the Summer Olym-

pics’ many blemishes and 

potential disasters—corrup-

tion, doping, sewage-defiled 

waterways, Zika, etc.—we can’t 

help but get into the spirit of 

friendly international sportsman-

ship, national anthems and pomp.

Gold and silver to   

Bayer and J&J

The Olympic brand could be at an 

all-time low. But if corporate 

“BrandPower” were an event, top 

awards would be handed out to 

Bayer and J&J for the strong top 

10 fi nish in Tenet Partners’ rank-

ings. The metric is a bit like a 

decathlon, scoring each company 

in different events like familiarity 

and favorability as well as reputa-

tion and “ability to impact business 

performance.” Bayer and J&J (at 

#3 and #8, respectively) are situ-

ated with other kings of the global 

corporate world, Coca-Cola, Her-

shey, Walt Disney, Apple, Micro-

soft, PepsiCo, American Express 

and Google – Alphabet. Bristol-

Myers Squibb also cracked the bio-

pharma brand podium, placing 

78th on the overall list.

Shire wins a pair

Shire could earn gold for winning 

approval with Xiidra (lifi tegrast) in 

dry eye, an exceedingly challenging 

indication that hadn’t seen a new 

product enter the market since 

Allergan’s Restasis, over a decade 

ago. Leaping over the FDA’s 

requirements to display improve-

ment in both signs and symptoms 

had proven a high hurdle for others 

developing treatments in an under-

appreciated affliction that can 

severely impact patients’ quality of 

life, but for which clinical evidence 

proved tenuous with nebulous 

measurements and complicating 

factors like weather and allergies. 

A second gold could come for 

Shire’s pricing strategy that might 

keep it on the fringe of #DrugPric-

ing debates and headlines. The 

$5,000 per year matches up with 

Restasis, a targeted shot to gain 

share of Allergan’s $1 billion-plus 

market.

A comeback worthy    

of silver

Written off by AstraZeneca and 

Amgen, Valeant could earn laurels 

for its risk-taking on psoriasis 

treatment brodalumab. Six sui-

cides in clinical trials had develop-

ers sprinting away, though the 

mechanistic connection had many 

scratching their heads. Valeant 

took over the heavy lifting, and 

approval looks likely with the 

unanimous backing of an FDA 

advisory committee panel. A 

black box warning, however, will 

keep it several lengths out of fi rst, 

a spot that will certainly be kept 

by Cosentyx, the fi rst IL-17 anti-

body to market by Novartis—a 

drug class that had dermatologists 

thrilled upon seeing clinical data.

Wearable bronze

GlaxoSmithKline, along with 

Medidata and POSSIBLE Mobile, 

earned a podium spot for their 

team effort in rheumatoid arthritis 

(RA). The group is diving into a 

wearables trial with Apple 

Research Kit to gain a real-world 

look into patients’ lives, and RA 

seems like an ideal arena for move-

ment-tracking technologies to set 

a new research pace. The PARADE 

study (Patient Rheumatoid Arthri-

tis Data from the Real World) 

won’t be testing a specifi c drug. 

We’ll reserve the top podium spots 

for efforts that will bring wearable 

tech to actual pivotal drug trials, 

which hopefully won’t be far off.

Bronze brain training?

As drug efforts remain off the 

awards stand, data at this year’s 

Alzheimer’s Association Interna-

tional Conference saw previously 

disallowed brain-training games 

with results worthy of a medal. 

Researchers seem pleasantly sur-

prised that relatively minor inter-

ventions via computer-based 

games had signifi cant impacts a 

decade later—and even demon-

strated a typically meaningful 

dose-response. The disqualifi ca-

tion of app-based brian trainers 

like Lumosity may still be in effect, 

though with few other promising 

entrants out there, we look for-

ward to seeing more digital inter-

ventions attempted.

Did not fi nish

In the always contested fi eld for 

obesity treatments, disappoint-

ments continue as Zafgen tossed 

its candidate beloranib into the 

mucky waters. The company will 

regroup around its second-genera-

tion MetAP2 inhibitor that it says 

has shown similar effi cacy and bet-

ter safety, in mice. With any luck, 

maybe Tokyo in 2020 will have a 

stronger fi eld of players. For now, 

your best chances to look like an 

Olympian is to train like one. 

On and Off the 
Pharma Podium

http://PharmExec.com/
mailto:casey.mcdonald@ubm.com


TrialCard helps you find patients 
with rare diseases faster – because 
every day counts.

trialcard.com  

Contact us to today to learn how TrialCard’s Lead Generation Services 

can help get your orphan drugs to the patients who need them.

Mark Droke, VP Sales  |  mark.droke@trialcard.com  |  919-415-3341

TrialCard’s Lead Generation Services connect physicians who 
treat patients with rare diseases to orphan drug manufacturers, 
helping patients get the relief they desperately need.
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