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A kEy issuE For bioPhArmA mArkEtErs todAy is balancing cost and value factors 
around specialty biologic drugs, particularly those for cancer and other high profle, life-
altering diseases. The fnancial and reputational stakes for players in this hotly contested 
commercial space are high, compounded by a startling lack of awareness of the incen-
tives that drive specifc actions by payers, providers, health professionals, drug manufac-
turers—and, ultimately, the patient. Bridging this perception gap was the theme of Pharm 

Exec sister organization CBI’s annual conference on Access and Reimbursement, held in 
Philadelphia earlier this month. Speaker after speaker noted that pharmacy spend is now 
the fastest growing cost segment for insurers, and specialty drugs are the principal factor.

A 
highlight of the meeting was the release 
of a survey by a new community-based 
practitioner network, The Health 

Payer Council, examining how US payers are 
responding to access and fnancing challenges 
for specialty medicines. The council conducted 
interviews over a 10-day period in August with 
52 US-based medical and pharmacy directors—
whose decisions affect 60 million commercial 
policy lives. The objective was to identify what 
payers are doing at present to manage pharma-
ceutical costs and to assess cost control mea-
sures that are likely to be applied over the three 
years, particularly in the oncology space. 

Here are three key fndings: 
• Current strategies emphasize the applica-

tion of standard pharmacy beneft techniques 
to infused medicines and biologics, refecting 
their higher visibility in terms of reimburse-
ment exposure. Some 44 percent of the survey 
group have programs underway or in the pilot 

stages. Signifcantly, 
39 percent are work-
ing on strategies to 
wean physician prac-
tices away from their 

dependence on revenues from these drugs—a 
diffcult task in light of the fact that most 
oncology practices would be insolvent without 
the income from administered drug treat-
ments. Especially relevant here is the offering 
of performance bonuses to physicians when 
plan-approved clinical treatment pathways 
are observed; 36 percent have this in place or 
under pilot. In lowest order of use are drug 
capitation/bundling and differential ASP re-
imbursement, at 31.2 percent and 21 percent, 
respectively. 
• Overall, there was no ringing endorsement 

of the success of these approaches: the majority 
of plans consider their efforts to be only “some-
what successful.” Pharmacy beneft man-
agement techniques (86 percent) were rated 
the highest in terms of success, followed by 
differential ASP reimbursement (67 percent). In 

contrast, efforts to wean physicians off of drug 
revenues received a high 17 percent score for be-
ing “somewhat unsuccessful.” And no one was 
particularly enthusiastic about performance 
bonuses—a full 100 percent of the survey popu-
lation ranked this tactic as “somewhat success-
ful” rather than “very successful.” 
• A sea change is expected in management 

of oncology specialty drug spending over the 
next three years. More than two thirds—69 
percent—believe aggressive cost controls target-
ing this therapeutic segment will be in place 
before mid-decade; half think this will happen 
over the next year. An interpretation of the 
poll results suggest in turn that capitation/
bundling and pay for performance will be the 
toolkit of choice for cost cutters, since these two 
have captured the most interest among payers; 
they are seen as the most effective methods not 
currently in wide use. 

Roger Green, an industry veteran who con-
ceived and administers the Health Payer Council, 
tells Pharm Exec the survey evidences a “discon-
nect” between what payers are doing now to 
manage high drug costs in specialty and strate-
gies that are not being applied—despite the per-
ception that these are the ones most likely to be 
successful. “Payers by and large are still fxated 
on a philosophy that relies on the incentive of the 
carrot or the stick. This is not the optimal way to 
accomplish what is necessary to facilitate change, 
which is getting the various siloed parts of the 
system to cooperate, share, and work in partner-
ship. More emphasis must be placed on changing 
basic behaviors.” At root, Green says, is a simple 
lack of awareness. “No one in the system under-
stands how anyone else makes money.” 

The council, which now has 107 members 
drawn from the medical director and phar-
macy payer community, has a mandate to do 
just that. It won’t make policy but is to serve 
as a forum to exchange information and build 
dialogue, with Big Pharma a principal focus. 
You might call it a Venn diagram of the payer 
community, writ real.

trying to Control Pharma Costs? 

William Looney
Editor-in-Chief

wlooney@advanstar.com

Follow Bill on Twitter:

 @BillPharmExec

First, understand how 

other people make money.
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Washington Report

U
ser fees are going up be-

cause it takes more time 

and resources for the 

Food and Drug Administra-

tion to review applications for 

more complex products—and 

because the volume of new 

drug applications (NDAs) is go-

ing down. The dip is slight for 

submissions expected in 2014, 

according to an announcement 

of Prescription Drug User Fee 

Act (PDUFA) rates published 

in the Federal Register Aug. 2. 

FDA expects to see 116 flings  

in 2014, slightly less than the 

122 submissions in 2012. And 

because the agency has to col-

lect a certain amount of fee rev-

enues each year, which is revised 

to refect infation and a “work-

load adjuster” for the new drug 

review program, fewer submis-

sions means that each sponsor 

pays a little more. 

So next year it will cost $2.2 

million to submit an NDA or 

biologics license application 

(BLA) for agency review, and 

$1 million for a supplement 

with clinical data, generally to 

support new indications or ex-

panded labeling. Review of a 

new biosimilar application that 

carries clinical data will be just 

as costly. 

While a $2 million applica-

tion fee may be relatively incon-

sequential for a large pharma 

company, compared to the vast 

sums it spends on clinical trials 

and product development, the 

amount may be considerable 

for small frms with limited re-

sources. Manufacturers more-

over will pay higher establish-

ment fees ($555,000 for each of 

455 facilities) and product fees 

($104,000 for 2,425 marketed 

products). 

Boosting breakthroughs 

The drop in anticipated NDAs 

may refect an ever-longer and 

more costly drug-development 

process that is squeezing pharma 

investment in R&D. FDA has a 

ways to go to approve as many 

new molecular entities (NMEs) 

in 2013 as the near-record 39 

NMEs in 2012, and maintain-

ing momentum will be harder in 

the future if initial submissions 

drop. Of course, if sponsors fle 

more high-quality applications 

that yield a greater percentage 

of approvals, the fnal numbers 

could continue to rise—an out-

come that would bring cheers 

on all sides. 

A more positive view of the 

approvals-and-innovative issue 

is to distinguish truly impor-

tant NMEs—“frst-in-class” 

and “advance-in-class” medi-

cines that account for a grow-

ing proportion of new drugs—

from “addition-to-class” drugs 

that are declining, according 

to FDA analysis (http://bit.

ly/197KlG6). A rising number 

of advanced new therapies are 

coming to market, according to 

this assessment, even if total ap-

provals remain static.

FDA’s new breakthrough 

drug program promises to sup-

port this shift by speeding the 

development and authorization 

of promising, critical therapies. 

Not only will FDA accelerate 

the review of applications for 

therapies that win the “break-

through” designation, but agency 

scientists will provide advice and 

leeway to streamline clinical de-

velopment. According to Friends 

of Cancer Research, a lead ad-

vocate for the program, FDA 

received 73 requests for break-

through status as of late July—

much more than the handful ini-

tially expected. The designation 

has been denied for 22 requests 

and granted for 25 experimen-

tal drugs that demonstrate early 

signs of clinical improvement 

over existing therapies for seri-

ous diseases, such as cancer and 

cystic fbrosis. 

The program’s success ap-

pears linked to advances in 

genetic understanding of drug 

response that enable FDA and 

sponsors to detect effcacy 

in early clinical trials, noted 

Biopharma Innovation  
in Trouble?
Regulators, sponsors seek more productive research strategies.

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

jwechsler@advanstar.com.

The drop in anticipated NDAs may 
refect an ever-longer and more 
costly drug-development process 
that is squeezing pharma investment 
in R&D. 
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 Janet Woodcock, director of 

the Center for Drug Evalua-

tion and Research (CDER), at 

a Friends briefng in July. Jay 

Siegel, head of global regula-

tory affairs at Johnson & John-

son, described how the break-

through designation may shave 

two years off the timeframe 

for developing ibrutinib, a new 

oral leukemia medicine. 

At the same time, there are 

clear challenges in bringing 

these innovative treatments to 

market. Insurers and health 

plans may hold off reimburse-

ment until additional clinical 

data confirms efficacy and 

added benefits. Manufactur-

ers also face problems in scal-

ing up quickly to commercial 

production. 

FDA advice for implement-

ing this and other expedited 

review and development  pro-

grams should help, as seen in 

a June draft guidance that of-

fers sponsors insight into which 

factors lead to a breakthrough 

designation for a drug, plus ac-

celerated testing and review. 

FDA also plans guidance on ac-

celerating the development of 

diagnostics that can help spon-

sors demonstrate which patients 

respond to therapy. Pharma and 

biotech frms are happy to an-

nounce when an experimental 

product receives breakthrough 

or expedited designations, but 

there’s much less information 

out there on what FDA turns 

down—and why. 

Streamlined studies

Biopharma R&D productivity 

also could beneft from a more 

robust clinical trial infrastruc-

ture that uses biomedical data 

more effectively, says Woodcock, 

who would like to see more 

ongoing clinical trials utilizing 

standardized data and  method-

ologies that can rapidly screen 

candidate compounds for signs 

of effcacy. “Let’s not reinvent 

the wheel with every trial,” she 

commented at a July confer-

ence on biomedical innovation 

sponsored by the Brookings In-

stitution.  Instead, a “network of 

data sources” linked by common 

protocols for data standards 

could greatly compress the clini-

cal testing process.

The National Institutes of 

Health (NIH) similarly aims 

to help reduce the high failure 

rate of clinical trials through 

a target validation consor-

tium, starting with pilots for 

Alzheimer’s disease, diabe-

tes, rheumatoid arthritis and 

schizophrenia, added NIH 

deputy director Kathy Hud-

son.  And the Patient-Centered 

Outcomes Research Institute 

(PCORI) has launched the 

National Patient-Centered 

Clinical Research Network to 

improve the conduct of clini-

cal outcomes research. The 

program will consist of some 

25 research networks formed 

by research organizations and 

patient groups, each able to tap 

into health data for over one 

million individuals, explained 

PCORI chief science offcer 

Bryan Luce at the Brookings 

conference. Luce acknowl-

edged challenges, but predicted 

the program would provide “a 

dynamically linked clinical re-

search network” that can test 

hypotheses and do adaptive 

studies, Bayesian trials and ob-

servational studies. 

Pharma post-marketing stud-

ies stand to beneft from the 

networks’ data from real-world 

patients in usual care settings. 

Although the PCORI networks 

may not be that useful in con-

ducting randomized trials for in-

vestigational medical products, 

the program could help identify 

and recruit patients for clinical 

studies, encourage use of patient-

reported outcomes, and indicate 

to sponsors why certain patients 

don’t respond to treatments. Key 

issues are how PCORI develops 

the governance and structure of 

the research networks and who 

has access to the data. 

Diverting FDA Resources?
The fast growth in the breakthrough designation program has 

raised concerns about shifting FDA resources and attention away 

from the conventional drug approval process. CDER offcials 

acknowledge an “all-hands-on-deck” approach to dealing with 

breakthrough therapies, and that continued program growth could 

stress agency resources.

FDA might be able to handle expedited drug development initia-

tives more effectively if it received the full amount of user fees paid 

by regulated frms. Unfortunately, the budget sequestration process 

has created a serious revenue shortfall. The agency has lost ap-

proximately $85 million of its $1 billion user fee payments this year 

under the budget cutting-process, which applies to all FDA revenues, 

including fees paid by pharmaceutical, generic drug, and medical 

device companies. Congressional leaders are pushing for legislation 

to give FDA access to all drug user fee revenue; without such a bill, 

a portion of user fees will remain stuck in the Treasury Dept.
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Engaging  
the future
HP Applications Transformation 
“Engagement” is the coin of the new life sciences realm.

Most executives now also recognize 

the need for information technologies 

that will support a more connected 

pharmaceutical business. To more  

fully appreciate this shift, it may help  

to take a closer look at the rationale  

for and requirements of this more 

engaged approach.

Change is a given
Powerful forces are driving the move to 

a more integrated and patient-centric 

business model.

Leading companies have worked to adopt 

consumer-centric strategies designed to 

improve market share and penetration. 

Those strategies are increasingly less 

dependent on blockbuster drugs through 

traditional sales channels; they are more 

attuned to the personalized, consumer-

driven marketplace of the future.

Accelerating products through the pipeline 

remains a core objective. Firms are working 

to optimize their portfolio of existing 

FRPPHUFLDOL]HG�SURGXFWV��DQG�WR�ƭQG�QHZ�

indications for current products. Many look 

to emerging markets to drive new sales  

and revenue.

At the same time, companies must 

respond to a more challenging regulatory 

environment and the need to continually 

improve patient safety, outcomes, and 

consumer satisfaction. Not surprisingly, 

many are refocusing on the core 

competencies that drive innovation and 

PDLQWDLQ�SURƭW�PDUJLQV�

,Q�SXUVXLW�RI�WKRVH�REMHFWLYHV��ƭUPV�DFURVV� 

the life sciences spectrum are working to 

boost R&D output, to spur collaborative 

HƫRUWV��DQG�WR�PD[LPL]H�WKH�YDOXH�RI�WKHLU�

partner ecologies.

Forging closer engagements
To do this, forward-looking pharma 

companies are leveraging a “new  

style of IT.” 

This new model represents an incremental 

shift away from traditional transaction-

oriented systems of record. There is now 

a clear move toward a new generation 

of engagement-oriented systems that 

enable change, encourage innovation, 

and open the collaborative links needed 

in the new pharmaceutical marketplace. 

This engagement-based approach is tuned 

to give end a seamless and satisfying 

experience as they seek anywhere, anytime 

access to information and services. It fully 

exploits today’s most powerful cloud, data, 

analytic, and mobile capabilities.

To position themselves in the emerging patient-centric world, pharmaceutical companies 

are building more informed, personalized relationships with healthcare consumers. Companies 

are forging closer ties to strategic partners, regulatory agencies, and globalized value 

chains. Many now seek the innovative power of a more mobile and collaborative workforce.
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This model reshapes how technology is 

delivered, paid for, and consumed. It gives 

pharmaceutical companies the insights 

needed to meet changing consumer and 

market demands.

Organizations that embrace this new  

style of IT will have the tools to succeed in 

tomorrow’s changed environment. Those  

that do not will be the also-rans of the  

patient-centric marketplace.

Ask the right questions
So how can we best understand this  

more engaged approach to business?  

We can start by taking a critical look 

at how companies engage their most 

important constituencies.

What will consumers expect and  

demand in a post-reform environment? 

Who exactly are your producers and 

suppliers, distributors, research allies, 

and provider-side partners? How will more 

stringent regulations shape your business 

options? Finally, how can you better 

understand, connect, and engage with  

this dynamic environment?

Those are the tough questions, and 

pharma execs must press for clear answers 

across their organizations: from supply 

chain and enterprise resource planning, to 

research and development, production, IP 

management, and increasingly important 

consumer relationships.

The most critical question, however, may  

be how to get there. What must happen 

to move a big pharma company from a 

legacy records-oriented environment to 

the coming more nimble and collaborative 

engagement-driven approach?  

Applications are important
For any pharmaceutical company hoping 

to improve time to market, gain customer 

insights, and accelerate clinical trial 

outcomes—that shift will require the 

modernization and transformation of its 

enterprise software applications. 

That should come as no surprise, because  

a typical pharmaceutical company currently 

runs up to 80% of its business on traditional 

system of record-type applications. Those 

legacy systems are used to manage R&D 

pipelines, supply chains, production, 

customer relationships, and more.

Most applications function behind the 

scenes and draw executive attention 

only when they cause problems or need 

replacing. But enterprise applications 

increasingly play an absolutely vital 

role in the success or failure of modern 

pharmaceutical companies. Unfortunately, 

many previous-generation IT architectures 

lack the transparency and flexibility  

needed in today’s unforgiving life  

sciences marketplace.

In fact, many legacy apps now act as 

costly barriers: obscuring consumer 

SUHIHUHQFHV��VWLƯLQJ�SDUWQHU�DQG�VXSSO\�

chain collaboration, preventing change, 

and slowing time to market. Outdated apps 

can seriously reduce the ability to deliver 

innovation, care, and value in a changed 

pharma environment.

7KH�GHVWLQDWLRQ�LV�FOHDU��EXW�OLIH�VFLHQFHV�ƭUPV�

must take care as they move toward a more 

rewarding engagement-based model. 

Many will update enterprise systems on 

a selected or sequential basis, and so 

will need to manage a complex mixed 

environment of legacy and modernized 

DSSOLFDWLRQV��,W�LV�LPSRUWDQW�WR�ƭUVW�GHƭQH�

realistic requirements, to design appropriate 

applications, and then to manage the 

transformation to that future state.

But transformation is  

the key
It can be a daunting task, but it is one  

that can be managed with expertise  

and experience. 

Forward-looking organizations now 

recognize the need for a truly transformative 

MRXUQH\tIURP�D�FXUUHQW�VWDWH�GHƭQHG�E\�

fragmented stand-alone systems to the 

more connected and proactive healthcare 

environment of the future.

HP recommends a holistic approach for 

SKDUPDFHXWLFDO�ƭUPV�WKDW�VHHN�D�PRUH�

patient-centric, real-time, integrated 

healthcare model. It is an approach 

that can help bridge the gap between 

existing systems of record and the new 

engagement-driven landscape.

As we have noted, four key technologies 

will be absolutely essential: big data, 

cloud, mobile, and social. Aggressive 

pharmaceutical companies are already 

leveraging those advances to optimize 

alliances and sales activities, to foster 

collaboration, and to accelerate their 

product pipelines. Data and analytics,  

in particular, can yield real insights into 

5	'��SDWLHQW�VDIHW\�DQG�HưFDF\��FRQVXPHU�

preferences, physician needs, and market 

demand.

Assuring these new technologies align 

with business process is also essential. 

Technology change often impacts current 

processes, and these processes must be 

reviewed and updated to align with the 

technology roadmap. Acceptance of the 

updated processes depends on buy-in from 

WKRVH�ZKR�ZLOO�EHQHƭW�IURP�WKH�FKDQJH��

therefore, their input is highly valuable and  

a critical success factor.

This proven approach leverages enterprise 

applications to deliver a superior experience 

for pharmaceutical companies, employees, 

and customers. It envisions a complete 

ecosystem that makes full use of cloud 

integration, modernized applications, and  

a well-designed user experience.

Making the move
5HJDUGOHVV�RI�WKH�ƭQDO�FRQWRXUV�RI�D�

post-reform marketplace, pharmaceutical 

companies will compete in a more 

transparent, integrated, value-based 

environment.

Success will be driven by optimized 

portfolios, Genomics and more personalized 

medicine, and increasingly collaborative 

business structures. Winners will pursue 

both top-line growth and bottom-line 

savings. They will exploit emerging markets 

DQG�ƭQG�SHUVRQDOL]HG�ZD\V�WR�VHUYH�PRUH�

informed consumers. 

Survival will be measured by speed to value, 

and speed to value can only be achieved 

through technology-enabled integration.

Those are the realities and the promise of a 

more engaged pharmaceutical marketplace.

Matt Bills, Segment Leader, U.S. Life 

Sciences Industry, HP

© Copyright 2013 Hewlett-Packard Development Company, L.P. 

For more information, go to  

hp.com/enterprise/healthcare
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S
o ceremonial was the 

launch in July of the EU-

US trade talks that one 

might almost have misinter-

preted it as a celebration of a 

hugely satisfying conclusion. EU 

leaders trilled excitedly about “a 

special moment,” and “historic 

negotiations.” The White House 

effused about “signifcant ben-

efts” in international competi-

tiveness, jobs, and growth. And 

both sides spoke of “a compre-

hensive trade and investment 

deal” and “strong political will.” 

The transatlantic business com-

munity also threw its collective 

hat into the air, rejoicing at the 

prospect of “greater access to a 

huge market.” And the pharma 

industry on both sides of the 

Atlantic has gone public with 

its own greeting for greater ef-

fciencies through addressing 

regulatory differences and du-

plicative requirements, leading 

to expedited patient access to 

innovative medicines.

As the process gets underway 

on an 18-month bid to create T-

TIP—the Transatlantic Trade 

and Investment Partnership—the 

European Union’s chief negotia-

tor Ignacio Garcia Bercero and 

his US counterpart Dan Mul-

laney have been more realistic, 

uttering cautiously optimistic 

noises, but acknowledging the 

scale of the challenge. However, 

after the frst round of real talks, 

in  Washington, DC, the mood 

is still upbeat. Garcia Bercero 

 returned to Brussels still speak-

ing of a deal that could be “trans-

formative for our economies.” 

So as negotiators prepare for the 

second round of talks, in early 

October, what is the likelihood 

of drug frms—and patients—

reaping any rewards from the 

negotiations?

Much of the answer resides 

in the sheer complexity of T-TIP. 

Some 150 negotiators in two 

dozen working groups are fo-

cusing on distinct sectoral areas, 

and pharmaceuticals has to take 

its place on a long list ranging 

from agriculture to energy and 

raw materials. And on the hori-

zontal issues, although pharma 

stands to be infuenced by what 

comes out of the scheduled dis-

cussions on public procurement, 

trade facilitation, or competi-

tion, it is not the only sector 

 bidding for attention.

In this context, there is an ac-

knowledged risk that negotiators 

might go for an easy regulatory 

deal for pharma, the low-hanging 

fruit that would offer only lim-

ited gains from among the drug 

industry’s agenda of real regula-

tory alignment, market access, 

and greater clarity on intellectual 

property. This risk is enhanced 

by the broad range of interests 

at stake. The pharma industry is 

not monolithic, and the empha-

sis differs widely in the distinct 

positions taken in the run-up to 

the talks. There is some common 

ground in seeking greater mutual 

 recognition of audits and inspec-

tions, and of foreign data. But 

the research-based industry is 

looking not only for regulatory 

compatibility initiatives, but also 

intellectual property protections, 

market access provisions, and 

customs, tariffs, and public pro-

curement measures. The generic 

sector has set its sights on a single 

development program and har-

monization of data requirements 

for approval of generic medicinal 

products, as well as provisions 

allowing production of protected 

products prior to patent expiry, 

to allow for rapid launch. Non-

prescription producers are chief-

ly interested in greater market 

exclusivity for products newly 

classifed for over-the–counter 

access, and active ingredient 

manufacturers would like to see 

greater international harmoniza-

tion of good manufacturing prac-

tices, and of pharmacopoeia. 

Not all these ambitions over-

lap neatly. The joint submis-

sion by the European Generic 

Medicines Association and the Refector is Pharm Exec’s anonymous columnist, a commentator so close to the action in 

Europe his identity must be kept secret.

T-TIPing the Balance in 
Industry’s Favor
By the start of 2014, industry expects to have a clearer idea of 

how far the US-EU free trade pact is going.

The European Union’s chief negotiator 
Ignacio Garcia Bercero and his US 
counterpart Dan Mullaney have been 
realistic, uttering cautiously optimistic 
noises, but acknowledging the scale of 
the challenge. 
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US  Generic Pharmaceutical As-

sociation is deeply reserved over 

harmonization of “the different 

regulatory intellectual property 

systems between Europe and 

the United States,” while one 

of the focuses of the European 

Federation of Pharmaceutical 

Industries and Associations and 

the Pharmaceutical Research 

and Manufacturers of America 

is closer alignment of intellectual 

property regimes. 

In addition, despite an un-

precedented degree of transat-

lantic collaboration in estab-

lishing positions (the alliances 

forged by EFPIA/PhRMA and 

by EGA/GPA are mirrored in 

other healthcare sectors too), 

there is an inescapable reality in 

that while much of the industry 

may be international, the ne-

gotiators have a strong territo-

rial affliation. The United States 

and the European Union are 

both looking for advantages in 

terms of greater trade for frms 

based in their own territories, 

to boost their domestic econo-

mies. Consequently, any gains 

for EU exporters to the US mar-

ket are unlikely to emerge with-

out equivalent gains for US ex-

porters to the European Union. 

There are also potential winners 

and losers among regulators, in 

terms of prestige and infuence. 

Richard Bergström, the head of 

EFPIA, is conscious that some re-

sistance is to be expected among 

national regulators. “Will there 

be suffcient senior-level political 

pressure to overcome that?” he 

muses. And some industry play-

ers are uncomfortably aware that 

risk of greater openness of trade 

in medicines could also lead to 

greater pressure for harmoniza-

tion of prices—reinforcing ex-

isting downward pressures. The 

US industry has been vocal in its 

 attacks on Europe’s “short-sight-

ed cost-containment measures.”

For some of the inveterate 

critics of the industry, T-TIP is 

viewed with suspicion. Patients 

could be left out of the benefts, 

they fear—and patients in poorer 

countries might even suffer from 

reduced fow of drugs to their 

markets as manufacturers seek 

to maximize new opportuni-

ties in a bigger developed-world 

market. Consumer advocates, 

still outraged at what they see as 

drug industry sabotage of nomi-

nal concessions offered to poorer 

countries in earlier internation-

al trade agreements—notably 

TRIPS—are urging attention 

not just to the wording of any 

agreement, but to its implemen-

tation. “We should consider also 

how it could be used or abused 

by a stronger partner,” warns 

Jim Murray, a leading European 

healthcare campaigner.

The industry’s stance on re-

lease of trial data—viewed as 

grudging at best, and fercely re-

sistant at worst—plays into the 

climate. There are fears that the 

US side will use the negotiations 

to combat moves towards trans-

parency, fuelling anxiety that big 

business is getting together to 

push for a raft of deregulation. 

PhRMA’s president, John Castel-

lani, told the House Subcommit-

tee on Commerce, Manufactur-

ing, and Trade in July of concerns 

over the current European envi-

ronment because of the European 

Medicines Agency’s “current and 

proposed data disclosure policy.” 

Some of these concerns are recog-

nized at a senior industry level, 

although Hugh Pullen of Lilly 

underlines: “We are not looking 

for deregulation. What we want 

is better alignment between EU 

and US rules.”

At present, drug industry 

trade experts are genuinely 

impressed by the scope for the 

much-vaunted stakeholder in-

volvement, promised to all com-

ers for more than a year, and 

so far providing good access 

for industry views as the talks 

evolve. This is “not the old-

school trade talks just focusing 

on tariffs,” one closely involved 

Europe-based industry fgure 

said. “The EU side is seeking 

real input and involvement.” So 

in the heat of summer, pharma 

industry expectations—and 

hopes—remain high. Hugh Pul-

len of Lilly says it would be “a 

shame to lose what is a lifetime 

opportunity.” But he recognizes 

that the industry is very much 

in the hands of the negotiators: 

“We have set out clear objec-

tives. Now we rely on them to 

deliver.” The autumn will be 

crucial. By the end of this year, 

pharmaceutical executives ex-

pect to have a clearer idea of 

how far T-TIP is going. 

Some industry players are aware that 
risk of greater openness of trade in 
medicines could also lead to greater 
pressure for harmonization of 
prices—reinforcing existing 
downward pressures.
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Emerging Markets

High Noon
For

Hot Markets
America, all with untreated chronic 

diseases. 

 And you say you don’t have 

much to show for all those costly 

 investments in corporate reputation? 

Stand out with imported brands that 

confer automatic respect because of 

multinational producers’ association 

with quality, safety, and service—still 

a hit or miss prospect for drug pur-

chasers in much of the world beyond 

North America, Europe, and Japan. 

The idea that countries classifed 

as middle and lower income could 

spawn new growth for an industry 

increasingly characterized as mature 

is now an ingrained part of the strat-

egy of every Big Pharma company. 

It’s that rare instance where geog-

Photo: Thinkstock

Fading growth; restless, overstretched governments; 

and a global governance backlash against pharma 

business as usual are turning up the heat on the 

performance of emerging country markets. The 

message for Big Pharma? Stand steady, but don’t 

forget to duck.  By William Looney, Editor-in-Chief

W
hatever used to be wrong 

with the world of Big Phar-

ma could be fixed with a 

single tag phrase: emerging markets. 

Had enough of grumpy, cost-con-

scious, risk-averse payers and regula-

tors? Consider the vast new opportu-

nities in countries with undeveloped 

health infrastructure, a largely out-

of-pocket payment system and no re-

quirement to negotiate access. 

Facing loss of exclusivity on mul-

tiple blockbuster products? Fill the 

gap with high-margin branded ge-

nerics that benefit from a privileged 

market position and local infant in-

dustry protection. 

Too many jaded customers skep-

tical of more “me too” medicines? 

Tap that billion plus population of 

aspiring, middle-class healthcare 

consumers in Asia, Africa, and Latin 
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raphy itself qualifes as a disruptive 

innovation. The biggest players—

Pfzer, Novartis, GSK, and Sanof—

tout their stake in emerging markets 

as a trump card in differentiating 

 themselves against the competition, 

just as a healthy drug pipeline used 

to do in years past. “Less than a de-

cade ago, no company had a dedicat-

ed strategy for these markets,” said 

IMS Consulting vice-president Was-

eem Noor, in a roundtable discussion 

with Pharm Exec last month. “It was 

all opportunistic and short-term, fo-

cused on a small elite segment of the 

local population. Today, you can’t be 

a true pharma multinational if you 

aren’t present in the emerging mar-

kets in a big way.” 

Tattered playbooks 

But that frst blush of anticipation 

is yielding to some harsh realities 

glossed over in all those forward-

looking statements to investors. The 

reality is buttressed by some hard 

truths: 

» There is no prototype “emerg-

ing” market; each is distinctively 

complex, with its own rules and 

culture of business, an intimate, 

ongoing knowledge of which is 

necessary for success. 

» Most are “emerging” in name only, 

having capitalized on technologies 

first developed in rich countries 

to leapfrog the time span for new 

business innovation; in some ar-

eas of health services and delivery, 

like biosimilars, these countries 

are emerging as market leaders, 

not laggards. 

» Growth, while a blessing, can 

also be a curse, as exemplified by 

civil unrest and governance prob-

lems spawned by rapid fire social 

and economic changes that in the 

West took multiple generations to 

work through. 

The pace of change in emerging 

markets is making it harder for un-

wieldy Big Pharma organizations to 

execute on strategy. For many compa-

nies, results have failed to keep pace 

with projections. And there are signs 

of overall market fatigue, as these 

economies adjust to lower  global 

commodity prices and pressure on lo-

cal capital and currency markets due 

to the more attractive interest rates 

now offered on money invested in 

the United States and Europe. China 

excepted, real GDP growth is trend-

ing fat in the BRICs as well as other 

standout emerging markets like Tur-

key; even in China, the offcial real 

GDP growth forecast of 7.5 percent 

for 2013 is only two thirds of what it 

was two years ago. 

There are real implications beyond 

the numbers. The expanding middle 

classes that Big Pharma is depending 

on to drive demand for medicines are 

taking a hit. Consumer discretionary 

spending is down, an important in-

dicator in geographies where drugs 

are purchased mostly out-of-pocket. 

Governments are trimming subsidies 

and scaling back investments in ne-

glected health infrastructure, with a 

ripple effect on incomes felt by physi-

cians, pharmacists, distributors and 

others all the way down the pharma 

supply chain. Lower rates of growth 

are also exposing defciencies in in-

stitutional oversight and good gover-

nance, manifested in the rise of an ac-

tivist, take-to-the streets civil society 

determined to pursue reform on its 

own—and on the fy. Institutions of 

law are still in the adolescent phase, 

to the point that a well-intentioned 

crackdown on corruption can quickly 

become a vehicle for settling political 

scores. This only yields more uncer-

tainty for investors. 

As a result, the narrative has 

changed. “The buzz about emerging 

markets has been tempered by a mes-

sage of constraint. Optimism about 

long-term growth is still there, but 

management is being more selective 

about where they intend to fnd it,” 

says Noor. Sanof has abandoned 

The New Tier 3 Pharmerging Countries Emphasize the 
Potential of the MEA and Reinforce LatAm Position

Algeria 

Saudi Arabia

Colombia

Nigeria 

Growth driversPharma sales (US$)

2012: $3.0Bn

2017 (F): $4.3Bn

2012: $4.6Bn

2017 (F): $7.0Bn

2012: $4.3Bn

2017 (F): $5.3Bn

2012: $1.4Bn

2017 (F): $2.6Bn

• Continued government investment in 

   sophisticated healthcare system 

   (79% of spend is public)   

• Private Medical insurance
• Rise of lifestyle diseases

• New 5 year healthcare plan 
• Well-funded national tenders 

• Social health insurance 

   increasing coverage  

• Demand for quality healthcare 

   from growing wealthy middle class   

• Economic growth driven by oil export   

*At ex-manufacturer price levels, LC$. Contains audited and unaudited data.

Source: IMS Health Market Prognosis, March 2013
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earlier multi-year guidance promis-

ing double-digit revenue growth in 

emerging markets; Pfzer has dropped 

its revenue projections for 2013 from 

the high to mid single digits, with 

“fuctuations due to long-term uncer-

tainties” thereafter; and GSK, while 

predicting continued solid growth 

in emerging markets for pharmaceu-

ticals and vaccines, posted turnover 

increases for the second quarter that 

put the United States back at top of 

the league, with a fve percent gain 

compared to only two percent for the 

Asia (ex-Japan), Africa, Latin Ameri-

ca and Mideast regions. 

What is now apparent is a stark 

difference between straight line for-

ward projections of market expan-

sion and the reality of actual his-

torical growth rates in the emerging 

markets, which are highly volatile. 

Companies have no choice but to 

look at the record and be more cau-

tious about raising expectations.   

Pfizer also announced last month 

it was shutting down its business 

unit devoted to emerging markets, 

preferring to refocus its businesses 

there around different therapeutic 

franchises. It simply confirms the 

new view that these geographies are 

far too diverse to be managed as a 

single segment. 

Game changers

Pharm Exec’s roundtable exchange 

with the IMS Health team as well as 

other experts identifed a number of 

additional factors that are helping to 

push the reset button on Big Pharma 

strategies for the emerging markets. 

Real institutions—with the pow-

er to drive resource decisions on 

health—are taking root. As their 

economies expand, emerging markets 

are increasingly in a position to set 

their own public health and disease 

priorities. Brazil is a good example, 

with its selective government poli-

cies that provide 100 percent public 

reimbursement for medicines for the 

treatment of HIV and hepatitis C, 

while most other medicines must be 

obtained from private insurance or 

out-of-pocket. There is also the close 

involvement of Brazil’s major public 

health institutions in industry devel-

opment of a vaccine for dengue fever, 

a near-endemic disease in Brazil, a 

cure for which could generate enor-

mous health savings. 

Almost every emerging market 

country has adopted a comprehen-

sive plan to guide development in the 

health sector, the common feature 

of which is promoting eventual uni-

versal access to basic health services. 

The WHO tagline “Health for All” 

is the unifying theme, but the larger 

driver is the idea that health creates 

wealth. 

This more overt public engage-

ment, along with the choices being 

made by a more affuent and informed 

patient community, will transform 

investment opportunities in emerg-

ing markets, in many therapy areas. 

As local health infrastructure ma-

tures, Big Pharma will need to make 

tough choices on where to focus its 

efforts—now, before it is too late. It 

certainly will not work to continue 

the previous path of touting a few 

costly imported medicines that at-

tract negative attention because only 

a fraction of the local population 

can afford them. “The advantage is 

to companies that create a locally 

appropriate portfolio of products, 

with an aggressive commitment to be 

number one in each therapeutic cat-

egory, against those that simply de-

cide to adapt what’s already in their 

global asset set,” said Sydney Clark, 

IMS Consulting group vice president 

based in Latin America. “It won’t 

work to build a business by repur-

posing the global pipeline—that’s 

like trying to put a square peg into a 

round hole.” 

Business blunders can go viral 

very fast. Commercial transactions 

in emerging markets are not trans-

parent and are poorly understood 

even by locals with years of experi-

ence. Interlocking group dependen-

cies rooted in personal relationships 

often matter more than official rules 

or legal safeguards, so keeping a  

“nose to the ground” is a vital skill 

for foreign investors wanting to stay 

out of trouble. 

In many cases, however, the sheer 

density of these relationships makes 

this task very diffcult. In Brazil, for 

example, the local drug distribution 

system is larded with so many inter-

mediaries that it is hard for anyone to 

track exactly what is going out to the 

marketplace. Earlier this year, Sanof 

discovered this fact when its local 

management responded to an immi-

nent rise in the VAT paid directly by 

consumers for medicine by forward-

selling huge amounts of inventory 

that, instead of meeting demand, 

overwhelmed it. The miscalculation 

resulted in a bill of nearly $300 mil-

lion for unsold, returned, and expired 

products. The loss affected the entire 

company, forcing it to take a charge 

that cut €0.17 per share off corporate 

earnings for the second quarter. 

CEO Chris Viehbacher attributed 

the Brazil setback to “bumpiness in 

Pfzer also announced last month it was 
shutting down its business unit devoted to 
emerging markets, preferring to refocus its 
businesses there around different therapeutic 
franchises.
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the trade channels” but the big les-

son here is how emerging markets 

can impose stiff penalties on the 

unwary. As Ansis Helmanis, Prin-

cipal of RegLinks LLC, told Pharm 

Exec: “The firetraps can come from 

anywhere, because in these markets 

no one but you, the investor, is in 

charge. Is it any wonder that corrup-

tion is endemic in China when there 

is no effective institutional control 

over the promotional practices of a 

pharma sales force that is now the 

second largest in the world?” Anoth-

er prerequisite is knowing the most 

about the customer base, which be-

gins with an understanding of each 

stage of the patient’s journey with 

your  medicines. 

Local competition shifts global. 

Emerging market drug companies are 

taking the blinders off and extending 

their reach beyond the home mar-

ket, relying on partnerships, licens-

ing, and M&A activities to acquire 

technology and know-how from the 

Big Pharma multinationals. A case 

in point is Aspen Pharmacare, South 

Africa’s largest generic drug-maker, 

which has sealed deals with GSK and 

Merck to acquire underutilized man-

ufacturing capacity in Europe as well 

as products that appeal to custom-

ers beyond its current geographies. 

Likewise, EMS, Brazil’s biggest drug 

company, is increasing investment in 

R&D and exploring stakes in research 

projects conducted by academic insti-

tutions in the United States, with a 

particular focus on new therapies for 

senile dementia. Due to the increase 

in life expectancy, this is becoming a 

leading cause of death and disability 

in Latin America. 

Another milestone occurred in 

June when a small Indian-based drug 

frm, Zydus, obtained fnal regula-

tory approval in India to market a 

new combination therapy, Lipaglyn, 

for high cholesterol and the high 

blood sugar associated with type 2 

diabetes. Zydus management touts 

the drug as the frst original patent-

ed medicine intended for the global 

market to be discovered and devel-

oped entirely in India, by an Indian 

company. At the same time, however, 

many other Indian companies are 

abandoning their home base due to 

unpredictable  pricing rules and con-

trols on investment capital; one of the 

country’s largest generics producers, 

Lupin, now derives nearly half of its 

global revenues in the United States 

and is actually repositioning itself 

as a virtual US company, with a new 

CEO based in Baltimore, MD. 

The implications of these moves 

for Big Pharma are twofold. First, it 

reinforces the need for a permanent 

visible presence, on the ground, in 

emerging markets. Companies there 

are poised to grow from a lower—

and different—base and thus serve 

as a window on the future of global 

competition, most prominently as 

a source of product and process in-

novation. Today, few, if any, of these 

The IMS Health “Pharmerging” Markets: 
21 is a Charm

Making sense of the growth prospects in emerging markets is a bit like the weath-

er—there is a steady cycle of day to night, but beyond that anything goes. IMS 

Health, which has been tracking industry sales and forecast data in what it calls the 

“pharmerging markets” for nearly a decade, is optimistic about the segment’s overall 

contribution to industry global performance. The big news is that local variations 

within this theme are becoming more pronounced. “We see a new and higher level of 

market opportunity in the emerging market segment, in smaller countries outside the 

BRIC’s,” said IMS Consulting Group vice-president Waseem Noor at a recent dialogue 

organized by the Pharm Exec editorial team.

In its latest iteration of the “pharmerging” countries, IMS Health has ex-

panded the list from 17 to 21, the four new additions being Algeria, Saudi Arabia, 

Colombia, and Nigeria. In March, IMS created a new designation of 15 “frontier” 

countries, drawn from outside the 21, that are poised to grow pharma sales 

anywhere from $250 million to $1 billion over the next five years. The “frontier” 

list includes: from Asia, the Philippines, Malaysia, and Bangladesh; from Latin 

America, Chile, Peru, and Ecuador; from Eastern Europe, Kazakhstan; from the 

Middle East, Iran, UAE, and Lebanon; and from Africa, Morocco, Tunisia, Ghana, 

Kenya, and Ethiopia.

Noor says there is a “notable sense of energy” around countries like Algeria and 

Kazakhstan, with their relatively large populations, resource wealth, and less up-front 

competition—“there is on the ground opportunity for companies willing to take an 

early bet on the future.” IMS Health expects growth in these smaller markets to take 

up some of the slack now being experienced in the BRIC countries. Overall, the con-

sulting  group remains very bullish on the emerging market segment, with the CAGR 

for the 21 pharmerging bloc expanding by a multiple of 13 percent between 2012 and 

2017, compared to only two percent in the eight major industrialized countries, over 

the same period.

IMS Health data show that Big Pharma does face a growth challenge due to 

its weakness in the generics business, which in many countries is dominated by 

entrenched local players. This explains why the multinationals are paying top dollar to 

acquire stakes in the generics space to diversify their strength in originator brands. 

The key danger point here is over-regulation, as this predominance in patented com-

pounds makes Big Pharma particularly vulnerable to the current vogue among some 

governments for the compulsory licensing of IP assets, as an industrial policy tool. 

This is why a creative reliance on JV partners is so important.
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local companies can carry an identif-

able pharma brand beyond their own 

borders, but that is likely to change 

over time. Also, many have a com-

mon feature in being family-owned, 

which avoids all that shareholder 

baggage and makes them faster than 

Big Pharma in seizing opportunities. 

Second, the greatest beneft will 

accrue to companies that fnd the 

right way to partner with local mar-

ket leaders. “Smart companies are us-

ing joint ventures with domestic play-

ers as part of a new business model, 

using them to create go-to-market 

strategies with a lower cost struc-

ture. With a strong local partner, you 

can manage the economics of going 

broader into the marketplace,” says 

Matt Guagenty, IMS Consulting 

group vice president  for APAC and 

China. A good example is Pfzer’s new 

joint venture with a leading Chinese 

generics company, Hisun, which will 

help expand the product portfolio in 

therapy areas where Pfzer is weak 

while lending sales and distribution 

muscle to penetrate those second- 

and third-tier urban centers—China 

has some 160 cities with more than 

one million people—that represent 

the next phase of market growth. 

Industry price and access regu-

lation is morphing—at warp speed. 

Early on in the emerging market gold 

rush, it was assumed that these gov-

ernments would take many years to 

build the capabilities found in ma-

ture markets on controlling access 

and rewards in the medicines trade. 

But technology and communications 

improvements are such that regula-

tors in emerging markets are closing 

the gap. This is particularly evident 

in pricing and reimbursement, where 

pharmaceuticals are easy to target, as 

a highly visible element in the health 

distribution chain. The issue is also 

politically sensitive because in most 

emerging countries pharmaceuticals 

comprise an uncomfortably high 

percentage of health spending—up-

wards of 40 percent or more of the 

total, compared to less than 20 per-

cent in the industrialized countries. 

The rationale for action is simple: if 

countries want to build and fnance 

a modern, integrated health system, 

then the share of spending on drugs 

has to fall. 

The bump up in regulation is evi-

dent in a number of areas, including 

the application of domestic competi-

tion law to limit pricing freedom in 

South Africa; adoption of reference 

pricing in Vietnam; preferential ac-

cess treatment based on local pro-

duction commitments in Russia; dis-

criminatory misuse of WTO GMP 

certifcation standards to delay for-

eign drug registration in Turkey; and 

a requirement for proof of cost-effec-

tiveness for public drug reimburse-

ment in Brazil. 

Emerging governments are also 

obtaining support from their mature 

market counterparts eager to share 

best practices in regulation. Cross-

border chatter is increasing. One ex-

ample is the MOU signed in June be-

tween India’s Department of Health 

Research and the UK National Insti-

tute for Health and Care Excellence 

(NICE) to help India establish a na-

tional health technology assessment 

(HTA) board to review the cost-effec-

tiveness of new drugs. The transfer of 

expertise through this kind of de fac-

to consulting contract is actually be-

coming a source of income for NICE 

and several other Western regulators. 

“Everyone is sharing this economic 

evidence. Cost effectiveness studies 

right now are simply nice to have as 

part of the reimbursement process, 

but in three years time we think it’s 

going to become a requirement to 

obtain access in most emerging mar-

kets,” Cem Baydar, IMS Consulting’s 

senior principal based in Turkey told 

Pharm Exec.   

In addition, two of the biggest 

emerging markets, India and China, 

are moving to end their historic pro-

tection of the proftable branded ge-

nerics segment, a special focus for 

Big Pharma as it looks to extend the 

geographic range of its large inven-

tory of off-patent medicines. India is 

adopting a plan to require licensing 

of generics only by their WHO INN 

name rather than by company brand. 

China is phasing out price preferenc-

es for products that date back to the 

time when the country did not offer 

patent protection for drugs, and are 

Two of the biggest emerging markets, India 
and China, are moving to end their historic 
protection of the proftable branded generics 
segment, a special focus for Big Pharma as it 
looks to extend the geographic range of its 
large inventory of off-patent medicines.

The IMS Health  
“Pharmerging” 21

Algeria (new)

Argentina 

Brazil

China 

Colombia (new)

Egypt 

India 

Indonesia 

Mexico 

Nigeria (new)

Pakistan 

Poland

Romania

Russia 

Saudi Arabia (new)

South Africa 

Thailand 

Turkey

Ukraine

Venezuela

Vietnam
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“
  We had plenty of 

opportunity to make 

new contacts. We’ve 
made an excellent start 
in terms of beginning 
conversations with new 
partners about potential 
agreements, and we’re 
now looking at several 

new products. 
”

Evi Economou 

Regulatory & Pharmacovigilance 
Affairs Manager, Ariti S.A.

CPhI Worldwide and co-located events hosts over 30,000 attendees 

and more than 2,200 exhibitors from 140 countries, covering every 

aspect of the pharmaceutical supply chain under one roof. 

Attending CPhI Worldwide is the most cost effective way to 

establish new business relationships, meet with global partners 

and stay updated on the latest industry trends.
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now off patent. It is also expanding 

price controls on a list of more than 

300 drugs deemed essential to pub-

lic health that includes patented and 

branded off patent products. 

As the pace of price regulation 

continues, the danger is a global 

convergence—in the form of a pric-

ing race to the bottom. China’s Na-

tional Development and Reform 

Commission (NDRC) is conducting 

an investigation of production costs 

and drug pricing at 60 domestic 

and foreign-based manufacturers to 

determine whether China, with its 

relatively low GDP per capita, might 

be  paying too much for its medi-

cines compared to other countries. 

The inquiry includes a comparison 

of local prices against those in nine 

other countries. Adoption of a sys-

tem of international reference pric-

ing seems a logical consequence once 

the commission’s findings are made 

public, along with plans to overhaul 

the drug registration process, later 

this year. 

Overall, fnding the “right” price for 

a product and then securing access to 

patients is destined to become a bigger 

headache for Big Pharma in emerging 

markets. The task is made more compli-

cated by another, little-noticed trend: the 

majority of the world’s poor now reside 

in a few of the biggest emerging coun-

tries—China, India, and Nigeria—that 

are also becoming richer. Politically sen-

sitive “tiered” pricing schemes vulner-

able to price leakage among consumers 

with vastly different buying power with-

in countries appear to be the only way 

out of this conundrum. 

This makes it more important 

to maintain a balance in the P&R 

process overall, by limiting global 

exposure to price points that refect 

the lower level of purchasing power 

in emerging markets; if you tilt too 

far toward the latter, it could have 

a disastrous impact on prices in the 

rich countries where Big Pharma still 

derives most of its profts. Industry 

market access managers must operate 

in a world where no country wants 

to pay more: everyone wants to be 

 “average.” The risk is that a mishan-

dled pricing strategy in individual 

emerging markets can drive that av-

erage way down. From a strictly or-

ganizational view, P&R is one func-

tion that has to be managed globally, 

even if your local management might 

prefer it otherwise. 

Testing the boundaries on patent 

rights. Just a few years ago, emerging 

markets were lionized for introducing 

basic patent protection for biopharma-

ceuticals, accomplished largely through 

their ratifcation of the 1994 WTO 

Agreement on Trade-Related Intellec-

tual Property Rights (TRIPS). Today, 

much of that optimism has faded. In-

dustry encountered an early setback in 

November 2001, when WTO members 

unanimously adopted a ministerial dec-

laration, on TRIPS and public health, 

allowing developing country govern-

ments to defer certain IP protections 

(including restrictions on compulsory 

licensing) in the event of a vaguely de-

fned ”public health emergency.” 

Use of this public health exemption 

has exploded in the last 18 months, 

mainly in the form of compulsory 

licenses that neutralize enforcement 

of a drug patent and/or compel the 

transfer of production rights from the 

originator to a generic competitor. 

While India remains the chief cul-

prit—local patents have been revoked 

on products owned by Roche, Merck, 

Novartis, Pfzer, Bayer, Allergan, and 

GSK—the practice is now occurring 

in other countries, including Indo-

nesia, Thailand, and the Philippines. 

China, which has a compulsory li-

censing provision in its new IP law 

but as recently as March said it had 

no plans to use it, imposed a license 

in July against the Gilead ARV drug, 

Viread. The decision has been inter-

preted as a means to promote local 

generic alternatives and drive down 

prices for a treatment that is critical 

to containing the growing incidence 

of HIV and Hepatitis B in China. 

Due to the uncertainty it creates, 

this backsliding on IP has a cascad-

ing negative impact on the basic 

“back offce” infrastructure required 

for any country that wants to com-

pete globally on innovation. Foreign 

patent holders will hesitate to make 

important seed investments in local 

clinical trials, also limiting growth 

prospects for key innovator support 

functions like CROs. It complicates 

due diligence in negotiating research 

partnerships with the local private 

sector and academic institutions that 

rely on such links to facilitate basic 

science and entrepreneurship. Final-

ly, concerns that exclusivity will be 

violated tends to knock the country 

down the list in any Big Pharma “go 

to market” launch strategy, which 

means that patients wait much longer 

to get access to the latest treatments. 

Pfizer agrees. “The only way to 

shift the balance in our favor is by 

Just a few years ago, emerging markets were 
lionized for introducing basic patent protection 
for biopharmaceuticals, accomplished largely 
through their ratifcation of the 1994 WTO 
Agreement on Trade-Related Intellectual 
Property Rights (TRIPS). Today, much of that 
optimism has faded.
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showing that patent protection will 

increase the range of options—from 

medicines to service platforms and 

new delivery technologies—re-

quired to treat and cure neglected 

diseases.  It’s not the entire solution; 

its just part of the fabric of confi-

dence that clothes the response,” 

Roy F. Waldron, Pfizer’s senior vice 

president and chief IP counsel told 

Pharm Exec. 

China is a good example. A 

sketchy record of enforcement 

against patent violators means that, 

despite an investment in local R&D 

that now surpasses $1 billion, most 

foreign drug companies have erect-

ed internal “firewalls” that prevent 

the more promising breakthrough 

compounds from being tested in the 

country. The result is that China 

may be punching below its weight 

on drug innovation. Most experts 

believe it unlikely the government 

will achieve its goal of introducing a 

new “made in China” biologic to the 

world market before 2020. 

Urge to mature 

Taken together, these trends suggest 

that the emerging countries are actu-

ally entering a “maturing” phase—

some are even beginning to exhibit 

structural characteristics of the in-

dustrialized country markets. Despite 

a slowdown in economic growth, the 

ascent of the middle-class consumer 

interested in obtaining more West-

ern medicines will continue; many 

of these consumers are also aging, 

meaning that disease patterns be-

tween the West and the pharmerg-

ing countries are converging. This in 

turn will force governments in these 

countries to seek the same kind of 

policy solutions to healthcare financ-

ing and supply found in the United 

States and Europe—solutions that 

by definition will require more overt 

involvement from drug makers in ex-

panding access to care, and not just 

for pharmaceuticals. 

A key question for Big Pharma 

in emerging markets is how far it is 

willing to go in stretching for sales 

beyond the top tier, to the vaster set 

of opportunities found in the “mid-

dle of the pyramid.” Success here re-

quires abandonment of an operating 

principle that industry used to regard 

as sacrosanct: that is, we do nothing 

beyond developing and selling the 

pill. Instead, expanding sales is going 

to depend on offering something ex-

tra to the customer, the most impor-

tant element of which is making that 

product affordable—and hence ac-

cessible—to a population base that is 

still more aspirational than affuent. 

Key to access: alternative funding 

Despite having an advanced biolog-

ics portfolio that carries a stiff price 

premium in Western markets, Roche 

has made signifcant sales inroads in 

poorer countries like China, Brazil, 

and India by following this approach 

to business development. Struck by 

the fact that many cancer patients in 

China had to pay directly out of pock-

et for medicines they could not really 

afford, especially for a full course of 

treatment, Roche recently negotiated 

a new service model with the global 

reinsurer giant Swiss Re. With health 

data, testing and screening tools sup-

plied by Roche, Swiss Re has set up 

insurance contracts with fve Chinese 

insurers to provide private, reason-

ably priced individual drug coverage 

as a supplement to the government 

subsidized hospital treatment for cer-

tain types of cancer. The goal is to 

have 12 million enrollees in China by 

the end of this year, a small but still 

measurable dent in the access chal-

lenge that fosters goodwill from the 

government and other stakeholders 

while serving as a precedent for some-

thing larger in the future. 

Roche has also been successful 

in offering its personalized diagnos-

tics capabilities to narrow the range 

of patients eligible for its oncology 

medicines. This has resulted in gov-

ernment-backed funding for its breast 

cancer treatments in countries rang-

ing from Brazil to India to the Philip-

pines. “What Roche has proved is that 

there is a viable business in emerging 

markets for high-end products—the 

catch is fnding innovative purchasing 

solutions that align with governments 

and deliver a market where there was 

not one before,” says Guagenty. 

You don’t think the business of 

Big Pharma should play any role in 

healthcare reform? The message from 

emerging markets is, well, think 

again. In the end, what is going to 

make the most difference here is the 

same as anywhere else Big Pharma 

chooses to play: reducing that lengthy 

time to market. You’ve got to engage 

to get paid. 

 And the best way to do that is 

by adding others to the dance card. 

“Launching new products jointly with 

a reputable domestic partner is here to 

stay as the big differentiator against 

the prevailing paradigm of offering 

only your off-patent, late in life-cycle 

drugs,” concludes Les Funtleyder of 

Poliwogg Investment Advisers.

William Looney is Pharm Exec’s Editor-in-Chief. 

He can be reached at wlooney@advanstar.com.

A key question for Big Pharma in emerging 
markets is how far it is willing to go in 
stretching for sales beyond the top tier, to 
the vaster set of opportunities found in the 

“middle of the pyramid.”
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Operational Approaches for Oncology Clinical 
Trials with Targeted Patient Populations
The growth of personalized medicine is dramatically changing the ways oncol-
ogy clinical trials are envisioned, designed, operationalized and managed. These 
new trial paradigms offer the promise of more effective oncology treatments for 
targeted groups of patients, but the transitions from traditional approaches to 
newer, more dynamic modalities also bring new challenges.

R
esearch organizations and sites, 

among other things, need to de-

vise new solutions that accelerate 

clinical trial enrollment for these target-

ed populations, and control costs if the 

benefts of personalized medicine are to 

be realized.

“As the volume of cancer research 

progresses, clinical trials are becom-

ing more complex with the inclusion of 

biomarkers, rare tumors and a focus on 

small patient populations,” said Cheryl 

Sampson, Senior Director, Clinical Tri-

al Operations, US Oncology Research, 

McKesson Specialty Health, at the out-

set of her presentation at CBI’s confer-

ence —Clinical Trial Budgeting & Proj-

ect Management on July 17-18.

“What then, is the impact of person-

alized medicine on the development of 

targeted medicines?” asked Sampson. 

“In addition, what are the operational 

implications for clinical trials, and what 

are the approaches to optimize enroll-

ment and execution of those trials?”

What is personalized medicine? 

It is a promise to better tailor medical 

treatment to the individual character-

istics of each patient. The blockbuster 

model of medical treatment offers the 

promise of some degree of effcacy 

for large populations. Personalized 

medicine offers the promise of supe-

rior effcacy for smaller, more targeted 

 populations.

In oncology, four decades of scientifc 

breakthroughs have moved treatment 

away from broad cytotoxic approaches 

toward more targeted tumor-toxic ap-

proaches that are potentially more effec-

tive against specifc types of tumors. 

This new paradigm has transformed 

cancer from a single disease to an array 

of diseases with multiple targets. Patients 

are no longer treated for cancer; they are 

treated for a specifc type of tumor that 

has been identifed with genetic or mo-

lecular testing.

Clinicians are increasingly looking 

to the pathology of a specifc tumor 

when selecting treatments. It is crucial, 

for example, to know whether a par-

ticular breast cancer tumor is ER-pos-

itive or ER-negative in order to tailor 

treatment.  The advent of KRAS test-

ing is bringing a transformation to the 

treatment of colon cancer by identify-

ing tumors likely to be susceptible to 

KRAS inhibitors. These more targeted, 

more personalized therapies are among 

the early results of a transformation in 

oncology research and development. 

Targeted therapies associated with a 

diagnostic agent currently account for 

more than half of the oncology pipe-

line. According to an article published 

in the Journal of Personalized Medicine 

in 2012 [R. Fleck and D. Bach, J. Pers. 

Med. 2012, 2, 15-34], only a quarter of 

the molecules in clinical development 

could be considered targeted in 2000; 

that ratio had increased to two-thirds 

by 2010.

Targeted therapies and immunother-

apies are projected to account for over 

60% of global sales by 2017 (Datamon-

itor). And while therapeutic options 

that target biomarkers specifc to small 

patient populations are expensive, they 

are also more effective than traditional 

therapeutic agents and can result in rap-

id market uptake. 

The move to develop more targeted 

oncology agents requires the screening 

of a high number of patients to iden-

tify a small number of eligible patients. 

The infux of data has the potential and 

the power to change the trial and error 

methods that oncologists are forced to 

use in the absence of evidence-based 

data, which, in turn, will change drug 

selection, according to Sampson. 

“The three specifc areas of increased 

complexity that we think will impact 

research programs is the focus on more 

targeted patient populations, the need 

for accelerated development, and stricter 

criteria for investigational agents.”

US Oncology Research

US Oncology Research, supported by 

McKesson Specialty Health, has en-

rolled more than 56,000 patients in 

clinical trials over the past 12 years, 

according to Sampson. “The network 

of researchers has approximately 900 

investigators enrolling patients at 
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more than 225 locations,” she said. 

“The number of trials US Oncology 

Research participates in has grown by 

about 18% in each of the past three 

years, but the average enrollment per 

trial has dropped by half. We now have 

to manage more trials of smaller size. 

We had to re-think our model and de-

velop new solutions adapted to today’s 

research paradigm.”

An all-comers trial in lung cancer 

might enroll 400 patients. A trial for 

ALK-positive lung cancer, which repre-

sents about 6% of all lung cancers, is 

more challenging.

While accelerated development is 

important, biopharmaceutical compa-

nies must execute high quality trials 

that are operationally effcient and sup-

port high quality data output in a cost-

effcient manner.

Operational Excellence

Good research practice is just begin-

ning to adapt to the era of personalized 

medicine. Sponsors, CROs and other 

stakeholders must balance two oppos-

ing forces. On one side, clinical trials 

are becoming more complex and enroll-

ment is becoming more restrictive. Op-

erational and fnancial effciencies are 

more diffcult to achieve.  On the other 

side, business imperatives call for ac-

celerated trial completion, faster regu-

latory approval and ever-stronger data 

to support product differentiation and 

value propositions. 

The majority of oncology treatments 

in early clinical development rely on bio-

marker data. That can leave sponsors 

and CROs in an operational quandary. 

Within the industry, there is no frm con-

sensus on when to test. There is inconsis-

tent testing and inconsistent data capture 

standards across organizations and even 

within the same organization. Payers 

are increasingly skeptical of molecular 

testing and diagnostics until and unless 

clinical value has been demonstrated in 

specifc patient populations. Identifying 

and enrolling patients becomes more dif-

fcult as the target population becomes 

more closely defned.

New Solutions 

“US Oncology Research, supported by 

McKesson Specialty Health, has rede-

signed its approach to clinical trials to 

create new solutions that evolve with 

the clinical trial process and treatment 

needs,” said Sampson.

Solutions include the selection of 

two preferred lab vendors for molecu-

lar testing and corresponding physician 

guidelines on molecular test order-

ing. IT connectivity with lab vendors 

ensures structured lab results. These 

structured data can drive accruals for 

clinical trials as well as clinical decision 

support, prior authorization and payer 

utilization reviews. 

To respond to the increased complex-

ity of oncology clinical research and the 

need to maintain a high quality of re-

search, US Oncology Research has cre-

ated a model that includes three layers 

of oversight. In addition to the Principal 

Investigator (PI) required for all FDA-

sanctioned studies, the US Oncology Re-

search model adds two new roles. 

A Study Investigator (SI) oversees 

the trial across the entire research net-

work, championing the trial by driving 

provider awareness and education. The 

SI is also the primary contact for insti-

tutional review boards.

A Site Research Leader (SRL) leads 

the research at an individual site and acts 

as the local program champion. The SRL 

is responsible for adherence to study pro-

tocol and conducts oversight meetings. 

The PI, the one role required by FDA 

regulation, oversees trial conduct, edu-

cation and enrollment at the local site 

level and signs form FDA 1572, State-

ment of Investigator. 

Central site management drives eff-

cient study design, start up and site man-

agement. The central model is based on 

integrated technology solutions that 

are designed to support central bud-

geting and contracting on behalf of 

all study sites, a recommended site list 

supported by comprehensive feasibil-

ity study results, a central institutional 

review board (IRB), central prepara-

tion and collection of all site regulatory 

documents and a central investigational 

product center that controls delivery 

and management of all investigational 

products. This central model supports 

study start up in 45 days for Phase I and 

90 days for Phase II-IV. 

Two distinct technology platforms, 

iKnowMed and Care 2.0, interact to 

provide unmatched operational eff-

ciency. iKnowMed is the top-ranked 

electronic health record in oncology 

and hematology according to the 2012 

Black Book Rankings, and iKnowMed 

data currently represents more than 

1,300 physicians. CARE 2.0 mines 

the EHR for specifc patient data that 

matches open study protocols. Patients 

can be screened for trial qualifcation, 

and appropriate trials automatically 

appear in a list of disease-specifc regi-

mens at the patient’s next visit. 

The STAR (Selected Trial for Acceler-

ated Rollout) system can generate needed 

regulatory documents as well as budgets 

and contracts within 14 days. Unlike 

traditional trial design in which sites are 

opened and patients recruited, STAR 

frst locates eligible patients and then 

opens the site and begins data capture. 

“This new model,” said Sampson, 

“integrates clinical trial components 

that have never before been able to 

communicate and feed data to maxi-

mize trial speed, agility and data quali-

ty to drive the personalization, the pre-

cision and the effectiveness of  cancer 

treatment.”
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Promotional Review Committees: How 
to Achieve High Performing Teams

M
ost pharmaceutical companies have interdisciplin-

ary committees with regular team meetings to dis-

cuss and review promotional material. Promotional 

review committees (PRCs) provide this essential function for 

pharmaceutical companies. They review all forms of adver-

tising and promotion for medical accuracy, completeness, 

and realism, as well as for legal and regulatory compliance 

with the FDA and other authorities. PRCs also ensure com-

pliance with company policies, voluntary industry codes, and 

anything that might create liability risk for the company, in-

cluding patient privacy, and related content issues. 

In addition to advertising and promotion, PRCs may 

also review unbranded, disease-state information and 

Photo: Thinkstock

What it takes for promotional review teams to function at 

their best and avoid costly mistakes. By Arthur Lazarus

internal communications that describe marketing strate-

gies or provide direction to the sales force. PRCs touch 

many parts of the organization, not only sales and market-

ing, but also R&D and health economics and outcomes 

research. Integrating data from clinical trials and other 

sources into advertising and promotion is one of the pri-

mary functions of PRCs. 

PRCs must perform f awlessly, otherwise companies run 

the risk of receiving an enforcement letter from the FDA’s 

Off ce of Prescription Drug Promotion. Enforcement actions 

undertaken by the FDA may spark investigations by the De-

partment of Justice, sometimes resulting in signif cant f nes, 

reputational harm to pharmaceutical companies and the in-
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dustry, and corporate integrity agreements that impose ad-

ditional processes and restrictions on companies. 

I have served on many PRCs in different therapeutic areas 

across several companies. Here are some best practices is-

sues critical to achieving high-performing teams.

Find a common voice. Given the diverse training and 

background of individuals who typically comprise the 

PRC—doctors, pharmacists, lawyers, and others—it is 

nearly impossible to obtain one writing voice among team 

members. Yet, word-smithing advertising copy or writing 

copy during team meetings takes up valuable time. PRC 

meetings should be spent optimizing claims and the pro-

motional value of marketing material rather than wasting 

time on rewrites. PRCs should employ an editor to handle 

the “King’s English,” and any changes in advertising copy 

should be made only when absolutely necessary, as opposed 

to discretionary. No two people have the same writing 

style, so teams should not deliberate on minor differences 

in wording that say essentially the same thing. Be brief, be 

brilliant, and be gone.

Respect everyone’s opinion. Differences of opinion 

among members of the PRC are inevitable. Although it is 

necessary to discuss these differences in team meetings, ul-

timately the PRC as a team is accountable for resolving any 

disagreements. Medical, legal, and regulatory team mem-

bers must learn to trust each other and rely on the expertise 

of the individual in whose discipline the controversy lies. 

Occasionally, highly contentious or risk-management issues 

may be escalated to an “executive” PRC to overcome an im-

passe, but no one should ever be insulted or attacked for his 

or her opinion. Collegiality must prevail in all instances. 

Create dedicated roles. Team cohesiveness develops 

over time, especially when dedicated positions are created 

on PRCs for each team member. A rule of thumb is that 

every hour spent in team meetings requires approximately 

two hours of individual review time before the team meets. 

Thus, for a team that meets six hours per week, each team 

member should plan to devote 12 hours of review time 

outside team meetings. This would be approximately the 

equivalent of a half-time position, assuming a 37.5 hour 

work week. 

Maintain consistency. Continuity of team members from 

meeting to meeting is important. If there is a different rep-

resentative from any discipline on Tuesday versus Thurs-

day, additional work and revisiting of position will occur. 

Product managers, who are vital to PRCs, should be held 

accountable for carefully reviewing all material before it is 

submitted to the PRC to ensure consistency with prior deci-

sions. Rules that guide the decision-making process in PRCs 

should be applied consistently within and between teams. 

Manage team turnover. PRCs should be aware that a 

change in team composition due to turnover may create 

friction or change the chemistry of the team. PRCs should 

approach such a change with patience, helping to on-board 

new members while remaining receptive to their sugges-

tions. PRCs should refrain from responding negatively to 

new members. “That’s not the way we do it”—and other 

dismissive messages—are hurtful and unwelcoming. It is 

easier for teams to disregard feedback they don’t agree with 

than hold themselves accountable for change. By the same 

token, new team members should keep in mind that their 

entry may cause apprehension or alarm in existing members. 

New team members should bring skills and experience from 

previous positions, but they should not boast how a previous 

employer allegedly did things better.

Balance autonomy and teamwork. To be effective, PRCs 

must work diligently with a relatively high degree of auton-

omy. Otherwise, team meetings may become suboptimal, 

bogged down by ineffcient operations, potentially creating 

tension among team members and possibly compromising 

the integrity of the promotional review process. PRCs walk 

a fne line, because the workload is divided among team 

members from various disciplines who work independently, 

yet they must function as a unifed team. A purely “divide 

Healthcare in America is undergoing rapid, 

disruptive, and persistent change. It will take 

visionary leaders to transform our healthcare 

organizations in this dynamic environment.

www.brown.edu/exec
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and conquer” approach, wherein in-

dividual team members work in a silo 

and seldom meet face-to-face, cannot 

be sustained. 

Lead and infuence. Even though 

PRC members are trained to be au-

tonomous, promotional review is like 

a team sport, requiring the ability 

to be both a team leader and a team 

player. Conficts and “turf” battles 

often arise as to who has the fnal 

say in team meetings. The truth is, 

although PRCs commonly fall under 

the leadership of regulatory affairs 

departments, a case can be made for 

medical and legal departments to gov-

ern PRCs. Unless team members ac-

cept their roles as both a team captain 

and a team member, and know when 

to exert their authority and when to 

acquiesce, dissention will ensue. Team 

members must also learn to appreciate 

the differences between authority and 

leadership and how to infuence others 

to change from the status quo. Lead-

ership should be viewed as a personal 

quality that enables an individual to 

infuence others, independent of po-

sitional authority or the ability to re-

ward or punish others. 

Adhere to timelines and deadlines. 

PRC meetings should start and end on 

time. The meeting agenda should esti-

mate the time required for each job and 

avoid squeezing too many jobs into the 

allotted meeting time. Jobs should be 

prioritized by a marketing operations 

committee well in advance of team 

meetings. Generally, all material should 

be submitted a full week before it is ex-

pected to be discussed in a team meet-

ing. In this way, PRC members will have 

ample opportunity to review the mate-

rial before the team meets. “Rush” jobs 

and jobs that require expedited reviews 

are to be expected from time to time—

for example, press releases and updates 

to the prescribing information. Thus, 

the agenda should allow some fexibil-

ity, but it should not become a moving 

target in which jobs are constantly re-

arranged or changed at the last minute. 

Conduct all relevant business in 

team meetings. The goal of the PRC 

is to make clear and responsible deci-

sions by having all the necessary medi-

cal, legal, and regulatory personnel 

and resources in place during the team 

meeting. Working excessively offine, 

between team meetings and on week-

ends, may signal a dysfunctional team. 

Responding to excessive e-mails and 

“copying all” can become fatiguing 

and disrupt the fow of material into an 

otherwise healthy PRC. Team morale 

can become defated by incessant job 

changes and requests for job approvals 

outside team meetings.

Strive for economies of scale.

In the traditional business model, 

PRCs are constituted around mar-

keted products. In this model, the 

PRC reviews jobs that are designed 

for both healthcare professionals and 

consumers, but there is usually only 

one dedicated team per product. An 

alternative model is to segment PRCs 

into “healthcare professional” and 

“consumer” teams. In this model, 

each team is responsible for review-

ing two or more products, potentially 

achieving greater economies of scale 

(fewer overall PRCs). A third team—

the “disease state” team—could be 

tasked to review information pro-

moted to increase awareness of dis-

eases for which the company has 

marketed products. 

Innovate. Every member of the 

PRC is expected to review his or her 

job individually, before the scheduled 

interdisciplinary PRC meeting. How-

ever, a different method may be bet-

ter suited for some jobs, for example, 

jobs that are heavily weighted toward 

one discipline—medical, legal, or 

regulatory—and jobs that were pre-

viously reviewed at a “live” meeting 

and require a “second look” by only 

one or two team members for fnal 

approval. Likewise, new marketing 

concepts are probably best discussed 

in a forum other than the PRC, be-

cause only one or two PRC members 

may be necessary to provide specifc 

feedback requested by the project 

originator. Select individuals may 

know potentially viable ideas in com-

pliant terms from the outset, reduc-

ing the number of “non-starter” con-

cepts. The project can be reviewed 

by the full team once the concept is 

fully “baked” and the job has been 

submitted to the PRC. 

Include additional personnel in 

team meetings as necessary. PRC 

meetings are often slowed down by 

lengthy discussions in the absence of 

important stakeholders who can shed 

light on the nature of the job. These 

stakeholders, often from marketing, 

sales, or sales training, usually have 

the answers to questions such as: 

“How will this article reprint be dis-

tributed to healthcare professionals?” 

“Will this brochure be too complex 

for consumers to understand?” And, 

“Who is the intended audience for this 

visual aid—healthcare professionals, 

managed care organizations, con-

sumers, or others?” PRCs must make 

decisions not only about the medical, 

legal, and regulatory ramifcations of 

marketing material, but also about the 

“taste and tone” of advertising and 

whether approved marketing items 

can be responsibly executed in the 

feld. Input from non-core team mem-

bers may be helpful in this regard. 

Take the guesswork out of work.

In addition to marketing and sales 

personnel, the attendance of market-

ing agencies may be required at PRCs. 

Their presence may be especially help-

ful when understanding marketing 

projects in the digital realm or when 

fulflling multicultural marketing ini-

tiatives. Because the latter often re-

quire translation (and accurate back-

translation) of content from English to 

another language, it may be desirable 

to have a certifed translator attend 

the PRC meeting. There is no reason 

a PRC should have to make assump-

tions about questions other people can 

readily answer. 
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Delegate with authority. It should 

be incumbent upon all team members, 

including project originators, to fnd 

qualifed and knowledgeable substi-

tutes to attend team meetings in their 

absence. Alternatively, absent members 

could attend the PRC “virtually,” us-

ing any number of web-based applica-

tions to collaborate with the team. In 

any case, whoever is participating in 

the PRC should be able to represent 

their discipline and should be empow-

ered to make fnal decisions on all but 

the most diffcult issues. 

Embrace the digital domain. Fi-

nally, PRCs must learn to adjust to 

the digital promotional age in order to 

evaluate proposed tactics and strate-

gies in this realm. They must champi-

on new technology designed to enrich 

traditional marketing channels and re-

lationships with customers. However, 

because it is unlikely that regulatory 

authorities will carve out the digital 

domain from the regulations that ap-

ply currently to print and broadcast 

material, PRC members will need to 

sharpen their digital skills, and teams 

may need to add specialized members 

or partner with niche companies spe-

cially equipped to work with PRCs in 

areas critical to the future of e-promo-

tion—namely, the use of social media 

and Internet-connected devices such as 

computers, tablets, smartphones, and 

game consoles to engage consumers 

and providers with online advertising. 

PRCs must have mechanisms in place 

to track changes in the various social 

media platforms that alter their pro-

grams regularly, often without much 

notice to the advertisers, and some-

times without a strong understanding 

of the regulatory implications. 

In my experience, by following these 

basic principles, PRCs should be able to 

produce a quality product while work-

ing in an atmosphere of trust and re-

spect. Equally important, the output of 

the PRC, whether a sales aid, journal 

ad, website, television commercial, or 

advertising through any other format, 

should be medically and legally sound, 

capable of meeting the requirements of 

regulatory authorities in the host coun-

try. The ultimate goal of such a team 

should be the creation of a fnished 

product which provides accurate and 

complete information to guide the pre-

scribing physician or the patient in uti-

lizing the advertised product to achieve 

the desired health outcomes. 

Arthur Lazarus, MD, MBA is Senior Medical 

Affairs Director at Shire Pharmaceuticals in 

Wayne, PA. His opinions are his own and not 

necessarily those of Shire. He can be reached at 

alazarus@shire.com.
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Now that the Sunshine Act’s Open Payments spending 

disclosure program is live, the federal government’s lead 

offcer for compliance explains how the new web-based 

system will work—and how US industry, providers, and 

patients will be better off by making their relationships 

fully transparent.  By Shantanu Agrawal

newly enacted law, the Physician 

Payments Sunshine Act (also known 

as the Open Payments program) is 

intended to make information about 

these payments between pharma-

ceutical companies, physicians, and 

hospitals transparent. Open Pay-

ments requires that manufacturers 

of drugs, devices, biologicals, and 

medical supplies annually report 

to CMS most payments and “other 

transfers of value” that they make 

to covered recipient physicians and 

teaching hospitals. Manufacturers 

and group purchasing organizations 

(GPOs) will also report ownership 

and investment interests held by 

physicians or their immediate fam-

ily members during the preceding 

calendar year and payments made to 

those physicians. 

Thinkstock

F
or decades now, fnancial rela-

tionships have existed between 

pharmaceutical companies and 

physicians and hospitals, some of 

which have come under scrutiny and 

caused considerable public controver-

sy. One example of a common fnan-

cial relationship are payments made 

by pharmaceutical companies to physi-

cians for consulting services on experi-

mental products under investigation 

or development. These transactions 

have involved research activities, gifts, 

speaking fees, meals, or travel, and 

often occur privately so that no one 

except for the parties directly involved 

knows the details of the transactions.

The typically private nature of 

these relationships has recently 

changed, as the Centers for Medi-

care & Medicaid Services (CMS) 

now requires public transparency 

about these transactions occur-

ring on or after August 1, 2013. A 

Making Sense  
of the Sunshine Act: 
A New Era for Drug Promotion

ES309946_PE0913_034.pgs  08.28.2013  20:34    ADV  blackyellowmagentacyan



35

SEPTEMBER 2013   www.PharmExec.com

Policy

As a result of the Affordable Care 

Act (ACA), such financial relation-

ships will be publically disclosed 

on a CMS Open Payments website 

so that healthcare consumers, clini-

cians, and stakeholders can be bet-

ter informed about the nature and 

magnitude of these relationships. In-

dustry data collection tracking these 

transactions began on August 1. In-

dustry will register with the program 

and submit 2013 data by March 31, 

2014. In the fall of 2014—a little 

more than a year from now—CMS 

will post the 2013 data on the Open 

Payments website, which will be ac-

cessible to the public. This public 

posting will occur  annually.

You may be considering what this 

new law means for your organiza-

tion and have serious questions. Is 

my organization ready for this new 

law? Do I know what we have to do 

to comply or how to go about doing 

it? How much will compliance cost? 

And, by the way, what will public 

transparency of this information 

mean—will it be helpful or will it 

distort public opinion and hamper 

beneficial relationships between our 

company and physicians?

Open Payments is designed to do 

what laws are supposed to do: ad-

dress widespread public concerns, 

and in this case, create a window 

into an area of healthcare previously 

unavailable to the public. In 2009, 

the Institute of Medicine published 

a report, “Conficts of Interest in 

Medical Research, Education and 

Practice” that described such con-

cerns. The infuential report also rec-

ommended implementing a national 

disclosure program for payments to 

healthcare providers and prescribers. 

The Open Payments program was 

created to address this and other calls 

for transparency of these fnancial re-

lationships between the industry and 

physicians and teaching hospitals.

Like industry, CMS fully appre-

ciates the benefits that accrue from 

ongoing collaborations among phar-

maceutical manufacturers, physi-

cians, and teaching hospitals. Those 

joint efforts have long contributed 

to the discovery, design, and devel-

opment of life-saving drugs, and 

delivered better health to patients 

worldwide. 

However, certain financial rela-

tionships may not be beneficial, and 

may in fact create conflicts of interest 

that negatively affect patients. Under 

Open Payments, the industry will 

disclose the nature and extent of such 

financial relationships. The data will 

help patients make decisions about 

the delivery of their healthcare. In 

the process, disclosure may also help 

to discourage improper influences 

exerted over research activities, edu-

cation, and clinical decision-making 

that can potentially compromise 

clinical integrity and the quality of 

patient care—or potentially lead to 

higher healthcare costs.

Open Payments will serve as a 

valuable national resource, address-

ing a long-standing information 

void and providing more transpar-

ency about the healthcare market. It 

is in the spirit of transparency that 

CMS is striving to implement this 

law, with open engagement and in-

put from the stakeholders.. We have 

worked closely with stakeholders to 

better understand the current scope 

of the interactions between manu-

facturers and physicians and teach-

ing hospitals. Last December, for 

example, when finalizing the policy 

and rule for this program, CMS 

weighed feedback from nearly 400 

interested parties, including phar-

maceutical manufacturers. The final 

regulation was preceded by no fewer 

than 251 pages of commentary and 

Source: Center for Business Intelligence
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explanations, an example of the de-

liberate approach to consider and 

integrate the comments received and 

make the rationale for final deci-

sions clear and transparent.

Still, CMS understands these dis-

closure requirements will be a major 

undertaking for many companies. 

CMS is taking great care to simplify 

the procedures involved and provide 

support as industry undertakes this 

effort. Starting with the regulation, 

CMS has provided accommodations, 

such as a longer period of time than 

was required in the law—six months—

for industry to prepare for the start of 

data collection.

Already, the CMS website offers 

considerable information, often in the 

form of fact sheets, in straightforward 

language to help make this program 

understandable. It has provided manu-

facturers with three customized fle 

specifcations to help implement their 

data collection. An electronic system is 

being developed to facilitate the regis-

tration and reporting process via a por-

tal on a secure website. All participants 

will then have a voluntary opportuni-

ty—45 days—to review, dispute, and 

correct any information believed to be 

inaccurate prior to its publication. This 

review is very important to help ensure 

that the information made public is ac-

curate and complete.

CMS has developed new free mobile 

apps, one for industry and the other for 

physicians, that can assist in Open Pay-

ments implementation. You can down-

load the mobile apps directly from 

your app store (iOS Apple or Google-

Play) and search for Open Payments. It 

should be noted that the apps are used 

for tracking purposes only and do not 

directly transmit information to CMS

The benefts of compliance are ex-

tremely worthwhile. Several advantages 

are anticipated. Disclosure will enable 

patients to make informed decisions 

when choosing healthcare profession-

als and treatments. Payers will be better 

equipped to identify conficts of inter-

est and make better decisions regarding 

ordering or prescribing physicians. And 

providers will have more knowledge 

about those physicians publishing im-

portant data and establish guidelines 

and standards of care.

Compliance with this program is be-

ing taken extremely seriously, and the 

companies involved should understand 

the consequences for non-compliance. 

Violations carry consequences: civil 

monetary penalties are capped annu-

ally at $150,000 for failure to report 

and at $1,000,000 for knowing failure 

to report.

As implemention of this program in 

collaboration with the industry begins, 

CMS encourages you to ensure that your 

organization is prepared and ready to 

be in full compliance with the reporting 

requirements. Start early and integrate 

the processes into your business opera-

tions, and use the CMS website and its 

resources to help educate your employees 

about the program. The public deserves 

to be fully informed about  fnancial 

 relationships among healthcare provid-

ers, and industry should welcome the 

opportunity to be more transparent than 

previously required. We are all in the 

healthcare business. Healthcare means 

taking care of patients, and the new 

law will better enable all of us to keep 

 putting patients frst. 

Shantanu Agrawal, MD, is Medical Director 

for CMS’s Center for Program Integrity and the 

Director of Data Sharing and Partnership. He can 

be reached at Shantanu.Agrawal@cms.hhs.gov.

Open payments will serve as a valuable 
national resource, addressing a long-standing 
information void and providing more 
transparency about the healthcare market.

Source: Center for Business Intelligence
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I
n its present form, health-

care is largely reactionary. 

The limited knowledge of 

the external factors that lead 

to various diseases has led to a 

“one-size-fts-all” approach to 

care. But personalized medicine, 

the idea of tailoring treatment 

of a patient based on his or her 

unique physiological character-

istics, is poised to change the 

practice of medicine. It will al-

low healthcare providers to de-

tect susceptibility to disease and 

potentially preempt or prevent 

disease progression by consider-

ing genetic and environmental 

factors that may increase pre-

disposition.

Pathologists will have an 

integral role in this new era of 

care. Personalized medicine re-

lies on new methods of molecu-

lar analysis to determine predi-

lection toward certain diseases, 

but also the likelihood of a cer-

tain treatment’s effcacy. Rely-

ing on these types of precision 

diagnostics makes the patholo-

gist more visible to physician 

colleagues, says Gene Siegal, 

MD, Robert W. Mowry en-

dowed professor of pathology 

and director of the Division of 

Anatomic Pathology at the Uni-

versity of Alabama at Birming-

ham (UAB). Siegal is also the 

executive vice-chair of Pathol-

ogy in the UAB Health System, 

and a member of the American 

Society for Clinical Pathology 

(ASCP) Board of Directors.

“Pathologists are absolutely 

critical to companion diagnos-

tics,” said Siegal. “Companion 

diagnostic tests reside in the 

lab. Pathologists have total 

familiarity with the tests and 

they are best able to report test 

results to the clinician who is 

providing the therapy to the 

patient.”

Pathology and the future of 

personalized medicine

James L. Wisecarver, MD, medi-

cal director for Clinical Labora-

tories at The Nebraska Medical 

Center (TNMC), where he is 

also the director of both the His-

tocompatability Laboratory and 

the Human DNA Identifcation 

Laboratory, said pathologists 

have been making personalized 

diagnostic interpretations for 

decades.

“Pathologists follow new 

therapies. We’ve been doing 

that for many years,” Wise-

carver said. “Pathologists have 

to stay familiar with new thera-

pies and learn about certain ge-

netic differences in patients to 

determine who will respond to 

which drugs.”

The full scope of personal-

ized medicine has not yet come 

to fruition, but it is already in-

fuencing cancer care. 

Appropriate therapeutic reg-

imens for various cancers are 

being determined by molecular 

testing. Tumors might present 

as a textbook example of a cer-

tain type but with molecular 

techniques like forescence in 

situ hybridization (FISH) tech-

nology, might actually be re-

vealed as a completely different 

type of lesion. 

“This can especially hap-

pen with soft-tissue tumors,” 

said Wisecarver. The ability to 

understand such differences is 

a critical skill possessed by pa-

thologists, aiding in effective 

diagnosis.

Personalized medicine in a 

customer service culture

Patients are now more involved 

in their own medical choices. 

They are knowledgeable of 

many medical conditions and 

options for care; this change 

requires physicians to work 

more closely with patients not 

only as a healthcare provider, 

but as a partner in treatment 

and care. 

Customer satisfaction is 

a common metric by which Jordan Sarver is Web Writer at the American Society for Clinical Pathology. He can be reached 

at Jordan.sarver@ascp.org.

Pathology in the Era of 
Personalized Medicine
With their knowledge of molecular genetics, Pathologists are 

transforming the way healthcare is provided.

Companion diagnostic tests reside in 
the lab. Pathologists have total 
familiarity with the tests and they are 
best able to report test results to the 
clinician who is providing the therapy 
to the patient. —Gene Siegal, MD 
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businesses measure their per-

formance. Pathology services, 

which are largely unseen, do 

not normally make patient and 

client satisfaction a priority.

As personalized medicine 

spreads, however, pathologists 

play a more intricate and visible 

part in patient care. This new 

transformation requires more 

attention to the “business” of 

pathology, and leading with 

customer service.

Pathologists no longer solely 

perform tests and interpret re-

sults—they are directly involved 

in improving the effciency and 

quality of care. Improving pa-

tient care is done largely through 

appropriate test utilization, and 

pathologists and laboratory pro-

fessionals are heavily involved 

in the development of guidelines 

for both the appropriate use of 

laboratory tests and advanced 

laboratory diagnostics.

In February, my group, 

ASCP, the world’s largest profes-

sional membership organization 

for pathologists and laboratory 

professionals, released a list of 

fve tests that physicians and pa-

tients should question as part of 

the American Board of Internal 

Medicine’s (ABIM) Choosing 

Wisely campaign. Our society 

was one of more than 50 that 

identifed often inappropriate 

and potentially harmful tests that 

are frequently used by healthcare 

professionals. The goal of the 

campaign is to promote quality 

and effciency in healthcare.

Pathology, personalized 

medicine, and health reform

The new era of personalized 

medicine can also be attributed 

to the changing landscape of 

new payment models. One of 

many changes to how physicians 

are paid, due in large part to the 

Patient Protection and Account-

able Care Act (ACA), is value-

based purchasing. The primary 

goal of the many reforms initi-

ated through the ACA is a reduc-

tion in cost and an improvement 

in quality.

As pathologists become more 

involved in the development, 

management, and application 

of patient information and 

health records, they are well-

positioned to deliver care that 

is personally tailored, highly ef-

fective, and cost effcient.

“Pathologists are focused on 

patient safety and quality,” said 

Siegal. “[Pathologists] bring to 

the multidisciplinary team of 

physicians a unique skill set for 

the better and encourage more 

interaction between pathologist 

and physician.”

Highlighting the value of the 

pathologist to patient care re-

quires pathologists to be more 

visible in their hospitals, but it 

also requires appropriate com-

pensation, according to Siegal.

The economics of healthcare 

doesn’t just apply solely to the 

cost of care to patients. Changes 

to reimbursements and labora-

tory fee schedules are also affect-

ing pathologists. Molecular tests 

can be labor-intensive and costly. 

Third-party payer reimburse-

ments do not refect the cost of 

performing these procedures and 

Medicare reimbursement rates 

are even lower. While patholo-

gists are up to and able to meet 

the challenges presented in this 

new era of healthcare, it is uncer-

tain that the United States will 

be able to maintain an adequate 

supply of experts in the feld 

without proper compensation.

Recognition as a vital member 

of the healthcare team

As the feld of pathology has 

expanded, so have the skill sets, 

knowledge, and value of its prac-

titioners. The feld of informatics, 

which is growing increasingly im-

portant as a diagnostic technique, 

is becoming an essential area of 

pathology training. This new 

knowledge allows pathologists 

to gather and interpret complex 

patient data using 21st century 

technologies. Progress in the feld 

of molecular pathology is poised 

to move pathology from a refer-

ral-driven specialty to one that 

has direct interactions with pa-

tients. Highly specialized training 

in the area of molecular genetics 

makes pathologists invaluable as 

we transition to the new era of 

personalized medicine and care. 

It is important to acknowledge 

the benefts pathologists bring 

to the entire healthcare team as 

personalized medicine promises 

to transform the way healthcare 

is provided. 

Editor’s note: Founded in 1922 in 

Chicago, the American Society for Clini-

cal Pathology is a medical professional 

society with more than 100,000 member 

board-certifed anatomic and clinical 

pathologists, pathology residents and 

fellows, laboratory professionals, and 

students. ASCP provides excellence in 

education, certifcation, and advocacy 

on behalf of patients, pathologists, and 

laboratory professionals. For more infor-

mation, visit www.ascp.org.

Pathologists are well-positioned to 
deliver care that is personally tailored, 
highly effective, and cost effcient.
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T
he development, commer-

cialization, and utilization 

of drug combinations have 

skyrocketed in the United States. 

According to PharmaCircle re-

search, the number of fxed dose 

combinations (FDC) approv-

als has more than tripled over 

the last decade compared to the 

early 1990s. Currently, there are 

numerous marketed FDCs and 

other combination regimens 

spanning multiple therapeutic 

areas, including infectious dis-

ease (HIV/AIDS, Hepatitis C, 

bacterial infections); oncology; 

endocrine disorders (diabetes, 

lipids); cardiovascular disease 

(hypertension, heart failure); 

women’s health (contraception, 

menopause, osteoporosis); and 

respiratory diseases (asthma, 

COPD). According to an Oliver 

Wyman analysis, there were over 

25 notable novel combination 

development programs under-

way in oncology alone in 2011. 

Several factors have driven 

the dramatic escalation of com-

bination products over the last 

decade:

Greater scientifc understand-

ing. Recent scientifc advances 

have enhanced our understand-

ing of the pathophysiology of 

HIV, cancer, and other complex 

diseases. Highly active antiretro-

viral therapy (HAART)—the use 

of at least three HIV drugs act-

ing on different viral targets—

reduces HIV replication, viral 

resistance, patient mortality, and 

morbidity rates while improving 

quality of life. Similarly, increas-

ing recognition that most cancers 

use multiple pathways to grow 

and proliferate has spurned de-

velopment of entirely new classes 

of oncology agents, such as im-

munotherapies and targeted 

therapies, which are being com-

bined to inhibit distinct pathway 

targets in order to improve treat-

ment response while minimizing 

tumor resistance and side effects.

Supportive regulatory and 

clinical environment. Historical-

ly, the FDA and the US medical 

community were skeptical about 

drug combinations. However, 

regulatory policies and clinical 

thinking have dramatically 

changed over the last decade. 

The FDA established the “Of-

fce of Combination Products” in 

2002 to evaluate combinations of 

drugs with other medicine prod-

ucts, such as devices and biolog-

ics. In 2004, the US government 

announced an expedited pathway 

for the FDA to review low-fxed 

dose combinations, co-packaged 

therapies, and single-ingredient 

HIV therapies for use by grant 

recipients of the US President’s 

Emergency Plan for AIDS Relief. 

This past June, the FDA issued 

guidance for the “co-develop-

ment of two or more new inves-

tigational drugs for use in com-

bination” to address the rising 

number of novel combinations.

Addressing public health 

threats. FDCs are critically im-

portant for managing global 

infectious disease threats such 

as HIV/AIDS, malaria, and tu-

berculosis. The World Health 

Organization and other public 

health entities have encouraged 

the development of fxed-dose 

combinations which may im-

prove adherence, reduce costs, 

and facilitate distribution in de-

veloping countries. 

Product differentiation oppor-

tunities. With increasing brand 

competition, companies are ea-

ger to demonstrate better effca-

cy, safety, and convenience using 

a combination which is synergis-

tic or additive. Companies com-

peting in HIV, asthma/COPD, 

and diabetes have demonstrated 

higher effcacy rates with combi-

nations versus single agents. 

Increased utilization. Com-

panies are pairing second- and 

third-line drugs with frst-line 

products to enhance market 

access, earlier use, or preferred 

utilization. For example, many 

companies have combined their 

diabetes type 2 agents with 

frst-line metformin, including 

Merck’s combination of its best-

selling brand Januvia with met-

formin to create Janumet.

Leveraging the portfolio.

Companies increasingly are 

adopting a “multi-level competi-

tion” approach where they seek 

to win not only with a single 

brand but also across their prod-

uct franchises and portfolios. 

Gilead Sciences wants to maxi-

mize sales of multiple HIV prod-

ucts to enhance its HIV franchise 

as well as with its new Hepatitis 

C (HCV) products to win with 

its overall anti-viral portfolio. 

Similarly, Roche bolsters sales 

of individual brands and its 

overall oncology  portfolio by 
Stan Bernard, MD, MBA, is President of Bernard Associates, LLC, a global pharmaceutical 

industry competition consulting frm, and a member of Pharm Exec’s Editorial Advisory Board. He 

can be reached at SBernardMD@BernardAssociatesLLC.com.

The Drug Combination 
Competition
Companies are leveraging combinations of drugs and other  

products to gain competitive advantage and market share.
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encouraging the use of combination 

regimens of its cancer agents. 

Extending the patent life. Industry 

critics note that companies combine 

drugs nearing patent expiry with newer 

drugs with longer patents to extend the 

proprietary rights and marketability of 

the older agent. Some believe that Pfzer 

was using this “evergreening” strategy 

in its failed attempt to develop its pow-

erful HDL-raising developmental agent 

torcetrapib only in combination with 

its best-selling, near patent-expiration 

agent Lipitor, instead of as developing it 

as monotherapy. 

Combination drugs can be classifed 

into two general categories: “combina-

tion drugs,” consisting of drug-drug 

combinations; and “combination prod-

ucts,” consisting of drug/non-drug 

combinations. A combination drug 

most commonly refers to a fxed-dose 

combination, a formulation includ-

ing two or more active pharmaceutical 

ingredients combined in a single dos-

age form. However, companies may 

promote drug combination regimens 

which are not necessarily fxed dosed, 

such as co-packaged products or “free 

combinations,” two or more medicines 

with separate formulations and specifc 

labeling for simultaneous use. Initially, 

fxed-dose combination drug products 

were developed primarily to target a 

single disease, such as Gilead’s anti-

HIV FDCs. However, some FDCs tar-

get multiple diseases or conditions. For 

example, Pfzer’s Caduet is a FDC con-

taining Lipitor to treat hypercholesterol-

emia and Norvasc to treat hypertension. 

The FDA defnes combination prod-

ucts as those which “combine different 

types of medical products, such as drug/

device, biologic/device, drug/biologic, 

or drug/device/biologic, that are physi-

cally, chemically, or otherwise com-

bined or mixed and produced as a single 

entity.” Examples of combination prod-

ucts include a monoclonal antibody 

combined with a therapeutic drug; a de-

vice coated or impregnated with a drug 

or biologic such as a  drug-eluting stent; 

an orthopedic implant with growth fac-

tors; or insulin injector pens and me-

tered dose inhalers. 

Competitive combination strategies

Pharmaceutical companies have lever-

aged combination products in a variety 

of ways to gain competitive advantages 

and enhance product sales:

Roche/Her2+ combination products.

Roche has been masterful in designing 

and executing winning drug combina-

tion strategies as exemplifed by its fxed-

dosed, free, and drug-conjugate combi-

nations targeting patients with HER2+ 

breast cancer. For over a decade, Roche’s 

monoclonal antibody Herceptin com-

bined with chemotherapy has been the 

mainstay of treatment for HER2+ meta-

static breast cancer (mBC). Last year, 

the company launched Perjeta, a frst-in-

class HER dimerization inhibitor to be 

used in combination with Herceptin for 

mBC. Early this year, Roche launched 

Kadcyla, the frst antibody-drug conju-

gate (ADC) for the treatment of HER2+ 

mBC. Roche is positioning Kadcyla—

which contains Herceptin—to even-

tually replace Herceptin as a frst-line 

mBC agent in combination with Perjeta 

and become the monotherapy of choice 

for second-line treatment of mBC. “Kad-

cyla is an antibody-drug conjugate rep-

resenting a completely new way to treat 

HER2-positive metastatic breast cancer, 

and it helped people in the EMILIA 

study live nearly six months longer,” said 

Hal Barron, MD, Roche’s chief medical 

offcer and head, global product develop-

ment. “We currently have more than 25 

antibody-drug conjugates in our pipeline 

and hope this promising approach will 

help us deliver more medicines to fght 

other cancers in the future.”

Gilead Sciences/HCV combinations.

Gilead is using a similar drug combina-

tion strategy to win in the HCV infec-

tion space as it did in HIV. Data pre-

sented in March demonstrated that a 

triple regimen of the HCV sofosbuvir, 

ledipasvir, and ribavirin produced a 100 

percent response rate after 12 treatment 

weeks for HCV genotype 1 patients. In 

June, the FDA granted priority review 

for Gilead Sciences new drug application 

for sofosbuvir, a once-daily oral nucleo-

tide analogue inhibitor for the treatment 

of HCV infection in combination with 

ribavirin (RBV) as an all-oral therapy 

for HCV-infected patients with geno-

types 2 and 3 and in combination with 

ribovarin and pegylated interferon for 

treatment-naïve patients with genotypes 

1, 4, 5, and 6. Gilead is developing a 

sofosbuvir-ledipasvir coformulation that 

is being tested with and without ribavi-

rin. FactSet Research Systems estimates 

that annual sales of sofosbuvir and its 

combinations will exceed $6 billion and 

become the company’s biggest selling 

product by 2017. 

Teva/combination strategy. Teva 

Pharmaceuticals, the world’s largest ge-

neric manufacturer, has announced that 

combination drugs and products rep-

resent an integral part of its new com-

petitive strategy. Teva is pursuing “new 

therapeutic entities,” new formulations 

or combinations of older drugs, which 

would leverage Teva’s competitive ad-

vantages in generics, innovative specialty 

CNS drugs, and product formulation. 

For instance, Teva recently acquired 

Alexza Pharmaceuticals and its Staccato 

aerosol delivery system to serve as the 

platform for many new product combi-

nations using already-approved drugs. In 

January, the FDA approved Alexza’s frst 

product Adasuve, which combines the 

nearly 40-year-old anti-psychotic drug 

loxapine with the company’s new inha-

lation delivery device. 

Scientifc, clinical, regulatory, and 

commercial factors will continue to 

stimulate the development and utiliza-

tion of drug combinations and shape 

the competitive landscape. Progressive 

companies will seek to preempt rivals by 

evaluating and developing their in-house 

drug candidates, identifying external 

drug and product combinations and 

partners, and by preparing insightful 

competitive strategies to win the drug 

combination competition. 
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A
sk Indonesians about a bad experience in medical care and each will have a story to 

tell. The poor state of Indonesia’s health care system has turned ‘improving quality’ 

into the top priority of the government of Indonesia. Better quality of care has be-

come especially important as the fourth most populated country in the world moves into 

full traction with its plans to achieve universal health care coverage. 
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According to the Ministry of 

Health, 72 percent of the population, 

just over 176 million Indonesians, 

were already part of some type of 

health fnancing scheme. Now Indo-

nesia’s policymakers are committed 

to covering every citizen by 2019. The 

implementation of universal health 

care coverage will start in January 

2014 and is widely seen as a signif-

cant step forward for Indonesia’s 238 

million people.

Badan Penyelenggara Jaminan So-

sial, BPJS as the system is locally re-

ferred to, aims to drastically increase 

the quality and access to medicines and 

medical treatment to the entire Indone-

sian population. From policymakers to 

health care providers, drug manufac-

turers to distributors, all stakeholders 

in Indonesia’s health care and pharma-

ceutical sector are now facing the criti-

cal task of defning their role within 

this changing environment.

Weaving Indonesia together
UnIversal coverage: UnIversal coverage: 
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Most multinational companies (MNCs) 

do not expect to play a major role within 

BPJS but, despite the vast volume, serving 

BPJS will not be easy or cheap for local 

manufacturers either. Not only are they 

required to ramp up manufacturing ca-

pacity to serve a growing market, permits 

to manufacture –due to Indonesia’s Phar-

maceutical Inspection Convention and 

Pharmaceutical Inspection Co-operation 

Scheme (jointly referred to as PIC/S) adher-

ence– have become stricter than ever. 

Increasingly important within Indo-

nesia’s changing pharmaceutical land-

scape is the role of the distributor. Not 

only will distributors play a key role in 

making universal healthcare coverage 

a reality by physically making medical 

devices and medicines available across 

Indonesia’s complex geography, they will 

also play an essential role in identifying 

where and how the market will beneft 

from BPJS by providing the manufac-

turer with the latest data from the feld. 

Promising macro-economic data, ex-

ponential growth rates, demographic 

potential, and a growing middle class 

have drawn Indonesia into the interna-

tional spotlight, earning a place among 

the world’s ‘pharmerging’ countries. Ex-

ecutives should not stare themselves blind 

on the double digit growth rate however. 

Indonesia remains a market where both 

MNCs and local pharmaceutical compa-

nies can enjoy steep growth curves-- pro-

vided they are willing to invest in the long 

run. These long term investments can take 

on various formats, including manufac-

turing, partnering, and brand building. 

All will be central to function as an agent 

of change while Indonesia heads towards 

universal health care coverage.

POOR CARE NO MORE

BPJS implementation ends an era of un-

certainty around the government’s com-

mitment to launch universal coverage. 

Assigned as the chairman for the imple-

mentation of universal health care cov-

erage in Indonesia is the country’s Vice 

Minister of Health, Mukti Ali Ghufrom 

MSc, PhD. Ghufron and his team defne Courtesy of Sanof 

TOTAL MARKET 
(Prescription medicines and OTC/Non-prescription)

RANK COMPANY

1 KALBE FARMA

2 SANBE FARMA

3 SOHO

4 PHAROS INDONESIA

5 DEXA MEDICA

6 BIOFARMA

7 TEMPO SCAN PACIFIC

8 DANKOS

9 FAHRENHEIT

10 SANOFI

11 INTERBAT

12 KONIMEX

13 DARYA VARIA

14 BAYER INDONESIA

15 PFIZER

16 KIMIA FARMA

17 NOVARTIS

18 LAPI

19 HEXPHARM JAYA

20 NOVELL PHARM

Source: IMS Health

KEY INDICATORS INDONESIA

Population
247 million 

(4th largest)

Gross national income per 

capita (PPP international $) 
USD 4,500

GDP growth 6.20%

Total expenditure on health 

as % of GDP (2011)
2.70%

Total pharma market USD 7.6 BN

CAGR 12%

Source: 2012 data, IMS, WHO & World Bank
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 government commitment as a key success factor to a successful 

implementation. “From a legal point of view, a law has already 

been formulated and launched. We have created a roadmap, to-

gether with all stakeholders, including the unions and the Cham-

ber of Commerce, for the successful implementation of the plan. 

From a fnancial point of view, a budget has already been agreed 

upon: for 2014, an amount of IDR 1.75 trillion (USD 1.7 billion) 

will be provided to cover the poor and the ‘near poor’,” he said.

In parallel, increasing the quality of care is seen as equally 

important to the Ministry. “My main concern is the quality of 

our health care services. It would not make sense to provide 

health care to everyone in the country if its quality is poor,” said 

Minister of Health, Nafsiah Mboi, Phd. “So far, we have been 

preparing rigorously to improve the quality of care. For health 

care facilities, our vision is a very strong primary care network 

combined with a good quality referral system.” According to the 

Ministry, Indonesia now has roughly 9,500 primary care centers 

or one for every 30,000 people. “Although these numbers match 

the required standards, we need to work on improving the qual-

ity at primary care level,” she said. “In terms of hospital care we 

now have 2,138 hospitals, 829 which are government owned, 

across the country. These hospitals have standards and accredi-

tation which guarantee the quality of care that we need.”

FROM ROSE-COLORED GLASSES TO REALITY CHECK

MNCs are ramping up their sales force, a scarce resource, to 

serve a growing medical community at Indonesia’s private hos-

pitals, but they remain puzzled about public procurement op-

portunities to serve public hospitals and BPJS. “These compa-

nies are trying to understand what their place will be within 

the system,” said Parulian Simanjuntak, executive director of 

the International Pharmaceutical Manufacturers Association 

(IPMG). “In order to contain cost, the government has already 

proclaimed that generics will be mainly used under the new plan. 

Therefore, the question arises whether the MNCs are allowed to 

participate in the generics business. “We would like more clarity 

on what exactly will happen with regards to the social insurance 

From left: Dr. Nafsiah Mboi, Minister of Health; Eric NG, President 

Director - Sanof; Parulian Simanjuntak, Executive Director - IPMG
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 system. There should be no limitation as to 

who can participate in the universal health 

care plan.” And even though Indonesia is 

the fourth most populated country in the 

world, big pharma still only touches a frac-

tion of that market. Universal health care 

coverage, however, is expected to enlarge 

the patient base that can afford innovative 

medicines. 

“Today, just about half of the Indone-

sian population has some sort of access 

to health care insurance,” said Eric Ng, president director of 

Sanof Indonesia. “When you zoom into the situation however, 

you immediately see that the most advanced coverage is only 

provided for the civil servants through the Asuransi Kesehatan 

Indonesia (ASKES) program. Most of the MNCs primarily 

operate in this segment of the market, which at present only 

amounts to an estimated 20 to 30 million people. Universal 

health care coverage sometimes sounds exciting, but it may not 

be an opportunity for everyone. The plan targets a very basic 

package of health care based on low cost generics. However, 

we believe that the growing base of the population, which the 

government aims to cover in full by 2019, will serve as a driv-

ing force to increase the overall access to medicines. We be-

lieve that the base of the aforementioned 

20 to 30 million people, which most of 

the MNCs target today, will theoretically 

increase to roughly 120 million people in 

2014 alone. While we should not assume 

that our business will increase propor-

tionally because of the price-volume ef-

fect, which implies that greater volumes 

will gradually push down the price of 

medicines, we do believe that Sanof will 

have a much greater role to play in this 

country when such a large number of population requires ac-

cess to medicines.”

With only 2,7% of GDP spent on 

health care, Indonesia offers room 

for growth. Prodia, a local health 

care services company created in 

1973, was sparked by the ideas 

of ‘better diagnosis’ and ‘qual-

ity as a way of life’. The lack of 

health care infrastructure and 

clinical laboratories due to years 

of underinvestment pushed Andi 

Widjaja  and three other founders  

to pioneer the market for clinical 

laboratory services.  “We were 

the frst International Organization 

for Standardization (ISO) certifed 

laboratory, the frst local indepen-

dent contract research organiza-

tion (CRO), the frst occupational 

health institute, the frst in diag-

nostics, and the frst in stem cell 

research,” said president director 

Endang Hoyaranda. “We are not 

active in areas where other companies are already 

active.” In an emerging market like Indonesia, the 

private industry has a key role to play in shaping, if 

not creating, the market. For the clinical trials side, 

for instance, the Badan Pengawas Obat dan Makanan 

Republik Indonesia (National Agency of Drug and Food 

of the Republic of Indonesia) assigned a team of in-

dustrialists and academics to develop Good Clinical 

Practice (GCP) guidelines, which became an adapted 

and adopted version of the International Conference 

on Harmonisation Good Clinical Practice (ICH GCP). 

As the frst CRO in the country, Prodia had a strong 

presence on this team. Today, the company partners 

with the leading CRO Quintiles to include Indonesia in 

global clinical trials. 

Filling the voids

Andi Wijaya, 

Founder, Prodia 

Group

From left: Dorodjatun Sanusi, Executive 

Director-GP Farmasi; Johannes Setijono, 

Chairman-Kalbe Farma

Endang Hoyaranda, 

President Director-

Prodia Group

ES310720_PE0913_044.pgs  08.29.2013  02:03    ADV  blackyellowmagentacyan



Special SponSored Section

indonesia report

pharmaboardroom.com

 SepteMBer 2013  FOCUS REPORTS   S5

PIC/S & PENNIES

When it comes to serving the generics-focused BPJS niche, Indo-

nesia’s local pharmaceutical companies are in a prime position. 

“These pharma companies will need to look at ways to increase 

their current capacity and ensure the readiness of their prod-

ucts,” said Darodjatun Sanusi, executive director of GP Farmasi 

Indonesia, the association of generic drugs manufacturers. “At 

the same time, they have to fnd and sustain the competitive ad-

vantage of their products, particularly as the markets will open 

up more and barriers to trade will decrease,” 

If Indonesia’s local manufacturers supply BPJS, they will also 

be the ones feeling the much expected price-volume effect. “It 

will change the whole landscape and turn Indonesia from a self-

payers market into a government and private insurance-driven 

market,” said Johannes Setijono, chairman of Kalbe Farma, the 

largest listed pharmaceutical company in the ASEAN region. 

“The private insurance companies, which are still small today, 

are therefore expected to see their bargaining power increase 

signifcantly. The plan is expected to not only drive up market 

volume but also create severe price pressures.”

Two decades ago, one could already see several manufactur-

ers moving out of the big cities and into industry-friendlier out-

skirts, moves that coincided with a government push to force 

GMP standards upon the industry. “Meprofarm was founded 

by my father in 1973. Two decades later, in 1995, we moved 

premises,” said Eric Darius Mardiwidyo, president director of 

Meprofarm,a local generics manufacturer. Now, the company 

is based on the outskirts of Bandung, the second largest met-

ropolitan area in Indonesia 87 miles southeast of the capital, 

Jakarta. “The move was the direct result of the company’s rapid 

growth, as well as new government regulations to comply with 

GMP standards,” Mardiwidyo said. “GMP compliance was 

achieved by December 1995, boosting the growth of the com-

pany further. In 2006 we acquired additional land next to our 

existing facilities in order to build our new facility ‘Meprofarm 

2’. This second facility was completed in 2010 and added a 

number of new lines to the company: injectables, liquid syrup 

and creams. It also includes storage space that now makes up 

our central warehouse. Most of the growth will sit in generic 

tablets and capsules. Specialty products like hormones, oncol-

ogy and vaccines, for instance, are going to be attractive areas 

to invest in.”

A FOR ACCESS IN THE ARCHIPELAGO

Partnering with a top notch distributor may be desirable 

in any pharma market; it is a must in Indonesia. With over 
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6,000 inhabited 

islands scattered 

across both sides 

of the equator, 

the  Indonesian ar-

chipelago is the 

world’s 16th larg-

est country in 

terms of area.  “As 

a distributor, you 

easily have to deal 

with forty-plus 

companies for transportation alone,” said Santiago Garcia, 

CEO of APL Care, the country’s leading distribution company 

for the pharmaceutical and health care sector. “Moving goods 

and people is very diffcult because the links between some of 

Indonesia’s key cities are missing. We also notice that truck 

loads are often incomplete while the discipline among logis-

tics companies is often lacking. Electricity cuts are another 

big issue, especially when we start talking about cold supply 

chains. However, the situation is improving and changes are 

happening in this respect, and these challenges are an integral 

part of doing business in Indonesia. Every time companies are 

under pressure, goods are being sold to wholesalers at severe 

discounts. We, however, target the proper channels consisting 

of hospitals, doctors, clinics and pharmacies. We want them 

to work with us and work on demand generation, rather than 

fooding our channels at discount prices.” While Indonesia’s 

leading independent distributors APL Care, Dos Ni Roha and 

Pentavalent have a signifcant presence in the market, they 

compete head-on with in-house distribution companies that 

belong to local pharmaceutical manufacturers such as Kalbe 

Farma and Dexa Medica.

2013 is an exciting year for the industry, a year of preparation 

for implementation of universal health care coverage in 2014. 

The industry will see itself forced to reshape business strategies 

to supply the system with quality medicines, be it branded origi-

nals or their generic counterparts. MNCs with the ability to play 

in the generics space will stand a good chance in excelling in 

the Indonesian market, while those without generic capabilities 

are likely to continue along a growth path nurtured by optimis-

tic macro fgures. Local companies must professionalize their 

operations and invest in more capacity and better quality stan-

dards. The expectation is for Indonesia to continue its double 

digit growth path, which makes it an exciting pharmaceutical 

market with many opportunities. But growth will require more 

than fnding the right portfolio. It will come down to becom-

ing a true partner to Indonesia’s healthcare system and its many 

stakeholders. 

“When I interview people, I ask them 

why they want to change for the 

same position in another company. 

In general, it always comes down to 

incremental salary increases,” said 

Luthf Mardiansyah, president direc-

tor of Novartis Indonesia. “We see 

similar HR scenarios in markets like 

China. In the past, there were no 

MNCs and the market was not grow-

ing. But today, the situation is very 

different. At Novartis, we have grown from 230 medical 

representatives in 2011 to almost 500 today. If another 

company wants to build similar capabilities, they will nat-

urally look at Novartis to source new talent. There is a 

talent war at the moment. This is quite a normal phenom-

enon indeed, but the only thing we need to look at is how 

we can retain the best people. We have to do more than 

create remuneration-based incentives alone. Instead, we 

need to look at other elements such as career develop-

ment, international opportunities, and so forth.”

HR War

Luthf Mardiansyah, 

President Director 

of Novartis 

Indonesia

From left: Erik Darius, President, 

Meprofarm; Santiago Garcia, President 

Director - APL Care
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According to Family Business Net-

work, the largest global associa-

tion for family-owned businesses,, 

more than 90 percent of business-

es in Indonesia are family-owned 

and controlled corporations.  

Mostly created in the 1960s or 

70s, these companies have now 

reached a crucial moment: the 

handover to the second genera-

tion. Doing so, they are taking aggressive measures 

to adopt good corporate governance. Metiska Farma, 

a generics company headquartered in Jakarta, recent-

ly went through a change in control when its owner 

was temporarily immobilized by stroke. “My father is 

still involved in the running of the company, but I took 

over full-time in 2009,” said his son Steve Yang, now 

chief executive offcer. Yang, a PhD in biotechnology 

from the Massachusetts Institute of Technology  with 

experience at global consultancy McKinsey & Com-

pany, gave his perspective on change management. 

“In 2009, the company was still very much being run 

as a family company, which was refected in Metiska’s 

management structure. Standard Operating Proce-

dures (SOPs) were either not in place or not being fol-

lowed. The frst step I took was to restructure the top 

management of the company. Both the restructuring 

and the sales force have driven our growth in recent 

years, but it has still not reached the level I would like: 

we are looking ideally for 40 percent growth year-on-

year. There is still a lot of organic growth that we can 

pursue for the next few years, but after around 2020, 

we will have to look outside to grow the company fur-

ther. This is most likely to take the form of an IPO, to 

then use the funds generated for mergers or acquisi-

tions on a regional level.”

Family grip on local pharma

Steve Yang, Chief 

Executive Offcer - 

Metiska
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D
iscomfort drives change. 

But by the same token, 

change creates discomfort.

The tension between these 

two paradoxical concepts lies 

at the core of healthcare mar-

keting planning and commu-

nication. And as healthcare 

marketers, our ability to le-

verage the comfort/discomfort 

paradox appropriately defines 

our ultimate success in the 

marketplace. This is especially 

true of challenger brands, who 

need to make their competi-

tive value instantly clear by 

making direct hits on an emo-

tional level.

Allure of comfort

We human beings are hard-

wired to f nd and sustain com-

fort: comfort food, comfort 

zones, and old favorites. We are 

loyal to the tried and true. We 

move to and try to stay in our 

place of comfort. 

Yet our job as marketers is 

to change customers’ percep-

tions, preferences, and behav-

iors towards our products or 

services. Our job is to make 

people uncomfortable enough 

to change their current behav-

ior. Their comfort is not in 

our best interest. Left to their 

own devices, our target cus-

tomers would choose to stay 

in their comfort zones, which 

means they wouldn’t use or 

even try the product or service 

we’re  offering. 

Discomfort, unmet needs, 

and challenger brands

Obviously, not all product 

categories are populated by 

fiercely loyal patrons who 

cling to their comfort zones 

like intrepid Chicago Cubs 

fans. Many categories of con-

sumer products have users 

loyal only to the next coupon 

or sample. In our industry, the 

 challenge of changing custom-

er preferences is made more in-

tense by the seriousness of the 

healthcare professional’s re-

sponsibilities. Changing pref-

erences for toothpaste carries 

a significantly lower risk than 

changing preferences for che-

motherapy alternatives, diag-

nostic techniques, or surgical 

protocols. There’s got to be a 

very compelling reason to con-

sider changing.

If we want to convince a 

physician to change prescrib-

ing behavior, we must f rst 

convince him or her that there 

is something lacking with the 

way things are currently done. 

We must stir the pot a bit to 

create discomfort with the 

current brand, brands, or pro-

cesses that can only be rectif ed 

by changing to our brand. We 

must move them to the point of 

discomfort that creates urgen-

cy to change, where not chang-

ing is simply unacceptable. 

This process is especially 

true when developing plans for 

challenger brands that don’t 

have the big budgets. Challeng-

er brands need to think differ-

ently from market leaders. They 

need to offer new criteria for 

choice. For challenger brands, 

a clear path to leveraging your 

target customer’s discomfort is 

critical to success. 

Enter Maslow’s hierarchy 

of needs. You remember: it’s 

that pyramid-shaped chart (like 

the government’s original food 

chart that told us we couldn’t 

eat Frito’s and cheesecake with 

every meal). The idea is that 

our most  basic of needs (like 

The Art and Science of 
Creating Discomfort
What does a challenger brand need to do?

morality,

creativity,

spontaneity,

problem solving,

lack of prejudice,

acceptance of facts

self-esteem, confdence,

achievement, respect of others,

respect by others

friendship, family, sexual intimacy

security of: body, employment, resources, 

morality, the family, health, property

breathing, food, water, sex, sleep, homeostasis, excretion

Self-actualization

Esteem

Love/belonging

Safety

Physiological

Figure 1: Maslow’s hierarchy of needs. 
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 breathing, eating, and drink-

ing) must be satisfed before we 

can attain higher levels of needs 

(like self-esteem, respect by oth-

ers, morality, or creativity). Ap-

plied correctly, it defnes the key 

areas of comfort and discomfort 

for our species (Figure 1). 

Our job is to engage an 

HCP in a conversation about 

a product or service and point 

out issues that may: diminish 

confdence in the status quo; 

limit problem-solving; or make 

patients less satisfed with the 

outcomes achieved. If we can 

demonstrate how our product 

or service can help the HCP 

perform better, fnd a clinical 

issue that might make them 

doubt their current preferences, 

or isolate a patient type that 

might better beneft from a dif-

ferent product, we can use this 

discomfort to drive change. 

The process

Let’s see how this thinking 

plays out in terms of a process. 

We often characterize market-

ing as a process that moves 

prospects from awareness, to 

interest, to desire, and fnally 

to action (AIDA). With chal-

lenger brands viewing the pro-

cess (and our job as market-

ers) as moving customers from 

their comfort zone to a point 

of discomfort, then into a new 

comfort zone that includes our 

product or service, this multi-

plies the impact of the market-

ing plan (Figure 2). 

Some call it disruption. 

Some call it creating a tipping 

point in the customer’s beliefs. 

But it’s all based on creating 

discomfort, then moving the 

customer to a new comfort 

level. This creates a more pro-

ductive framework to evaluate 

challenges,  develop strategies, 

and formulate the marketing 

mix. The process consists of 

fve stages: 

Stage 1. The customer is in 

his or her comfort zone with the 

product currently used. 

Create discomfort—open a 

dialogue to make the status quo 

less secure.

Stage 2. The customer be-

comes engaged and neutral/

mildly open to discussion or con-

sideration. 

Create discomfort—clearly 

defne unmet needs with current 

product.

Stage 3. The customer be-

comes uncomfortable with the 

current practice and is open to 

considering new solutions. 

Create a new comfort zone—

align your product’s strengths 

and values with your customer’s 

needs.

Stage 4. The customer moves 

to a new comfort zone with your 

product. 

Strengthen the comfort 

zone—make the change as easy 

as possible and reward the new 

choice.

Stage 5. The customer settles 

into the new comfort zone as 

competition begins to attack. 

Strengthen the new comfort 

zone—defend the comfort zone 

with expanded support and value.

Finding unmet needs 

Behind the process is an assess-

ment of the underlying comfort 

and discomfort drivers, somewhat 

akin to an ATU study. This begins 

with key questions about the phy-

sician and his or her practice. 

How comfortable are your 

target customers?

» How long have they been us-

ing the product or service?

» What’s the risk involved in 

the use or treatment?

» How well do they understand 

the disease or drug category? 

(For example, a PCP may be 

the initial treater for a spe-

cialty disease and would not 

have in-depth experience.)

» How diffcult is it to adminis-

ter or use the product?

How and when do they use 

the product(s) you plan to dis-

place?

» At what stage of the disease?

» On which type or profle of 

patients?

» Which treatments do they use 

and when?

Do they recognize specifc 

unmet needs?

Is their attitude open or 

closed? 

» Age of physician

» Department or individual 

formulary?

» Do they practice at a teaching 

or community hospital?

» Are they the decision maker?

Armed with the details of your 

customers’ basic attitudes, trial, 

and use drivers and a well-struc-

tured process, moving them from 

their comfort zone to yours can 

help convert a challenger brand 

into a signifcant contender. 

CUSTOMER

PROCESS

DISCOMFORT/

COMFORT

STRATEGIES

Comfort

zone

Open a

dialogue

Defne

unmet needs

Align solutions

with strength

and values

Simplify change-

reward choice

Defend

comfort zone  

with expanded 

support and 

value

Open to

discussion

Move

to new

comfort

zone  

Competition

attacks

Uncomfortable

with current

solution  

Figure 2: Deconstructing the discomfort/comfort process. 
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W
hen asked why he 

robbed banks, Willie 

Sutton supposedly re-

sponded: “Because that’s where 

the money is.” Anyone who has 

seen a doctor in the last couple 

of years knows that the com-

puter screen gets more face time 

than the patient, so it follows 

that pharma ought to be pri-

oritizing the EHR channel as a 

way to deliver timely messages

to that critical customer, the one 

holding the Rx pad. Right? 

Maybe. Discussions about 

EHRs can get complicated 

quickly, due to the sheer tech-

nological heterogeneity among 

EHR providers, not to mention 

their differing business models; 

free and ad-supported, or ex-

pensive and ad-free, for exam-

ple. That’s in addition to other 

important considerations such 

as, what stage of Meaningful 

Use has the physician’s practice 

or hospital obtained? Or, how 

does the EHR f t into a given 

physician’s workf ow, and what 

tasks are delegated to adminis-

trative staff? 

Don’t be bedeviled by the 

details, says Ed Fotsch, CEO 

at PDR Networks, a provider 

of drug label information and 

product support that now part-

ners with EHR providers to de-

liver services to physicians and 

patients. Between 60 and 70 

percent of physicians have now 

adopted some form or EHR, 

and as a result, their workf ow 

has altered  dramatically, says 

Fotsch. Now, “it’s all about 

information f ow into and out 

of the EHR.” For those early-

adopting physicians and hospi-

tals that have already been using 

EHRs, Stage 2 of Meaningful 

Use is just six months away, and 

that requires physicians to send 

“customized patient education” 

to at least 10 percent of their 

patients, or sacrif ce the Mean-

ingful Use incentive payment. 

Where will docs get the patient 

education and resources they’ll 

be required to distribute?

Pharma, if the industry plays 

its cards correctly. Drug compa-

nies have spent untold millions 

on developing patient education 

materials, a lot of it never seen 

by actual patients. These mate-

rials—in addition to f nancial 

assistance programs and co-

pay cards—can be repurposed 

to meet the needs of physicians 

who want to qualify for Stage 

2, says Fotsch. The key is to 

support the doctor’s decision 

to prescribe a given product 

by providing services that help 

patients afford a medication, re-

main adherent on therapy, and 

understand the risks and ben-

ef ts of a product.

Despite a lot of talk (and 

conferences) about the need to 

transform industry from prod-

uct peddler to service provider, 

you don’t hear that many CEOs 

regaling analysts on earnings 

calls with stories about what’s 

happening above and below the 

pill. Some brand managers still 

don’t understand why services 

like customized patient educa-

tion matter after a physician 

has already chosen what to pre-

scribe. Fotsch says he asks these 

brand managers why they re-

turn to the same restaurants, or 

buy a certain kind of car. “It’s 

because of a good experience” 

with that restaurant or car, and 

it’s the same for medicine, he 

says. “If you can help a doc-

tor and a patient at the time of 

prescribing—with an adherence 

program, or f nancial assis-

tance, et cetera—that’s a better 

drug,” says Fotsch. 

But patient materials don’t 

appear in EHRs by magic; 

there’s a lot of work that goes 

into it. Fotsch says Bristol-

Myers Squibb and AstraZeneca 

are two examples of “forward-

looking clients that are think-

ing like service companies” 

with respect to EHR. Fotsch 

says biopharma EHR initia-

tives should consider a physi-

cian’s full range of prescribing 

habits, and not try to push sin-

gle-drug materials into EHRs. 

It’s also important to under-

stand the level of EHR adop-

tion in a given specialty, and 

to identify opportunities that 

engage physicians in context-

appropriate ways. Finally, it’s 

a good idea to understand the 

Stage 2 requirements in order 

to meet the needs of physicians, 

says Fotsch.

As more and more physi-

cians spend more and more 

time looking at a screen, it 

makes sense to support their 

prescription decisions through 

the EHR channel. Newly cov-

ered lives coming into the sys-

tem next year will need to be 

educated about their diseases 

and treatment. At the point of 

care though, patients might f nd 

it harder than ever to make eye 

contact with a doctor. 

Ben Comer is Pharm Exec’s Senior Editor. He can be reached at bcomer@advanstar.com.

Share of Screen
Are electronic health records a viable channel for engagement?
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LOGISTICS PROTECTS YOUR 

PRODUCTS FROM THE ELEMENTS.

It’s what’s on the inside that counts — the inside of your shipment that is. With patients in all corners of the 

globe, controlling the temperature of sensitive pharmaceuticals during transit takes expertise and technology. 

At UPS, we have both to help keep products within strict temperature tolerances and prevent costly excursions.

Learn how we can keep your products as safe and secure during storage and 
transit with us as they are in your care. Watch a video at ups.com/healthcare.

service that safeguards temperature-sensitive shipments. 

Coupled with our network of control towers, we actively monitor 

location and shipment conditions anywhere on the globe, ready 

to intervene with contingency plans to protect your products 

during their journey.

MAINTAINING THE HEALTH OF EACH SHIPMENT

When sensitive shipments travel, we must expect the 

unexpected. We start with experts that can recommend 

packaging solutions to help protect your products from spoiling 

in real-world temperature extremes during transit. Coupled with 

UPS Proactive Response,® a 24/7 package monitoring service 

where UPS agents take action to help prevent temperature 

excursions, you have a partner with the expertise and technology 

to act as a protector of your products 

during storage and transit.

QUALITY IS CRITICAL

As the number of temperature-

sensitive products increases, 

so does the demand for them. 

Take full advantage of UPS’s 

ever-growing network of 37 

facilities dedicated to global

healthcare distribution. With 

nearly six million square feet of cGMP/GDP-compliant

warehouse space, our network is designed to help you protect 

your products during storage. After all, we understand that it’s 

a patient, not a package.

MORE CONTROL IN YOUR SUPPLY CHAIN

Innovative therapies require innovative protection. That’s why 

we offer UPS Temperature True,® a specially designed air freight 
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Mobile Intelligence

Finally, a comprehensive Life Sciences CRM solution with   

complete offline functionality optimized to enable your single 

 device strategy and lower your total cost of ownership.    

Partner with Cegedim today - it’s time to deploy!

Contact Cegedim today to learn more  

 about Mobile Intelligence on Windows 8

888.336.3748

mobility@cegedim.com

Cegedim.com/MITouch

The only global 

Life Sciences CRM 

on Windows 8

* Windows is a registered trademark of Microsoft Corporation.
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