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From the EditorDECEMBER 2016 PHARMACEUTICAL EXECUTIVE

WILLIAM LOONEY

Editor-in-Chief

william.looney@ubm.com

Follow Bill on Twitter:

 @BillPharmExec

Science: The Communal Language  
THE BIOPHARMA INDUSTRY is one of the mainstays of scientific research, serving as the 

critical gradient for the transition from basic to applied science. Without it, there is no end 

game: a therapeutically effective product used safely by patients in the real-world clinical 

setting. Without the extra effort from commercially motivated sponsors, ideas from basic 

research remain inanimate. It’s theory untested by practice, a scattered shot against the 

unforgiving linear trajectory of disease. The science itself might be stimulating, but sick people 

must have something more. A drug that works. For them.

B
y and large, big Pharma delivers spec-
tacularly on this score. Over 90% of 
medicines available to patients today 
result from private-sector initiative in 

translating discovery research into products with 
proven clinical value. It’s a simple, verifiable statis-
tic. Which raises the issue why the industry carries 
a reputational taint with the public and other stake-
holders, who see it as guilty in overstating its con-
tributions to innovation by exploiting government 
research subsidies and misrepresenting the real cost 
of its R&D spend to justify high introductory drug 
prices. Why are biopharma’s leading companies 
seen as somehow standing apart from the great 
products that clearly drives their success?  

This month’s cover feature (see page 18) on 
Paula Apsell, senior executive producer of NOVA, 
the most successful television series on science, pro-
vides useful insight on tackling the public percep-
tion gap. With 43 years of broadcasting to back 
her up, Apsell’s advice is to apply the human touch. 
“Science is not a set of facts to be memorized but 
a process of learning about the changing world 
around us.” She tells Pharm Exec the way to talk 
about medical research is to highlight what Rich-
ard Feynman, the great popularizer of theoretical 
physics, called “the simple pleasure of finding 
things out.” 

That curious, childlike approach to the big —
and very human—questions addressed through 
drug development is often lost on the PR experts 
the industry usually relies on for reputational sup-
port. Pfizer has taken a step in the right direction 
with its new “Before it Became a Medicine” cor-
porate advertising campaign, which focuses on the 
sweat equity expended on the average 12-year jour-
ney from proof-of-concept to an approved, patient-
certified product—all without naming a single 
brand.  

Nevertheless, we see a missed opportunity to 
position medical research to the public as a distinc-
tive force for good—for the civilizing virtues of 
community in a siloed, disconnected world.  The 
complexity of today’s molecular targets requires 
expertise from multiple disciplines, but nowhere 
in the Pfizer campaign so far is there reference to 
the need for external assets and collaborators to 

fuel the pipeline for new products. Coupled with 
the bump up in costly M&A and in-licensing deals, 
the omission reveals an inconvenient truth: even 
for the biggest of big Pharma, the journey from 
discovery to development to registration can no 
longer be pursued entirely in house. Pew Research 
Center polling reveals that a near-majority of 
Americans believes dinosaurs and humans walked 
the earth at the same time.  Given that warped—if 
endearing—vision of a commingling of different 
species, doesn’t it make sense for big Pharma to 
raise its game with messaging to show the public 
what a real commitment to embracing diversity in 
research can accomplish?  

Yes, it’s been said   

Overall, we end the year at a pivotal time for the 
industry, marked by the erosion of 60 years of sup-
port for multilateral policy approaches linked to 
the globalization of markets, where the integrated 
biopharma enterprise is a principal beneficiary. 
Still, it is surprising how little the debate about 
biopharma’s reputation and its obligations to pub-
lic health and society has changed.  

Back in 1991, then-Merck CEO P. Roy Vagelos 
made arguably the most succinct—and prescient—
case for a  broader industry compact. In just five 
pages (http://www.jstor.org/stable/2876283) in the 
periodical Science, Vagelos set out clear positions 
on all the questions that dog the industry today:  
r�3FTFBSDI�JT�IBSE�CVU�UIF�SFTVMUT�BSF�VOVTVBMMZ�
cost-effective in the struggle against disease.  
r�%FWFMPQNFOU�PG�UIF�CSFBLUISPVHI�TUBUJO�ESVH�
lovastatin took three decades of collaborative 
effort but was approved by the FDA after only nine 
months—a decision that struck the right balance 
between time and money, the key drivers of risk, 
and the benefits of enlightened partnerships with 
regulators.  
r�'BJS�BDDFTT�UP�NFEJDJOFT�JT�BO�FUIJDBM�PCMJHBUJPO�
for big Pharma, and voluntary price restraint 
linked to public support for innovation is part of 
that. In fact, Merck committed to limiting US price 
increases to once a year, in line with the CPI rate.   

Sound familiar? It is—fresh back to 1991. 
Maybe what is needed today is a commitment not 
to study, but to act.  

mailto:william.looney@ubm.com
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translational research model you can find. It incorporates not just phase 1 and 2 clinical trials but funding, patents/legal  

support and regulatory offers. And our three GMP manufacturing facilities, specializing in viral vectors, stem cell products, T cell 

therapies and small molecules, are available to external clients. In short, City of Hope can give you everything you’re looking  

for in a partnership, to help you bring your discovery to life faster. Find out more at CityofHope.org/partner 
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T
he surprise election last 

mont h  of  Dona ld 

Trump as the next Pres-

ident of the United 

States, and continued Republi-

can control of the House and 

Senate, sent shockwaves through 

Washington and around the 

world. There were sighs of relief 

among pharmaceutical execu-

tives for the diminished threat of 

a concerted attack on drug 

prices and marketing. But action 

to “repeal and replace” the 

Affordable Care Act (ACA) and 

to reduce outlays and oversight 

of Medicare and Medicaid, as 

promised by Trump and Repub-

licans, is not necessarily a plus 

for industry. Such changes could 

limit drug coverage and prescrib-

ing and boost patient cost-shar-

ing. And that would reignite 

calls for reining in drug prices 

from many Trump supporters, 

particularly those with high-

deductible health plans favored 

by ACA critics. 

At the same time, pharma 

companies stand to gain billions 

from a Trump tax reform pack-

age that eases repatriation of 

funds held overseas. Less encour-

aging is the demise of the Trans 

Pacifi c Partnership (TPP) trade 

deal; that may ease pharma con-

cerns about reduced exclusivity 

for biopharmaceuticals, but also 

threatens access to ingredients 

made in China and curbs on 

overseas sales.

Regulatory 

retrenchment?

Also unclear is to what extent 

FDA will be affected by Repub-

lican efforts to rein in govern-

ment regulation that it consid-

ers a hindrance to private 

sector growth. Environmental 

regulation is a prime target of 

Trump reformers, as are agen-

cies that oversee fi nancial mar-

kets and corporate mergers. 

The transition website calls for 

advancing healthcare R&D and 

making changes at FDA to sup-

port the “need of patients for 

new and innovative medical 

products,” a vague but unob-

jectionable statement. 

As the new administration 

addresses federal funding and 

budget issues, the biomedical 

research community will get a 

clearer idea of its support for 

R&D, along with precision 

medicine and the cancer moon-

shot. The $30 billion budget for 

the National Inst itutes of 

Health (N IH ),  which has 

shrunk in real terms in recent 

years, could be cut further as 

part of new efforts to limit gov-

ernment spending. Trump’s 

choice for secretary of Health 

and Human Services will set the 

tone for selecting a new NIH 

director and FDA commis-

sioner and signal how much it 

supports a robust research 

enterprise that fuels the medical 

products pipeline.   

Another indicator will be 

whether the administration 

grants FDA a “public health” 

exemption from a promised fed-

eral hiring freeze, which is 

needed for FDA to continue to 

fill hundreds of vacancies for 

drug reviewers and other staff-

ers. Trump has backed more 

expeditious FDA approval of 

new and generic drugs to pro-

mote patient access to important 

treatments and to provide more 

competition to high-priced med-

icines, but continued staff short-

ages will hinder such efforts. 

The need to renew FDA user 

fee programs for drugs, generics, 

biosimilars and medical devices 

before they expire Sept. 30, 2017 

provides a ready vehicle for the 

new administration to advance 

key provisions in the 21st Cen-

tury Cures Act. A broad FDA 

bill also may include measures 

to combat the nation’s opioid cri-

sis, to facilitate patient requests 

for early access to experimental 

medicines and to liberalize man-

ufacturer communications on 

off-label uses of medical prod-

ucts. The user fee legislation 

needs to be moving through 

Congress by June to avoid inter-

rupting FDA’s medical product 

approval process, but could bog 

down if policymakers overload 

it with too many controversial 

provisions (see sidebar). 

Reforming healthcare

A top priority for Republicans is 

to repeal and replace Obam-

acare, but that may be hard to 

actually accomplish. Trump has 

called for an end to the individ-

ual coverage mandate, to the 

coverage requirement for larger 

employers and to fees and taxes 

levied on insurers and medical 

products makers. At the same 

time, the president-elect wants 

Trump Administration 
Offers Relief, and 
Challenges, for Pharma 
Republican control of Washington promises overhaul of 
healthcare and medical product regulation 
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to retain coverage for older chil-

dren on family plans and to pre-

vent exclusions due to pre-exist-

ing conditions, goals not easily 

achieved without some kind of 

coverage mandate. Health policy 

experts on all sides recognize 

that unless healthier patients 

stay in the exchanges, insurance 

costs would “death spiral” out 

of control.  

Hospitals, insurers and phy-

sicians have seen revenues rise 

under Obamacare and will 

object to major changes in cur-

rent coverage and payment pol-

icies, such as relying more on 

health savings accounts to fund 

healthcare. And many states 

are skeptical about turning 

Medicaid into a block grant 

prog ra m cha mpioned by 

Republicans for fear it would 

reduce federal funding to 

states. Pharma companies rec-

ognize that extending benefits 

to millions of uninsured indi-

viduals has expanded drug use 

and reimbursement, and don’t 

want that to disappear. 

These challenges may prompt 

the new administration and 

Congress to seek more modest 

ACA reforms initially, possibly 

through legislation renewing the 

Children’s Health Insurance 

Program (CHIP); it has support 

on both sides of the aisle and 

faces a September 2017 reautho-

rization deadline, similar to FDA 

user fees. An immediate win for 

Republicans would be to kill the 

Medicare innovation center, 

which has proposed testing new 

Medicare Part B payment mod-

els that pharma opposes. The 

challenge for Trump and Con-

gressional leaders is to maintain 

access to healthcare for the mil-

lions of Americans who have 

gained coverage under the ACA, 

while removing some of the “big 

brother” requirements most 

objectionable to free market 

advocates.

Writing this analysis a few 

days after the elections, we’re 

still looking for signs of how 

Trump will address the many 

health policy and regulatory 

issues so important to biomed-

ical innovation and product 

development and distribution. 

Curbs on stem cell and genetic 

research could have a chilling 

effect, as would support for the 

anti-vaccine movement. One 

has to assume that President 

Trump will strive to implement 

workable policies and pro-

grams that will enhance the 

nation’s well-being, for all its 

diverse citizens and interest 

groups. 

An immediate win for Republicans 

would be to kill the Medicare 

Innovation Center at HHS, which  

has proposed testing new Medicare 

Part B payment models that  

pharma opposes

Pricing pressures to continue

FDA user fee legislation may 

carry measures to curb drug 

price increases, one area where 

Republicans and Democrats may 

agree on the need for reform. 

President-elect Donald Trump 

has supported importation of 

certain high-priced drugs, along 

with authority for Medicare to 

negotiate rates for certain costly 

therapies. It’s not clear how such 

negotiations would occur, as 

Medicare would have difficulty 

pressing manufacturers for lower 

prices without being able to deny 

coverage for specific medicines, 

especially in those drug classes 

with mandatory coverage. 

Other proposals could constrain 

manufacturer price hikes within 

certain time frames, or possibly 

boost Medicaid rebates on 

products that increase prices 

faster than inflation. Policymakers 

also are looking for greater 

transparency in drug prices, 

rebates and patient copays, and 

in how discounts to pharmacy 

benefit managers (PBMs) affect 

plan costs, manufacturer sales and 

patient outlays. 

A number of states also have 

proposed drug price transparency 

laws that require pharmaceutical 

companies to report outlays for 

R&D, marketing and advertising, 

but their fate is uncertain. Big 

Pharma demonstrated how 

effective it can be in blocking 

restrictive pricing proposals 

with its $100 million campaign 

to quash California’s Proposition 

61 ballot measure. That aimed 

to link payments for drugs 

covered by California Medicaid 

and state employee programs to 

those available to the Veterans 

Administration health program, but 

industry convinced Californians 

that it would boost their outlays 

for medicines, along with those 

available to veterans. 
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T
he National Institute for 

Health and Care Excel-

lence (NICE) is in a 

financial tight spot.  

UK’s health technology assess-

ment (HTA) body is facing a 

30% reduction in grant funding 

from the Department of Health 

(DH) by 2019-2020. NICE is 

already  generating savings, but 

there’s a lot more to do. The 

agency sees opportunities to 

recoup some of what it is losing 

from grant-in-aid from the DH 

from cost recovery for technol-

ogy appraisals (TAs), income 

from NHS England for NICE 

work on the Cancer Drugs Fund 

(CDF), and Commissioning Sup-

port Documents, as well as sci-

ence policy and research grant 

income. Exploring “commer-

cial” income is another option.

Developing commercial 

activities

NICE hasn’t ever stood still, 

changing its methods and pro-

cesses since it was established in 

1999. More change is under-

way—although, arguably, seek-

ing to bring in more money from 

its activities is a bigger change in 

ethos than any seen before. 

NICE has now set an objective 

to “develop a strategic plan to 

grow [its] commercial activity 

over the next 10 years.” And it 

seems NICE not only wants to 

generate more income, but rede-

fine the word commercial, too.

John Davidson, associate direc-

tor, external communications and 

media at NICE, points out that the 

institute is “using the term ‘com-

mercial’ to refer to activity that 

[NICE] currently undertakes to 

some extent and may expand in 

future where we seek to recover 

our full costs from a source, other 

than from the funding [it] gets 

from the taxpayer.”

NICE appears to be putting 

quite a bit of effort into the com-

mercialization agenda. It won’t 

say how much it’s spending using 

in-house resources or spending 

externally, although perhaps 

acquiring commercial insight 

and legal advice is not a bad 

thing, given the risks involved. 

It’s just a question of whether the 

costs for that will really be 

recouped or not.

I n  t e r ms  of  i n -house 

resources, NICE’s board papers 

in July 2016 cite a “a new team 

focused on developing business 

opportunities.” Their objectives 

are three fold: 

 » Actively pursue revenue gen-

eration opportunities associ-

ated with the use and re-use of 

NICE content and quality 

assurance. 

 » Continue to encourage use of 

NICE context through the use 

of the NICE syndication ser-

vice. 

 » Contribute to the strategic 

plan to grow NICE’s commer-

cial activity over the next 10 

years.

Part of the financial challenge 

is that although some NICE 

activities already operate on a 

cost-recovery basis, they don’t 

necessarily contribute toward 

overheads. Getting a margin on 

the other sources of income from 

NICE—aside from the grant-in-

aid funding from the DH—if suc-

cessful, could add thousands if 

not a few million pounds that 

might help with NICE overheads. 

The NICE Scientific Advice pro-

gram has also developed a new 

tool called Medtech Early Tech-

nical assessment (META), which 

is due for “commercial launch” 

in early 2017.

Impact for industry

There’s some reason for NICE to 

foresee commercial opportunities. 

NICE Scientific Advice is cur-

rently forecast to generate a sur-

plus of £151,000 in 2016-17. It 

also has an accumulated reserve 

of £232,000 from previous finan-

cial years. Companies pay a fee-

for-service for this advice, to help 

shape their evidence generation 

plans with the ultimate aim of 

securing that influential NICE 

positive recommendation.

Adding in a fee for service for 

the Office of Market Access 

(OMA), providing a safe harbor 

environment for discussions 

with NICE, the NHS and others 

on the issues that companies 

may face in getting their new 

technology adopted by the NHS, 

could bring in money, too. If 

OMA costs form the basis of 

future OMA fees, a single safe 

harbor meeting could generate 

between £15,000 to £18,000.

That pales, however, next to 

the fees being put forward for 

companies to pay for TAs and 

highly specialized TAs—industry 

will be shouldering a not-insignif-

icant cost of NICE in the future.

Davidson says that “NICE 

wants to encourage efficiency in 

delivering technology apprais-

als.” The trouble is that if NICE 

just shifts the full cost to compa-

nies, that doesn’t incentivize 

NICE to improve their own effi-

Will NICE ‘Go Commercial’?
That may be one option as the UK agency, like the NIH it 
supports, looks at how to generate big savings 

mailto:leels@btinternet.com
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ciency. What it might do is incen-

tivize organizations to put forth 

better submissions to get the most 

bang from their buck. In any 

event, NICE seems to have—so 

far at least—dismissed the calls 

for reform in return for paying 

fees for TAs. The agency has also 

chosen not to adopt a perfor-

mance-based approach, unlike in 

Canada where companies get a 

refund if recommendations from 

the NICE equivalent —the Cana-

dian Agency for Drugs and Tech-

nologies in Health (CADTH)—

fails to be delivered in time.

Commercializing NICE 

International

NICE International is NICE’s big-

gest income source, when one takes 

into account the fact that NICE is 

unlikely to get more income from 

other public sector organizations 

in the UK, who are themselves 

pretty strapped for cash.

The basic model for NICE 

International has rested on cover-

ing costs, but no more than that, 

although not necessarily paying 

toward overheads given the grant 

funding it’s traditionally received. 

NICE International generated 

some £2.3 million for NICE in 

2015-16. Previous work has 

enabled a carry-forward reserve 

of £0.4 million. 

NICE International’s ethos is 

to enable countries to work up 

solutions that will help them 

deal with whatever challenges 

drove them to ask for NICE’s 

help, not simply advocating that 

every country needs their own 

version of NICE. 

The first Triennial review of 

NICE, published in June, recom-

mended that “NICE works with 

the Department [of Health] and 

the Cabinet Office Commercial 

Models team to i) explore greater 

expansion of NICE International 

and NICE Scientific Advice and 

to ii) consider whether these func-

tions could be delivered more 

effectively through a different 

model or change of sector and, if 

this is appropriate, develop an 

agreed way forward by December 

2015.” 

Following the review, NICE 

International’s work for low and 

middle-income countries shifts 

to the International Decision 

Support Initiative (iDSI) and is 

being relocated to the Institute 

for Global Health Innovation at 

Imperial College London. iDSI 

is a global partnership of govern-

ment institutes, universities and 

think tanks. Their work is to 

support policymakers in priority 

setting for universal health cov-

erage (UHC). Founder of NICE 

International, Kalipso Chalki-

dou, was part of that move to 

Imperial. 

Chalkidou expressly set up 

NICE International as a not-for-

profit group. Her departure from 

NICE International perhaps sig-

nals the discomfort triggered by 

a desire to generate more income 

from countries who arguably 

have enough money problems of 

their own.

NICE is, nonetheless, moni-

toring requests for support to 

establish the “scale and nature 

of the demand for NICE’s ser-

vices internationally. This 

sounds like market testing, and 

comes with some cost—even if 

just the time and effort of in-

house resources. Is this time well 

spent, or will it be time wasted 

if a more “commercial” service 

is just not what other countries 

want to pay for?

Risky business 

NICE’s Audit and Risk Commit-

tee has said that some of the 

work arising from the Triennial 

review carries “significant” risk, 

particularly the commercializa-

tion of some of NICE’s work and 

changes to NICE International. 

They go further, and add “the 

pressure to generate income risks 

diverting senior management 

time and focus, while at the 

same time introducing and 

maybe even requiring a different 

value set and ethos.” 

For industry, the move to put 

some of NICE’s activities on a 

commercial footing could be 

good or bad. It might focus minds 

on just how much it costs for 

NICE to do its work and whether 

that itself is value for money. Pre-

sumably, drugmakers will be able 

to challenge NICE for poor ser-

vice, such as delays in work 

caused not by the companies but 

by NICE itself. It may also prove 

to be a distraction from getting 

the main job done, that is, tack-

ling the variation in use of new 

medicines that was at the heart 

of the institute’s introduction 

back in 1999 and which is still 

very much a work in progress.

NICE won’t say how much it’s spending using in-

house resources or externally, although perhaps 

acquiring commercial insight and legal advice is 

not a bad thing. It’s just a question of whether the 

costs for that will really be recouped or not 
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T
he biopharmaceutical industry needs 

more trust. Three-quarters of pre-

scribers do not trust the informa-

tion industry provides. A quarter of 

prescribers do not allow meetings with 

pharma representatives due to a lack of 

trust and transparency.

Trust is similarly lacking within bio-

pharma firms. The familiar organization-

al model segments companies into delib-

erately disconnected siloes. Each vertical 

silo—sales, marketing, call center, medi-

cal affairs and so on—focuses on its own 

objectives, systems and messages. The 

result is a cacophony of messages that 

confuse, irritate and alienate prescribers 

as it encourages internal inefficiencies, in-

creases costs and depresses profits.

The solution is to orchestrate cus-

tomer engagement across the organi-

zation. Orchestrated customer engage-

ment (OCE) uses strategic IT systems to 

enable cooperation and coordination by 

creating horizontal integration across 

all customer facing functions includ-

ing multichannel marketing, sales force 

effectiveness, market access, medi-

cal affairs and call center. This new 

horizontal mindset provides consistent 

context, precision and transparency of 

information. The result is coordination 

of decisions and activities that avoids 

customer confusion and deepens trust.

Pharmaceutical Executive recently 

discussed the emerging concept of OCE 

with Richie Etwaru, Chief Digital Of-

ficer of QuintilesIMS. Improved trust, 

improved ROI, improved profitability, 

lower costs and faster time to market 

for new therapies are just some of the 

benefits of orchestrating customer en-

gagement from the C-suite.

Trust is a basic requirement for all busi-

ness relationships. And when it comes to 

relationships between biopharmaceuti-

cal manufacturers and their primary cus-

tomers, physicians and other prescribers, 

trust is lacking.

A 2015 survey by Deloitte Consult-

ing found that 75 percent of physicians 

expressed a lack of trust in the informa-

tion provided by the biopharmaceutical 

companies. The 2015 EPG Health Me-

dia survey found that a 25 percent of 

health care providers (HCPs) ban meet-

ings with pharma representatives be-

cause of a lack of trust or transparency. 

Biopharma firms fail to communicate 

with HCPs in ways that create trust.

“Banking, automotive, consumer 

products and other industry categories 

have faced similar challenges,” Etwaru 

said. “They created customer relation-

ship management (CRM), sales force 

automation, marketing automation 

and a host of other digital tools to help 

manage, refine and orchestrate cus-

tomer communications across multiple 

channels and markets. Pharma has not 

made a similar transition to orchestrat-

ing the customer experience.” 

Most industries deal directly with the 

end user or customer. Biopharma has no 

direct relationship with its end users, the 

patients who use its products. Biopharma 

manufacturers deal with HCPs, pharma-

cists, health systems, regulators, policy 

makers, key opinion leaders, third-party 

payers and other surrogates who play 

pivotal roles in purchasing decisions but 

do not use the products themselves.

Biopharma is also more heavily regu-

lated than most industries. Many large 

organizations exist in siloes, but many bi-

opharma verticals are mandated by law 

or regulation. A field sales rep, for exam-

ple, may only deliver marketing, clinical 

and pricing messages. A medical science 

liaison (MSL) may only deliver medical 

and efficacy messages. And the two may 

not communicate details about what they 

might have shared with the same HCP.

The combination of surrogate cus-

tomers and strict regulatory require-

ments has created bright vertical lines 

in biopharma organizational struc-

tures. Sales, marketing, market access, 

medical affairs, patient services, regu-

latory and home office operate with 

relative autonomy. 

“Each vertical has its own array 

of multichannel communication pro-

grams to educate and influence its own 

subset of surrogate customers,” Etwaru 

continued. “Every brand sends its own 

clinical messages, marketing messages, 

pricing messages, medical messages, ef-

ficacy messages, regulatory messages. 

And HCPs see a deluge of communica-

tions at inappropriate times, contain-

ing inappropriate information and in-

appropriate calls to action.”

Contrast this unorchestrated flood 

of messaging to the education and mar-

keting approaches that HCPs see in 

their consumer lives. Companies such 

as Amazon have demonstrated that or-

chestrating customer messaging and 

communication does more than commu-

nicate product details and reviews that 

move customers to a purchase decision. 

Customer-centered messaging has creat-

ed powerful expectations of a customer 

experience that meets their individual 

interests, needs and preferences. Orches-

trated customer engagement builds trust, 

confidence and bottom-line results.

Building Trust to Build Results

The dichotomy between the orches-

trated consumer experience and the un-

Orchestrated Customer Engagement
Building trust to build results starts at the top
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orchestrated biopharma experience has 

profound effects. HCPs see an industry 

that is not transparent, seems incapable 

of rationalizing customer contacts, can-

not answer simple questions in a single 

email or phone call, speaks with multiple 

voices and can’t be trusted.

At the commercial level, lack of trust 

may prevent a company from getting its 

message through to prescribers. That 

may open the way to competing brands 

that are seen as more trustworthy and 

reduce sales. That same distrust may 

lead to decisions to not use a particular 

product, which may harm patients.

“Lack of trust can harm HCPs, too, 

Etwaru said. “By the time the patient 

gets to the office, most have already 

consulted Dr. Google, Nurse Wikipe-

dia or patient-powered resources such 

as PatientsLikeMe to come up with a 

likely—and likely wrong—diagnosis. 

Replacing the patient’s initial conclu-

sion with a medically valid diagnosis 

requires evidence. Lack of trust in bio-

pharma deprives HCPs of a key source 

of evidence to support their diagnosis 

and treatment recommendations.”

Biopharma is making significant in-

vestments in digital technology to im-

prove the customer experience. The in-

dustry is learning that while digital can 

be computationally precise, it is deaf to 

human tone and context. The very mul-

tichannel marketing, sales force effec-

tiveness and closed loop marketing pro-

grams intended to ensure that no HCP 

misses a vital message are responsible for 

sending multiple messages to the same 

HCP because no program and no verti-

cal knows what any other entity is doing.

Customer Engagement,  

Orchestrated From the Top

Biopharma recognizes the need to unify 

and orchestrate the customer experience 

while continuing to meet regulatory re-

quirements. A survey by EY and Forbes In-

sights found that more than 91 percent of 

chief marketing officers see building trust as 

a key focus of their strategic and competi-

tive visions. Nearly as many, 87 percent, see 

digital technology as the tool to build cred-

ibility, trust and long-term relationships. 

Most, 67 percent, see collaboration across 

business units as the way to manage and 

improve the customer experience.

There are multiple approaches to 

orchestrating customer engagement. 

One method is to build OCE from the 

ground up. That could work for a new 

firm, but massive disruption in an ex-

isting organization rarely produces 

positive long-term results. 

QuintilesIMS is developing an IT 

overlay that sits atop existing informa-

tion systems to provide horizontal aware-

ness and connectivity. The goal, Etwaru 

said, is not to abolish the bright lines that 

separate verticals, but to soften them. 

“The entire commercial operations 

arm of a biopharma must be orches-

trated horizontally so that each of the 

vertical departments converge on the 

shared goal of improving brand per-

formance,” he explained. “And that 

means orchestration from the very top 

of the organization.”

Outside the C-suite, no single in-

dividual or department is expected 

or rewarded to think outside a single 

vertical. Even within the C-suite, many 

senior executives are focused on a sin-

gle vertical. Senior executives need to 

adopt a horizontal mindset and con-

sider the entire enterprise beyond their 

own vertical of interest. 

Who orchestrates customer engage-

ment depends largely on organizational 

culture and the personalities at the top. 

In some firms, the Chief Operating Of-

ficer may be the most effective cham-

pion to focus attention on customer 

engagement. In other firms, it could 

be the Chief Information Officer, the 

Chief Digital Officer, even a newly-

created Chief Orchestration or Chief 

Engagement Officer. 

Regardless of who champions OCE, 

the goal is to expand perceptions, re-

wards and activities beyond the bright 

lines that separate verticals to focus the 

entire organization on the needs of the 

customer. Every vertical benefits from im-

proving information management to bet-

ter understand HCPs, their interests and 

the channels that each customer prefers. 

Thinking horizontally and com-

municating beyond verticals to better 

understand and more effectively win 

the customer is the underlying concept. 

Orchestration is emerging as the com-

mercialization vehicle of choice to drive 

market acquisition, revenues and mar-

gins higher.

“Sales and marketing will never 

become a single entity, Etwaru said. 

“But OCE can help them collaborate 

and move along parallel trajectories to 

more successfully support the brand. 

The concept is to listen more to HCPs 

and talk less so that each message is 

consistent, correct and deeply contex-

tual to build trust.”

OCE is evolution, not revolution. 

And the evolution has already begun. 

OCE offers a once-in-a-lifetime oppor-

tunity to meet one of the most vexing 

challenges in biopharma, the growing 

lack of trust among HCPs. Streamlin-

ing communications and coordinating 

customer interactions helps companies 

build relationships with HCPs based on 

trust and transparency. 

As OCE helps increase organization-

al efficiency, it also builds internal trust 

and transparency by integrating pro-

cesses and moving best practices across 

verticals. The result is improved ROI, 

improved profitability, lower costs and 

faster time to market for new therapies.
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A veteran journalist and driving force behind NOVA, the longest, most 
successful science series on television, has some straightforward 
advice to a complex industry with an image problem: make your 
business a business of inspiration, where the return is measured in 
passion—and the sheer, simple pleasure of fi nding things out

By William Looney

C
ommunicating the value of medical 

research is a challenge that continues to 

dog both big Pharma and the small bio-

techs that depend—literally—on the kind-

ness of strangers. Even though a recent Pew Research 

Center poll found that medical innovation, including 

new drugs, is by far the largest driver of positive pub-

lic attitudes toward science, the industry still faces a 

skeptical audience. The perception is that interactions 

with external stakeholders are fragmentary and one-

sided, leaving unresolved basic questions of public 

interest like where ideas that lead to new medicines 

originate, the real cost of private-sector R&D, and 

the transparent disclosure of test results. 

Appealing, inclusive answers to these questions 

are frankly hard to come by. Many experts contend 

the industry must take the leap in confronting its 

own vulnerabilities, addressing facts that are incon-

venient rather than underplaying or avoiding them 

altogether. But how? What is the best way to com-

municate, inform and engage in a manner that is 

credible and compliant with regulation and the law, 

while incorporating the interests of diverse stake-

holders, from investors to payers to the individual 

patient? 

As an accessible “people” read, Pharm Exec 

believes that popular support for the industry 

demands more than just doing great research; it’s 

important that people understand its inherent vir-

Paula Apsell with Dr. Roy Vagelos, chair of 
the Prix Galien USA Awards Committee.

Paula Apsell:
A Storied Life 

in Science
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tue, too. The Galien USA Foundation, which plays 

a singular role in recognizing the best in new drug 

innovations, brought new attention to effective 

communication in science by giving its 2016 Pro 

Bono Humanum public service award to one of the 

leading lights in science journalism: Paula Apsell, 

senior executive producer of NOVA, the US Public 

Broadcasting Service’s (PBS) long-running TV sci-

ence program. 

Combining state-of-the-art visuals with creative 

story-telling—inviting viewers inside to see how 

real scientists “do it”—NOVA has transformed how 

we educate on the big, mystery-laden questions that 

have always been the special realm of science. 

Debuting in 1974, it’s been on the air in the US for 

43 years, a time span that exceeds the duration of 

legendary series I Love Lucy, Seinfeld and 

Friends—combined. The stats on NOVA speak for 

themselves: an average four million viewers per epi-

sode, with more than one million digital impres-

sions per day logged through its various associated 

platforms, all connected through an integrated 

website: www.pbs.org/wgbh/nova. 

On the margins of the Prix Galien USA Founda-

tion dinner awards program on Oct. 27, Pharm Exec 

sat down with Apsell to obtain insights from her 

four decades covering science, public health and the 

R&D industry. The conversation includes her unique 

perspective on improving the way the biopharma 

industry communicates value to the public and other 

stakeholders whose actions are likely to set the 

future prospects for innovation. Her bottom-line 

advice? Tell a good story; uncover a mystery to be 

solved, which are replete in basic drug research; and 

make it matter—because it pinches the human soul.

— William Looney, Editor-in-Chief 

PE: Can you highlight the key influences on your life 

and career? As a young woman, what brought you into 

journalism and television broadcasting? How did sci-

ence turn out to be central to the endeavor? 

APSELL: I struggle to find a direct relationship 

between what I was when I started in this business 

and where I am today, decades later. I grew up in 

Marblehead, Massachusetts, a town on Boston’s 

north shore, with deep roots dating back to the pre-

revolutionary era. My parents were both born in the 

US, the children of Jewish immigrants from Eastern 

Europe. They believed strongly in education. Nei-

ther would call themselves intellectuals but it was 

expected we would study hard and do well in school. 

What helped my growth as a person is the support—

and confidence—I got from my parents. They 

thought anything I did was just wonderful.

I took an early interest in science in high school, 

particularly chemistry. I then went to Brandeis Uni-

versity, a liberal arts college very strong in the sci-

ences, which encouraged, and still does, students to 

stretch themselves and sample courses in a wide vari-

ety of disciplines. In contrast to young people today, 

who seem so fixated on their future, I wasn’t all that 

concerned about what I might do with my education. 

I had no money, but I was too busy consuming a daily 

smorgasbord of tantalizing ideas to worry about what 

I was going to do with my life. I was on scholarship, 

so I was assigned a work-study job in the high energy 

physics lab, where I scanned bubble chamber images 

for the research team. Conveniently, I met a PhD 

student at the lab named Sheldon Apsell, who even-

tually became my husband and father of my two 

daughters. Sheldon is an inventor and entrepreneur 

who is now CEO of a non-profit called the Academy 

of Applied Science, which runs several programs to 

encourage kids to develop an interest in the sciences 

and invention. We have two daughters, one a physi-

cian, the other a television news producer.

PE: So how did you find that first job?

APSELL: Graduation from Brandeis was fol-

lowed by a hard landing. I had to find a job, and 

like many young women at the time, I sought a 

The Paula File

Born: Lynn, Mass.; raised in Marblehead, Mass.

Graduated: Brandeis University, psychology degree

Family: Husband Sheldon (inventor); two daughters (physician, TV news 

producer)  

First job: Typing daily program logs for WGBH Boston 

Quick rise: Joined WGBH Radio, developing the award-winning children’s drama 

series The Spider’s Web. Later became a radio news producer.

NOVA career: Hired at the science documentary series in 1975; left in 1981 to 

become senior producer of medical programming for WCVB, the ABC affiliate; 

returned to NOVA in 1985 as executive producer. Is currently senior executive 

producer and director of the WGBH Science Unit.

Awards: Vannevar Bush Fellowship in the Public Understanding of Science, 

MIT; Bradford Washburn Award, the Museum of Science; the Carl Sagan Award, 

the Council of Scientific Society Presidents; the American Institute of Physics 

Andrew Gemant Award; the Planetary Society’s Cosmos Award; the International 

Documentary Association’s Pioneer Award; the National Space Club of Huntsville 

Media Award; the New York Hall of Science Distinguished Service Award; 2016 

Pro Bono Humanum public service award, under sponsorship of late Nobel 

Peace Prize winner Elie Wiesel, the Galien Foundation

http://www.pbs.org/wgbh/nova
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position in social work. I actually fantasized I 

might be a probation officer and save the world. 

Not surprisingly, I couldn’t find a job. One day, I 

was on my way back from an interview, when I got 

lost. I ended up in front of a building in Allston 

that turned out to be the home of WGBH. I walked 

in and asked the receptionist about job postings. 

She looked at me and said “I think Janie and Nike 

are looking for someone.” She dialed them up and 

both came down to the lobby to meet me. The two 

women, only a few years older than I was, worked 

in the station’s scheduling department. They were 

looking for someone to assume a job they were 

fervently hoping to shed—typing up the daily 

broadcast logs to document every piece of content 

that ends up on the air. An incredibly tedious task, 

made worse by the fact I was a horrible inept typ-

ist; mercifully, this job has been automated for 

years. But since the logs had to be circulated every-

where in the station, the job gave me face time with 

senior executives as well as the opportunity to 

learn the logistics of television producing. I was 

quite lucky that a position no one wanted turned 

out to be a great launching pad for me. 

After a year in that role, I developed an idea for 

a radio program, The Spider’s Web, dramatizing 

children’s literature. I convinced the head of 

WGBH’s FM radio unit to let me do it as a volun-

teer, while still typing the TV logs. He said yes, for 

reasons I still don’t understand, and I think it sur-

prised both of us that it turned out to be a pretty 

good show, won many awards, and stayed on the 

air for years after I decided to move on as part of 

WGBH Radio’s news team. I became an on-air 

news reader and was assigned to cover the Massa-

chusetts State House. 

I had great mentors at the station, including my 

friend Judy Stoia, and I learned a huge amount 

about how to identify the lead in any story and how 

to write fast—skills that I still use constantly. But 

after a couple of very exciting years covering state 

politics, a wonderful opportunity opened up for me 

and a chance to move out of radio and into film and 

television.

PE: Is this what led you to NOVA? 

APSELL: Yes. At the time, NOVA was a fledgling 

initiative entering its second season on Boston’s 

WGBH Channel 2. The unit was looking for a pro-

duction assistant (PA). Back in my days as the sta-

tion log typist, I had gotten to know Michael 

Ambrosino, the WGBH programming executive 

who came up with the idea for a documentary series 

focused on science. A true visionary, Michael pre-

vailed despite enormous skepticism in the broadcast 

industry against anything so “heady.” The idea of 

NOVA took me right back to the passion for sci-

ence I had developed in high school and college. I 

knew right away I had to apply for the PA position, 

even though, as a full producer in radio, I was mak-

ing good money. And, frankly, I didn’t know one 

end of a film camera from the other. 

I was also intrigued by the new people Michael 

brought in to help launch the series. Most were 

British, from the BBC, due to its commitment—

fairly unique at the time—to make science relatable 

through great storytelling and top-quality photog-

raphy. When NOVA broadcast its first hour-long 

program in 1974, our sister series, BBC Horizon, 

had already been on air for at least a decade.

PE: How did you fare in those first few days as a NOVA 

production assistant? 

APSELL: I started the job with not much in the 

way of training; it was pretty much sink or swim. 

On my first day, I was told we were doing a pro-

gram, called The Plutonium Connection, where we 

had a graduate student devise a recipe to build an 

atomic bomb and then asked nuclear scientists to 

assess his work and the likelihood of nuclear weap-

ons technology falling in the wrong hands. I was 

told to set up a three-week shoot all over the coun-

try, and somehow, with the help of colleagues and 

my radio journalism training in asking questions, 

I figured it out. I won’t say it wasn’t intimidating, 

but I came to love this improvisational, learn-by-

doing approach, and I had some very talented peo-

ple to learn from. I have never looked back—and 

it’s been a very long time. 

PE: What was novel and distinctive about NOVA? To 

what factors do you attribute its success? 

APSELL: Our success comes down to one thing, 

which has not changed over the years. NOVA was 

designed to tell good, accessible stories about sci-

ence. To show viewers something with a visual 

impact they could not get in ordinary life; and to 

depict scientists as characters—real people with a 

great passion for what they were doing. Michael 

Ambrosino always said science is story, and if we 

tell it right, with great pictures and strong charac-

ters, people will watch. 

And they did, from the start. Our premise was 

that curiosity is an innate human trait and there’s 



21

WWW.PHARMEXEC.COM

DECEMBER 2016 PHARMACEUTICAL EXECUTIVE Executive Profile

a thirst to know more about science and engineer-

ing and the mysteries of the world around us. Nev-

ertheless, PBS, then in its infancy, and my station, 

WGBH, took a huge risk in supporting the series, 

especially in the early years, when there was so 

much on the line. Commercial broadcasting had a 

terrible track record in this area, Mr. Wizard’s 

World notwithstanding. Walter Cronkite was pas-

sionate about science, but even he could not per-

suade CBS to keep his series Universe on the air. 

To counter that, NOVA had to add something spe-

cial. We needed to be in the entertainment business 

and in the education business; but most of all, we 

needed to be in the inspiration business. 

PE: What do you mean by that—the business of inspi-

ration? 

APSELL: Our objective was to depict science as 

a quest for knowledge, driven by the hunger of 

researchers and scientists to understand the uni-

verse and our place as human beings in it. Every 

NOVA program seeks to engage our viewers’ curi-

osity by searching for answers to some critical 

questions. That approach mirrors the paradigm of 

science as the process of finding something out, 

rather than just a collection of facts to be learned. 

We want to show what goes on in scientists’ minds. 

What leads them to adopt a particular perspective, 

conduct an investigation, and come up with an 

answer—one that may have to be reevaluated in 

the light of new evidence? Ultimately, following 

this interconnected process is the story NOVA aims 

to tell. 

One of the most inspiring early assignments I 

had at NOVA was a program on the eradication of 

smallpox. At that point, I was an associate pro-

ducer, setting up a shoot in Bangladesh of what 

were then thought to be the last two cases of small-

pox in the world. My producer, an incredibly tal-

ented man named John Angier, was very excited 

about this and crushed, as we all were, when a coup 

d’etat in Bangladesh prevented us from going. It 

turned out to be a lucky break for me, because I 

was deputized to create the program from archival 

footage and interviews that could be done in the 

US. And what an opportunity—to spend hours 

filming public health doctors like Don Henderson, 

who just recently passed away, the incomparable 

Bill Foege, and many others responsible for one of 

the greatest achievements in medicine. It was my 

first film, and was I ever hooked! 

When I had my first daughter, I left NOVA and 

eventually went to work at the ABC affiliate in Bos-

ton, WCVB, as senior producer of medical pro-

gramming for Dr. Timothy Johnson, another amaz-

ing mentor. After my second daughter was born, I 

was extremely fortunate to be accepted into the first 

year of what is now called the Knight Science Jour-

nalism Program@MIT. This led to an invitation to 

return to NOVA as the series executive producer.

PE: Can you name other programs that brought NOVA 

to the attention of the medicines profession and 

healthcare community? 

APSELL: Certainly one of the best was the life 

stories of seven students at Harvard Medical 

School, whom we followed in a series of programs 

broadcast over 22 years, the last of which we ran 

just a few years ago. We followed a similar concept 

to UK director Michael Apted’s “Seven Up” films, 

tracing the life trajectory of the students and how 

each of them took different paths; some with great 

results, others not so great. The scars imposed by 

a life in medicine showed through in that series, 

which allowed us along the way to raise questions 

about healthcare in this country. We showed quite 

graphically through the twists and turns in the 

lives of our seven subjects what a career in medical 

practice is really like, in terms of both the toll it 

takes and the rewards and joys. I loved working 

on those shows, and I think they showcase the 

unique nature of NOVA. After all, how many 

broadcast series get the opportunity to tell a story 

that extends out 22 years? 

NOVA has also been a leader in documenting 

progress in medical research. Together with my 

colleague Graham Chedd, I made the first TV doc-

umentary on genetic engineering and recombinant 

DNA in the late 1970s. After that, we made a mul-

“We needed to be in the 

entertainment business and 

in the education business; 

but most of all, we needed 

to be in the inspiration 

business.”
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tipart series on genetics called “Secret of Life.” 

This was followed years later by a special on the 

race to sequence the human genome and, more 

recently, an episode on personalized or genetic 

medicine. 

We are planning to build on that tradition with 

a program explaining and exploring the impact of 

CRISPR technology. Working with the Howard 

Hughes Medical Institute, we broadcast a powerful 

program on the vaccination controversy. And this 

past season, we showed “Can Alzheimer’s Be 

Stopped?,” reflecting the progress being made to 

understand the disease and developing drugs to 

treat it. All of these programs have extensive edu-

cational resources for teachers and students and a 

broad array of digital features on pbs.org/NOVA.

PE: What have you learned about the scientific method 

over the course of your career in television program-

ming? 

APSELL: As NOVA’s executive producer, I see 

my mandate is to explain how everything in sci-

ence, including the life sciences, begins with basic 

research. We saw how the so-called “War on Can-

cer” declared by President Nixon did not result in 

the cures that were hoped for. Cancer, like so many 

diseases, is complex, and the process of curing and 

treating disease has to start at a much more rudi-

mentary level, with an awareness of how life 

evolves, how cancer cells take root and multiply in 

the human body and what therapeutic tools and 

platforms are most relevant to destroying these 

invaders. All strands of the problem have to be 

disentangled, requiring enormous investments of 

time, resources and money before you get a payoff. 

But of course, the struggle is worth it in that new 

medicines and diagnostics will keep us healthy and 

cure illness. I believe NOVA’s body of work in med-

ical science makes this important lesson very clear. 

Like other professions, patience in science is a 

virtue and this spills over to our field as well. Mak-

ing films for television is still a handcrafted indus-

try. Each program is bespoke; it’s built by hand. 

And now, of course, with the digital revolution, we 

have a much bigger canvas to fill. TV is just part of 

our mandate, and we’re working on applying the 

same focus on creativity and craft to a medium with 

different demands—the online space. 

PE: Do you strive to be provocative in how you create 

these stories for the viewer? Isn’t creative tension fun-

damental to the scientific inquiry? 

APSELL: I love to make programs on topics that 

the public thinks you can’t render well visually. 

Mathematics is one that comes first to mind. We 

did a program called The Great Math Mystery, 

funded with a grant we obtained from the Simons 

Foundation. It posed the question—is mathematics 

a human invention or a discovery rooted in nature? 

This idea arose when I attended a lecture by the 

scientist Mario Livio, who was speaking to a group 

of high school kids about his book Is God a Math-

ematician? The teens’ reaction was so enthusiastic, 

we started to think seriously about making this 

show. What ultimately persuaded us was how fas-

cinating the question was. Still, we needed to figure 

out how to visualize a very abstract topic. This 

program was nominated for an Emmy, and was 

incredibly popular both on TV and online, a heart-

ening affirmation that we can successfully offer our 

fans programs on demanding topics if the story and 

the visuals are right. 

PE: Where do you get your best ideas? 

APSELL: Ideas for programs come from every-

where. Scientists approach us frequently. We review 

all the scientific journals and the general press. 

Independent producers pitch us ideas, and we work 

with international production companies on co-

productions, where we have editorial input and con-

trol over the US version. We want to focus on 

important science topics, but topics don’t necessar-

ily make good stories. So we’re looking for a natu-

ral storyline—a mystery to be solved, a mission to 

be accomplished, an obstacle to be overcome. 

That’s the basis of any good story, and a science 

story is no different.

PE: In a broader sense, how hard is it to be in broad-

cast journalism today? Are the many disruptive chal-

lenges, including social media, eroding the public’s 

faith in your business model? Is all the background 

noise of populist rhetoric degrading the commitment 

to quality in science programming? 

No, none of the above. NOVA is doing very well, 

and while cable channels will from time to time 

produce science docs, any direct competition is 

minimal. Anyway, competition makes you stronger 

and we have a lot of stylistic range to experiment 

with to make the series even more distinctive—

without dumbing it down, which is something we 

will never do.

 The big challenge for us is financial. Quality is 

expensive. PBS supports NOVA generously, but 
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that doesn’t allow us to do everything we want to 

do. Like miniseries and specials. Like the other 

signature series at WGBH, which produces a large 

proportion of PBS programming, we expend a huge 

amount of energy raising money from foundations, 

individuals, and corporations who want to be asso-

ciated with what’s often called the “gold standard 

of science programming.” We have a good track 

record, including in the pharmaceutical industry. 

Johnson & Johnson was NOVA’s sponsor for more 

than a decade and companies like Merck and Pfi zer 

have also stepped up to the plate. Right now, we’re 

underwritten in part by Cancer Treatment Centers 

of America. But across the PBS landscape, it’s 

become more diffi cult in recent years to fi nd cor-

porate support, and that’s been disappointing. To 

be completely transparent, I hope perhaps the 

award I received from the Galien Foundation or 

this article might inspire some interest from the 

pharmaceutical and biotech industries. Sponsoring 

NOVA conveys a very important message—that 

science is crucial to understanding our world and 

ourselves and to living more healthy and produc-

tive lives—and that surely is something we can all 

agree on. 

PE: Isn’t the main competition to NOVA coming from 

the digital space?

APSELL: In some sense, yes, that’s true. Some 

years ago, the National Science Foundation (NSF) 

reported that the Internet has overcome television 

as the place where most Americans get their sci-

ence news. But, as you know, the Internet is still a 

wild frontier, with voices coming from every direc-

tion and no check on quality. In the digital land-

scape, NOVA stands out, as a source that people 

trust. This has created great opportunity for us to 

reach out to a large, diverse and generally much 

younger audience than we serve on broadcast. We 

are able to provide our long-form episodes, as well 

as short-form videos like our popular Gross Sci-

ence series on YouTube, which has almost nine 

million views; Secret Life of Scientists and Engi-

neers; and a new series called What the Physics?! 

We have NOVA Labs, a digital platform for teens 

that enables them to get involved in research, and 

a series of thought-leader columns on science pol-

icy, NOVA Next. This has driven social media, 

and NOVA was the fi rst PBS primetime series to 

surpass a million followers. 

The challenge is connecting all these new plat-

forms in a seamless and integrated way—one big 

NOVA that incorporates many forms of video, 

audio, the key social media platforms like Face-

book and Twitter, our website and of course the 

weekly broadcast series on PBS. An example of this 

multi-media approach is the program we did in 

2015 when the New Horizons probe reached Pluto, 

taking the fi rst clear pictures of that dwarf planet, 

so far from Earth. This proved enormously suc-

cessful in the number of people being able to access 

it in many different ways, all connected with the 

NOVA brand. 

The point is I see the digital revolution not as 

increasing competition but as extending our reach 

and the potential for enhancing public understand-

ing of science. It’s certainly expensive to maintain 

and grow this presence; our digital commitment 

requires a mounting level of investment in order to 

stay current with technology and to realize the 

potential of this medium to engage new audiences 

that may not even own a television. And by doing 

so, I am confi dent we are ensuring NOVA’s future. 

PE: You cited NOVA Next as a short-form program 

focused on science policy issues. Where are you tak-

ing this concept around the big policy issues confront-

ing the science enterprise? What additional efforts are 

you making to extend and embellish the NOVA brand? 

APSELL: One thing we are doing is to provide 

more analysis and context around breaking science 

news. NOVA Next provided a very early report on 

the CRISPR gene editing platform with a detailed 

and easy to follow explanation of the technology 

NOVA has been out in front of 
gene-editing coverage.
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and its revolutionary and controversial implica-

tions. New long-form articles come out weekly, with 

daily updates and shorter features. We focus on sci-

ence stories like artificial intelligence and climate 

change, which have important policy implications. 

NOVA also has a broadcast spin-off called NOVA 

scienceNOW, now rebranded as NOVA Wonders, 

which focuses on current research with a slightly 

more segmented approach, telling in each program 

a number of stories that can be knitted together 

around a single, salient question; for example, can 

we build an artificial brain? One of the areas of 

research we will cover in NOVA Wonders is the 

research and treatment potential of the microbiome. 

PE: Is science successful in making its case to the pub-

lic, other stakeholders and the political establishment? 

Why is it important that science is seen by the public 

as an institution of integrity with the capacity to 

improve the future? 

APSELL: When I began producing NOVA, most 

scientists I encountered thought that being on tele-

vision was a waste of time. Communicating science 

to the public was not seen as carrying much value 

for the profession. Today, the situation has 

changed, and that’s great for us, because NOVA 

could not have continued this long without the 

support of the scientific community. Scientists now 

recognize that public support is absolutely neces-

sary to advance their work. We see many scientists 

who have turned out to be articulate, skilled com-

municators in their respective fields, and some like 

Neil deGrasse Tyson, who appeared on NOVA and 

hosted NOVA science NOW for many years, have 

become stars in their own right. 

Yet, I am dismayed by the lack of public under-

standing of science that I see. Numerous studies 

reveal that significant numbers of people are skep-

tical of climate change and reject evolution, and 

that a small but vocal minority questions the value 

of vaccination, probably the most important pub-

lic health tool we have to protect children and fight 

disease. We are filming a program now on the 

impact of the water crisis in Flint, Michigan. The 

breakdown in public confidence caused by the fail-

ure of government to protect the safety of the water 

supply has induced a health crisis where the public 

is not heeding basic hygiene warnings because it 

comes from authorities they no longer trust. All 

this testifies to the fact that the connection between 

science and the public is not strong enough, and 

that there is plenty of work yet to do.

PE: Are there pressing issues that NOVA has covered 

that require more understanding and dialogue 

between scientists and the public? 

APSELL: One of the most difficult issues to 

explain to the public is climate change. Climate itself 

is a hugely complex system and predictions about 

our climate future involve significant doses of uncer-

tainty. It’s a largely invisible, long-term problem 

that—let’s face it—given our inaction is inherently 

depressing. Not exactly the stuff that big audience 

grabbers are made of! Yet it’s critically important 

that we take it on, find new ways to make the story 

compelling, and engage the public around what 

might be the most important science issue of our 

time. NOVA has been making programs on climate 

change since the 1980s, and while I won’t pretend 

to have it knocked, there’s no question—we will 

keep on doing them.

PE: What has changed in your perception of the will-

ingness of scientists to cooperate in confronting the 

major policy challenges in medical research? Do you 

agree that improving health through research requires 

joint actions to ensure resources are effectively 

deployed? 

APSELL: Absolutely. I see far more focus on work 

that is interdisciplinary and linked to partnerships 

that can advance progress. There is less of a division 

between pure science and applied science than in the 

past. In fact, it’s been years since I have seen these two 

terms in common use. Back then, a scientist might be 

insulted if you suggested that there might be a com-

mercial objective for his or her work. This no longer 

seems true. Many scientists are very happy to know 

that what they do plays a role in actually helping 

people. Providing that this goal doesn’t detract from 

basic research, that’s got to be good for society. 

PE: How well is the R&D-based biopharmaceutical 

industry faring in promoting the virtues of medicines 

innovation to patients and society? From your per-

spective as an impartial science communicator, what 

are the industry’s strong points? 

APSELL: NOVA programs have always empha-

sized how difficult it is to make progress in human 

health. In terms of complex systems, the human 

body, including the brain, is in a class of its own. 

Additionally, as I have come to see through our 

medical programming, there are many ethical, 

logistical and financial issues associated with the 

clinical trials that are needed to assess the safety 

and effectiveness of any new potential treatment. 
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One show I produced decades ago when I 

worked with “Dr. Tim” Johnson was about 

Alzheimer’s disease. Called Someone I Once 

Knew, it was particularly fascinating to me 

because it revealed a new understanding in geron-

tology that dementia is a pathology, not an inevi-

table condition of old age. And that meant it might 

be treatable or could even be cured, if science 

could lead to a better understanding of what’s 

going wrong in the brain of the victims of this ter-

rible disease. 

 We followed this perspective in more detail in 

the recent NOVA program, Can Alzheimer’s Be 

Stopped?, in which we documented the complex 

course of several clinical trials testing different 

drugs to treat and even prevent this emerging public 

health emergency. The program attracted a large 

viewing audience and, I believe, provided a real pub-

lic service in showing people how important both 

basic research and clinical trials are to finding treat-

ments for the diseases we worry about. 

We could not have done this program without 

the cooperation of drug companies, like Genentech, 

Lilly and Biogen that took a real risk in letting us 

cover trials without any idea whether they were 

going to be successful or not. It’s crucial for the 

industry to take these risks with credible science 

journalists, and let the real stories come out, whether 

it’s a success or failure. The public needs to under-

stand the role that failure plays in science, especially 

medical science, where more drugs fail in trials than 

succeed. But those failures ultimately lead to cures. 

We did many events around the country to pro-

mote NOVA’s Alzheimer’s program, and from the 

response we got, it helped people understand the 

need to enroll in clinical trials and what a slow, 

difficult and costly process it is to create the med-

icines we need to treat and cure disease. 

Another NOVA program told a similar story 

about the difficult nature of creating new drugs. 

Cracking Your Genetic Code told the story of the 

growth of personalized medicine, based on an 

individual’s genetic code. Among other diseases, 

we looked at cystic fibrosis and how the pharma-

ceutical company, Vertex, succeeded after more 

than a decade of study in creating a medicine able 

to help just 4% of children with this often fatal 

condition. That is not a lot of children, but it 

changed their lives immeasurably for the better 

and, hopefully, will lead to additional medications 

that will treat even more children who suffer from 

this debilitating disease. 

PE: Are there organizations that you can cite as effec-

tive communicators in making science resonate with 

the public? 

APSELL: The NSF has a consistent record in 

making large investments in making science acces-

sible to the public. So, too, does the American 

Association for the Advancement of Science 

(AAAS). There are several foundations that come 

to mind as well. The Carnegie Corporation of New 

York is one; another is the Moore Foundation, and 

the Sloan Foundation is an amazing supporter of 

efforts to enhance public understanding of science 

in media, books and even on the Broadway stage 

and feature films. 

These foundations also place a strong emphasis 

on community outreach, education and digital 

innovation, which is so important in positioning 

science for the long-term. There are also a number 

of private foundations and individuals who support 

the work we do. 

I think backing solid science journalism is a 

good investment and studies show it brings with 

it significant public appreciation and good will. 

We are certainly appreciative of the funding we 

receive from external donors, which this season 

includes Farmers Insurance, Cancer Treatment 

Centers of America, the David H. Koch Fund 

for Science and, of course, PBS and CPB, which 

provide the bulk of our funding. 

As I mentioned earlier, the pharmaceutical 

industry has given us support for NOVA and 

specific projects, in particular Johnson & John-

son, Merck and Pfizer. We welcome new part-

ners, who share our commitment to science, pub-

lic understanding and science education to 

benefit society and improve the lives of untold 

numbers of people. 

WILLIAM LOONEY is 

Pharm Exec’s 

Editor-in-Chief. He 

can be reached at 

william.looney@ubm.

com

“Scientists now recognize 

that public support is 

absolutely necessary to 

advance their work.” 
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M
eeting patient expectations for 

a seamlessly connected expe-

rience with drug therapy is a 

competitive necessity for today’s bio-

pharmaceutical enterprise. In the battle 

to differentiate a drug from others in 

the same therapeutic class, it’s keeping 

that “incisive edge” around services de-

livery that counts. 

Building your brand requires invest-

ments focused on key access capabili-

ties: moving patients quickly to therapy; 

resolving affordability issues related to 

benefit eligibility, formulary status and 

co-pay contributions; harnessing clini-

cal data for insights that help providers 

find the precise treatment to drive adher-

ence and improve outcomes; and raising 

patients’ overall engagement through a 

tailored mix of automated technologies 

and “high touch” personalized contacts 

like nursing, case management and be-

havioral counseling.

The challenges of staying close to 

patients, and managing their journey 

through a complex network of pro-

viders and payers, is accentuated by a 

transition in the specialty drug market-

place. These biologically complex, of-

ten expensive medicines are beginning 

to resemble the primary/chronic care 

segment, where physicians are able to 

choose among a variety of therapies for 

the same illness. Competition can lead 

to a costly pitched battle among brands 

for share of voice. An example is in oral 

oncology drugs, where dozens of new 

entrants to the market are replacing 

physician-administered infusion medi-

cines, whose margins are traditionally 

much higher.

As a result, price points now mat-

ter in the specialty drug business. The 

trend is upending the economics of the 

traditional “Hub” model that backs up 

the prescription with extended clinical 

and administrative patient support ser-

vices. This, in turn, is ramping up pres-

sure from manufacturers of all sizes for 

customized hub programs that can be 

designed and run at a lower cost.

Adapting to a larger and more diverse 

competitive set in specialty ranked as the 

top issue for attendees at a conference, 

Optimizing the Hub and SPP Model, 

held late September in San Diego under 

the sponsorship of Pharm Exec’s sister 

conferencing unit, CBI. Fifteen years 

after the Hub concept first emerged to 

bring more structure and certainty to 

the patient journey, many brand manag-

ers agree it’s time for a reset.

Mainlining to the middle 

No one questions the importance of 

keeping patients connected through 

each phase of the journey. What needs to 

change is the ability to offer manufactur-

ers more choice, through a mix of differ-

ent services focused on medicines priced 

from $300 to $1,000, with smaller pa-

tient populations. “In a competitive field 

like ‘specialty lite,’ the pressure is high for 

brand managers to get the best return on 

a new product’s roll-out expenses, in-

cluding patient support. That calls for a 

customized, brand-centric strategy ad-

equate to fill that growing middle space 

between the most expensive specialty 

drugs and traditional retail pharmacy,” 

Myra Reinhardt, Vice President of Prod-

uct Strategy for Triplefin, a leading pa-

tient services Hub provider, told the CBI 

conference participants.

Triplefin has taken claim to this 

growing space with a dedicated pro-

gram it calls Hub-Lite™. Hub-Lite™ is 

centered on a streamlined, cost-efficient 

brand-specific process of engagement, 

in contrast to the broad, laborious case 

management approach characteristic of 

the traditional Hub model.

Far from being a down market ver-

sion of the latter, Hub-Lite™ is actually 

a highly collaborative venture. It begins 

with an intensive RFP review covering 

the relationship between the brand, the 

company’s overall product portfolio, and 

the details of product launch and other 

aspects of commercialization. It con-

cludes with strategic capability analytics 

that create a specific workflow address-

ing all the key touch points of patient and 

provider engagement around the brand.

“Triplefin’s focus is always on the end 

game,” says Reinhardt. “Where do you 

want to go with the product? What needs 

should be solved? It’s a tailored solutions 

model, one that differentiates Triplefin 

from other Hub services that rely on a 

more homogenous set of capabilities 

for the client.” Reinhardt also empha-

sizes how important partnering with the 

brand team and other stakeholders is at 

every stage of the Hub-Lite™ program, 

from design to execution. “Our exper-

tise is unique in that we are building 

partnerships, not packages,” she says.

Power in partnering 

That philosophy extends to a brand’s key 

intermediaries, like providers and pay-

ers. “We believe the future of the Hub 

servicing space rests on working collab-

oratively with them as part of a ‘win-win’ 

solution with the patient at the center.” 

Digital and Human Touch 
Define Next-Generation Hub
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Triplefin’s Hub-Lite™ model centers 

on finding lower-cost, high-performing 

efficiencies. Using its proprietary suite of 

digital solutions, Rx365®, as a frame-

work for benefits verification and real-

time decisions on prior authorization, 

it streamlines and automates activities 

that once relied on manual documen-

tation or guesswork. Rx365® includes 

an automated, portal-based application 

template; simultaneous processing of 

financial and insurance benefit data, in-

cluding patient-matching eligibility and 

verification criteria; and multipurpose 

online reporting forms to replace the 

cumbersome paper trail. Mechanization 

of these functions has proven to be high-

ly productive, according to Reinhardt. 

“It’s a proactive defense, because a simple 

miscalculation on a reimbursement code 

can derail even the best access strategy.”

However, Triplefin’s customer-first 

orientation means that no patient ser-

vice program should be based entirely on 

a depersonalized IT model. Hub-Lite™, 

in contrast, has a flexible design orien-

tation that seeks to coalesce digital and 

human intervention. Adds Reinhardt: 

“Every action we take is motivated by 

what works to position the brand for 

success with patients and providers. If 

automation won’t yield measurable val-

ue for the end-user, in terms of a desir-

able therapeutic outcome, we will apply 

empathetic human touch services like 

counseling and reminder contacts, or we 

apply them both. It’s all about how best 

to influence the patient and get them en-

gaged throughout their journey to better 

health.” This is a clear value differential 

for the patient and the manufacturer.

Case history: A solution  

to a siloed approach 

Examples of Hub-Lite™ in action show-

case this flexible, multi-tiered strategy of 

engagement—all structured to enhance 

a brand’s ROI. In one instance, Triple-

fin worked with a brand whose launch 

campaign was failing due to a confus-

ing and siloed patient support program, 

evidenced by high script abandonment at 

the initiation of therapy and a low rate of 

adherence during therapy—a pattern that 

Triplefin quickly tagged to the lack of 

follow-on outreach to vulnerable patients.

A Hub-Lite™ program consisting of 

three linked initiatives was put in place. 

First, financial barriers were addressed 

by leveraging data that identified pa-

tients who were eligible for manufacturer 

co-pay support, combining that with a 

free trial offer of the medicine as an in-

centive to sign up for the Hub. Second, 

IT systems management and automation 

were introduced to create a single point 

of contact for patients. Third, IT effi-

ciencies were reinforced through a “high 

touch” care manager network, with staff 

assigned to help patients on fill remind-

ers, side-effects monitoring, health liter-

acy education and other personalized ap-

proaches to boost compliance to therapy.

The metric on results? After only 

nine months, this enhanced engagement 

program yielded an 84 percent increase 

in second Rx fills for enrolled patients 

as well as a 2.5 day average increase in 

patient days on therapy.

More lite, not less 

Triplefin is investing heavily in Hub-Lite™, 

convinced that market trends will make 

this signature patient support strategy 

even more relevant to tomorrow’s brand 

demographic. The “tweener” price seg-

ment is set to dominate growth in the 

specialty space at least to the end of the 

decade, making the majority of products 

look more like those competitively chal-

lenged primary care medicines to treat 

chronic conditions. Cost-shifting to pa-

tients will also continue apace, reaching a 

point very soon where consumer out-of-

pocket spending on specialty drugs will 

exceed the outlays of commercial ben-

efit insurers. However, make no mistake, 

Hub-Lite™ benefits pharma of all sizes, 

targeting cost savings and greater com-

petencies for manufacturers, providing a 

unique alternative to an advanced Hub.

The bottom line? Delivering the ac-

cess that manufacturers require to meet 

ambitious launch targets will demand 

more—not less—of the expertise in 

removing financial hurdles for patients 

imposed by payers while raising adher-

ence and persistency rates that appeal to 

providers. And manufacturers will ex-

pect this expertise to be delivered more 

efficiently, at lower cost, for brands that 

no longer have the extended periods of 

high-priced market exclusivity that once 

justified a major Hub investment. 

Expect some tough conversations 

around what can be automated to lower 

those costs, and what still requires that 

full suite of “high touch” services. Notes 

Reinhardt, “just hitting a button in real 

time sounds great, but the reality is the 

U.S. health system is not yet ready for dig-

ital convergence.” Helping clients identify 

where automation will work—and where 

it won’t—is going to be a big differentiator 

of Hub service quality in the years ahead.”

With disruptive change stamped as a 

more or less permanent feature of the bio-

pharma landscape, Reinhardt concluded 

by telling CBI delegates that Triplefin is a 

safe harbor—a place to try things differ-

ently. “Our simple message to brand cli-

ents is: come to us as you are. The skill set 

we employ on behalf of patients is flex-

ible on logistics and tolerant of diverse 

approaches to both strategy and execu-

tion. And it’s powered by deep industry 

knowledge, from hard data analytics to 

the wisdom that can only be drawn from 

collective human experience in the field.”

In other words, the successful patient 

journey takes many paths.
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How a Manufacturing Excellence program can deliver competitive 
advantage to a fast-changing global product mix—at lower cost,  
and with an unexpected workforce dividend to boot  

By John Furey, Matt Humphreys, and Alex Sabad

I
nstituting manufacturing excellence should be 

an immediate and core priority for biophar-

maceutical companies that want to achieve a 

sustainable competitive advantage.

Manufacturing excellence is characterized by a 

company’s ability to understand network capacity, 

focus on manufacturing performance, manage risk 

through its quality systems, employ people with 

the right skillsets and apply technology and ana-

lytical tools to improve product quality and com-

pany profitability.  

Biopharma companies can realize considerable 

benefits from instituting or strengthening manufac-

turing excellence—transformative efforts at several 

large companies already have delivered hundreds 

of millions of dollars in cost reductions. For exam-

ple, one global player in the industry recently deliv-

ered more than $400 million in potential annual 

savings through its manufacturing excellence initia-

tives. Another transformation at a biopharma com-

pany generated savings of $100 million and enabled 

the manufacturing organization to increase its flex-

ibility and to increase its output by 23%. 

While a complete transformation may not be 

appropriate for all companies, the potential finan-

cial and operational benefits of pursuing manufac-

turing excellence may be significant. Conversely, 

failing to deliver manufacturing excellence may 

result in shrinking profits from topline deteriora-

tion and rising production costs. 

Why now? What has changed?

Historically, the biopharma industry was not known 

for being on the leading edge of manufacturing 

excellence, relative to other industries. Biopharma 

manufacturers largely focused on delivering quality 

Going to the Edge
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products, while avoiding risk, 

often with little emphasis on opti-

mizing manufacturing. However, 

emerging market and technology 

trends and a shift toward risk 

management are making manu-

facturing excellence critical to the 

future strength of biopharma 

companies’ top and bottom lines. 

One key sector trend is the 

transition from producing tradi-

tional blockbuster drugs to tar-

geted, niche therapies (e.g., 

orphan drugs) with smaller 

patient groups. These drugs 

increase manufacturing com-

plexity due to their smaller batch 

sizes, which require more fre-

quent equipment changeovers. 

These changeovers present more 

opportunities for quality failures 

and put greater pressure on man-

ufacturing organizations to be 

efficient. 

The small-batch nature of 

targeted therapies means that 

the volume of a product on the 

market will be lower than for 

conventional drugs. This pres-

ents topline pressures that 

compel companies to focus, 

more than ever, on increasing 

speed to market to maximize 

the total lifetime sales of ther-

apies. Although regulatory 

reviews and clinical develop-

ment are often perceived as the 

main drug approval bottle-

necks, the FDA Center for 

Drug Evaluation and Research 

noted in December 2015 that 

manufacturing is often a rate-

limiting factor in achieving 

expedited approval because of 

the inability to quickly scale 

production.  Each day a launch 

goes past its scheduled date, 

drug developers lose as much 

as $600,000 in foregone sales 

for niche products and as 

much as $8 million for larger 

volume therapies.  

Today’s global regulatory 

environment also factors into a 

company’s pursuit of manufac-

turing excellence. Global deploy-

ment of orphan drugs is crucial 

to maintaining topline perfor-

mance due to lower volumes, so 

the manufacturing requirements 

of multiple regulatory bodies 

must be considered concurrently 

or in rapid succession.  One reac-

tion that companies may have is 

to build overly complex, costly, 

and risk-averse quality systems 

that are not sustainable. Avoid-

ing risk does not necessarily 

ensure high product quality, and 

it can drive up costs and limit the 

manufacturing organization’s 

ability to institute improvements 

to gain production efficiencies.

The increasing prevalence of 

targeted therapies, such as 

CAR-T and gene therapy, is 

prompting companies to employ 

novel manufacturing processes, 

which further emphasizes the 

need for manufacturing excel-

lence. For example, CAR-T ther-

apy requires processing a 

patient’s own T-cells to fight dis-

eases like cancer, moving manu-

facturing closer to the patient 

and limiting economies of scale. 

Also, in the instance of CAR-T, 

typical manufacturing pro-

cesses, testing, and controls can-

not readily be leveraged to create 

a cost-effective process.  Com-

panies will need to rethink how 

manufacturing, quality control 

and quality assurance interact 

with the patient to effectively 

and efficiently create and deliver 

such novel therapies.

Finally, the trend toward 

global manufacturing calls for 

an increased focus on finding, 

hiring and retaining talented 

people—particularly in leader-

ship roles—who can deliver 

manufacturing excellence. The 

leadership skills needed going 

forward are not necessarily the 

same as those needed in the tra-

ditional landscape of block-

buster drugs and lesser cost pres-

sures. Competition for the best 

talent can be fierce, requiring 

companies to be strategic in their 

approach to identify, attract, 

retain and develop people with 

the right skillsets for tomorrow’s 

manufacturing environment. 

What do companies 

need to do?

Achieving manufacturing excel-

lence is not easy—it requires com-

pany leaders to align and focus 

the entire organization, like never 

before, on developing and imple-

menting transformative initiatives 

that promote efficiency and flex-

ibility. The process starts with a 

well-defined business strategy fol-

lowed by a capabilities evaluation 

to define the type of transforma-

FAST FOCUS

» Between 2009 and 2015, 39% of FDA pharmaceutical and biotech company inspections 
resulted in actionable violations, according to the FDA Form 483 Inspection Database.

» Pursuing manufacturing excellence requires three core actions: Developing the right mindset 
with the right people in alignment with primary business needs; delivering transformative initia-
tives to the parts of the company that are not prepared for industry changes; and focusing 
relentlessly on enterprise-wide efficiency and flexibility.        

» It’s critical for drug manufacturers to understand their network capacity to adjust production 
to market demands. Common capacity levers include maintenance-driven shutdowns, process 
yields, asset efficiency, changover times, and quality losses.   
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tion that is required—from sim-

plifying a quality management 

system to overhauling global 

operations. Ultimately, compa-

nies that proactively take steps to 

drive manufacturing excellence 

could gain a competitive edge.

What does 

manufacturing 

excellence look like?

Many manufacturing excellence 

principles are common across 

industries; however, there are 

some focus areas that are specifi c 

to biopharmaceuticals. Figure 1 

shows the critical elements of 

biopharmaceutical manufactur-

ing excellence.

Understand network capacity

Companies need to understand 

their network capacity to flex 

production to market demands, 

avoid unnecessary capital expen-

ditures and prevent product 

shortages, particularly for life-

saving drugs. While this need 

sounds obvious, gaining a thor-

ough understanding of network 

capacity is not easy. When a 

company has a global network 

of facilities that may start and 

fi nish a manufacturing process 

in several geographic regions, it 

can be diffi cult to tell where the 

true bottlenecks exist. Too often, 

as demand rises and puts pres-

sure on existing production 

resources, management’s first 

reaction is to decide that more 

capacity and facilities are needed. 

Fear of a market shortage com-

pounds this issue and can lead to 

potentially unnecessary deci-

sions to expand capacity. 

In reality, what appears to be 

a capacity constraint issue is 

often an underutilization issue 

in disguise. As leaders better 

understand the capabilities of 

each facility and the interactions 

among them, a clear picture of 

perceived versus actual con-

straints may emerge and show 

what the organization is truly 

capable of producing. For exam-

ple, one major biopharma com-

pany recently assessed its net-

work of multiple manufacturing 

plants, along with its plans for 

two additional sites and a CMO 

to support production. The 

assessment found that signifi cant 

unrealized capacity existed in 

the current network and could 

be realized through simple effi -

ciency projects. Some of the 

resulting capacity gains were 

driven by cycle time reductions 

and additional operating days 

from maintenance optimization. 

The additional identifi ed capac-

ity alleviated perceived con-

straints on manufacturing capa-

bilities. In today’s ever-changing 

landscape, a thorough under-

standing of network capacity 

can allow companies to make 

better strategic decisions, to 

cross-utilize their assets to man-

ufacture several products and to 

plan for complexities associated 

with manufacturing a larger 

portfolio of niche therapies.

Emphasize manufacturing 

performance

Historically, quality and delivery 

have been the biopharma indus-

try’s primary manufacturing 

drivers. This may be acceptable 

for companies producing high-

volume, high-margin drugs; 

however, as patent cliffs and the 

rise of generics phase out the 

blockbuster era, companies also 

need to focus on manufacturing 

performance and more aggres-

sively balance quality and deliv-

ery with costs to create an effi -

cient operation. Still, executing 

on this may be diffi cult in bio-

pharma organizations where 

cost pressures have not been as 

prevalent historically. 

Focus areas for cost reduction 

depend on specific business 

 

 

Figure 1. Source: Deloitte Development LLC 

Components of Manufacturing Excellence  

Figure 1: Source: Deloitte Development LLC
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needs. For a manufacturing sys-

tem that requires minimal flex-

ibility, common lean principles 

to reduce waste can be effective. 

In most cases, however, systems 

need to flex to market demands, 

new products and changing reg-

ulatory requirements. There-

fore, it is important to identify 

which assets and process steps 

can provide f lexibility and 

which can be removed. Manu-

facturing performance is not 

just about direct manufacturing 

costs; it’s also about balancing 

flexibility with both direct and 

indirect costs. 

To enable topline growth, 

leaders need to develop flexible 

manufacturing capabilities that 

can produce many products 

quickly and scale to meet 

demand, while also managing 

costs. Targeted therapies are 

driving smaller production batch 

sizes and increasing the fre-

quency of changeovers. This 

reduces economies of scale and 

makes production more difficult 

to manage. These two levers 

need to be balanced; leaders 

should look for win-win oppor-

tunities to drive both cost and 

flexibility improvements, such as 

reducing changeover time to 

concurrently enable more fre-

quent product changes and 

reduce overhead costs incurred 

during production downtime.

Focus on quality system 

effectiveness

Strong, integrated quality sys-

tems are essential to achieving 

manufacturing excel lence. 

Quality affects all aspects of a 

company—from its reputation, 

sales and costs to its working 

environment, employee morale 

and retention capabilities. To 

enable manufacturing excel-

lence, companies must be com-

pliant and deliver high-quality 

products, while not getting par-

alyzed by fear of regulatory cita-

tions and observations. Com-

pany leaders should create and 

nurture a culture where employ-

ees are able to raise their hands 

about potential issues, without 

fear of retribution. 

Sometimes when production 

issues arise, companies alter 

manufacturing process param-

eters and retest products with-

out conducting proper root-

cause analyses to uncover the 

reasons for the failures. Instead, 

quality should be addressed 

directly and proactively by 

embracing quality by design, 

improving quality controls, 

adopting forward-looking com-

pliance metrics and emphasiz-

ing a culture that respects and 

builds quality into everyday 

business operations. 

If a company’s quality man-

agement system and culture do 

not empower employees and 

incentivize problem-solving and 

a “right-the-first-time” mentality, 

then its leaders must identify ways 

to transform the quality mindset. 

Only then will the company move 

from firefighting and applying 

temporary solutions toward man-

ufacturing excellence.

Employ capable people  

with the right skillsets

Employing and developing capa-

ble leaders with the right mana-

gerial and technical skills is crit-

ical to delivering manufacturing 

excellence. Biopharma manufac-

turing has traditionally focused 

on skillsets built around the 

technical aspects required to 

manufacture quality products. 

While quality is still paramount, 

leaders today must balance qual-

ity, cost and market demands 

while also managing production 

complexity. In addition, as the 

scope of leaders’ responsibilities 

expands to include global coor-

dination and a focus on cost, 

they will need to develop a work-

force that can execute against 

more and more demanding 

objectives. This presents chal-

lenges for the talent lifecycle.

Biopharma companies have 

several options to attract, retain, 

and cultivate top talent:

 » Develop from within. This 

requires organizations to 

become much more sophisti-

cated at leadership develop-

ment. Companies also will 

need to identify future leaders 

who may currently be in tech-

nical roles. Dimensions for 

evaluating leadership potential 

should be created and used to 

assess high-performers. 

 » Compete for top biopharma tal-

ent. As leadership challenges 

increase, the demand for current 

industry executives will also 

Next-Generation Manufacturing Leadership

The biopharmaceutical industry is evolving 

quickly, aided by new technologies to 

produce and deliver innovative therapies. 

While manufacturing processes and supply 

chain models that have matured over the last 

30 years will remain relevant, there also will 

be unique requirements to meet production, 

quality and supply chain standards for these 

new products. For instance, personalized 

medicine and the associated complexities 

of patient care will call for a paradigm shift 

in supply chain management. Biological 

manufacturing and supply chain leaders will 

need to demonstrate a greater understanding 

of enterprise-level objectives to meet patient 

needs, and they must possess skills beyond 

technical competency to progress the next 

generation of biological therapies.
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increase. To compete for top tal-

ent, companies should develop 

attractive incentive packages 

that balance the appropriate sal-

aries and bonuses with the 

required skillsets and desired 

autonomy levels.

 » Compete for top talent in 

other industries. There are 

many adjacent sectors, such as 

medical devices, advanced 

technologies and, to some 

extent, consumer products, 

which have similar leadership 

challenges but do not neces-

sarily require the same base-

line technical skillsets. Bio-

pharma companies should 

consider bringing in proven 

leaders from other industries. 

For this approach to be suc-

cessful, companies will need 

to refine their definition of a 

“qualified leader” skillset and 

find ways to test and evaluate 

external candidates against 

these parameters.

 

Apply new approaches  

and new technology

Technology applied strategically 

and intelligently can be a key 

enabler of manufacturing excel-

lence and take a company to the 

next level. The biopharma sec-

tor’s current use of automation 

and analytics to drive efficiency 

lags other industries, but this gap 

demonstrates a considerable 

opportunity to deliver value. Two 

emerging approaches to bridge 

the gap are continuous manufac-

turing and single-use systems.

Continuous manufacturing 

is an evolution of batch manu-

facturing in which raw materi-

als are continuously added and 

product is continuously gener-

ated. This is a new approach in 

the industry and has shown tre-

mendous potential for both 

large and small molecule sys-

tems. Continuous manufactur-

ing systems are smaller, more 

scalable, and offer the potential 

for a more consistent product. 

In fact, continuous systems have 

been shown to deliver the same 

output from a five-liter continu-

ous system as that seen with a 

traditional five-thousand-liter 

bioreactor.  Instead of having 

distinct unit operations and 

using the traditional approaches 

associated with them, a contin-

uous manufacturing plant needs 

to be designed and run holisti-

cally, utilizing more in-line test-

ing and real-time process mon-

itoring technologies. 

Single-use equipment is 

another promising technology 

that is becoming more preva-

lent in biopharma manufactur-

ing. While most operations use 

single-use technology on a lim-

ited basis, some companies are 

implementing single-use equip-

ment across entire facilities. A 

big advantage of this technol-

ogy is that it increases flexibil-

ity and up-time, as each opera-

tion can be modularized and 

changeovers can be performed 

more quickly because cleaning 

activities are limited. Other 

advantages include smaller 

facility footprint requirements, 

less maintenance and steriliza-

tion, less utilities use and less 

needed capital to build the 

facility. One specific limitation 

of single-use systems is scal-

ability, but this is not a signifi-

cant issue for companies that 

are migrating toward small-vol-

ume manufacturing.

Leaders should be strategic 

about integrating technologies 

that will help achieve their man-

ufacturing and enterprise goals. 

This comes from understanding 

the pros and cons of each tech-

nology and weighing the risks 

during product development 

and commercial production. 

Smart application of technolo-

gies in manufacturing can 

launch companies toward 

achieving manufacturing excel-

lence and gaining long-term 

competitive advantage. 

Manufacturing 

excellence: First steps

Biopharma companies should 

consider taking three smart first 

steps to begin their manufactur-

ing excellence journey:

1. Assess the existing manu-

facturing network to identify 

strengths to leverage and oppor-

tunities for transformative 

improvement.

2. Cultivate manufacturing 

leaders by developing internal 

talent, hiring externally, or 

both.

3. Align manufacturing 

excellence principles and busi-

ness goals to identify the target 

balance between cost and flexi-

bility that still maintains deliv-

ery of high-quality products. 
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The biopharma sector’s current use of 

automation and analytics to drive 

efficiency lags other industries, but 

this gap demonstrates a considerable 

opportunity to deliver value
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In a continent marked by stark differences in governance, growth and 
market potential, the best bets must be pursued off script 

By William Looney

T
here are two ways that Africa presents itself 

to the world. There is the untapped growth 

model, where the region is positioned as a 

future global economic powerhouse; and the 

troubled, post-colonial legacy profi le, of a “dark con-

tinent” mired in poverty, corruption and the toxic mix 

of ethnic and religious rivalries that perpetuate civil 

confl icts—a civilization at war with itself. In health-

care, statistics on public health show Africa posting 

major gains against infant mortality and life expec-

tancy. But this is balanced by a huge demographic 

challenge—Africa is literally running out of space for 

its people—along with poor infrastructure and a woe-

fully disconnected network of trading relationships.

Another imbalance is that between the desire of 

major equity investors to fi nd investment targets of 

a suitable size, quality and depth and the impact of 

depreciating local currencies and slower economic 

growth. The latter tends to defl ate such opportuni-

ties and push investors to smaller projects with lower 

returns and much longer time-frames to cash out. 

Which of these dueling perspectives will prevail 

is a critical strategic question for big Pharma inves-

tors seeking potential returns from Africa’s store-

house of raw, unlocked assets—assets that create 

new opportunities and a better life for patients. To 

help answer that question, Pharm Exec talks with 

our Editorial Advisory Board member Les Funtley-

der, portfolio manager for New York-based E 

Squared Capital and consulting partner to Blue 

Cloud Investments, a private equity investor focused 

on midmarket opportunities in the sub-Saharan 

region of Africa. 

PE: How do you see the current status of the continent 

as a place for healthcare investments? Is the global bio-

pharma community discounting the potential opportu-

nities in Africa from a favorable demographic of young, 

highly productive workers interested in improving their 

health status? 

FUNTLEYDER: There is no simple answer, because 

Africa is not a monolith. Prospects vary signifi cantly 

by country. In some countries, healthcare—and access 

to it—is improving. In others, the trend is in the oppo-

site direction. There are 54 sovereign states in Africa, 

more than any other continent. Efforts to align these 

countries around a single universal platform for health 

provision, investment and fi nancing have not moved 

Investing
in Africa 
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forward. In addition, the economic 

model throughout Africa is focused 

largely on extractive resource 

industries like mining 

and oil—“get rich quick” 

projects that add little of 

substance to the local 

economy, especially 

given the collapse of 

global commodity prices 

in the last three years. 

Finally, healthcare 

infrastructure is uneven 

by country and is not 

connected across the region. That 

leads to major delays and uneven 

care for patients. My fi rm is sup-

porting a local investment in a 

central diagnostics lab, which is a 

big precedent for the region since 

in most African countries there is 

no such venue. 

PE: What you are saying is that 

Africa lives and dies by shifts in the 

global prices of key minerals and 

other commodity assets. Why is this 

approach to investment different 

than in healthcare? 

FUNTLEYDER: Healthcare is 

not a good, but a service highly 

dependent on human capital. This 

is a problem for the region, 

because even if the health system 

has the necessary physical infra-

structure, such as out-patient clin-

ics, hospitals and pharmacies, you 

still require highly skilled people 

to make it function properly. What 

the region needs is a strong net-

work of medical schools to turn 

out physicians, nurses and also the 

technicians to manage the technol-

ogy that keeps it all running. 

On the positive side, Africans 

are quite good at building out 

capabilities in mobile technologies 

developed for other sectors and 

applying these to healthcare. I 

travel to Africa frequently; I often 

run in to Facebook executives 

looking to fi nd commercial appli-

cations around social media and 

the growing Internet community. 

The region also has a truly 

advanced mobile phone 

culture. Some countries, 

like Ghana and Rwanda, 

have proven adept at 

leveraging this high level 

of mobile penetration to 

address health access 

problems. Telemedicine 

is a good example.

PE: According to the Inter-

national Finance Corporation (IFC), an 

affi liate of the World Bank, the total 

healthcare market in sub-Saharan 

Africa today is approximately $35 bil-

lion. That’s a relatively modest sum—

equivalent to just half of J&J’s annual 

revenues as a single company. How 

big will the market be by 2025? 

FUNTLEYDER: This number is 

not as small as it seems, especially 

given the double-digit annual 

growth rate for the sector. That 

means, in 10 years, the healthcare 

market will have doubled—at 

least. We know this from data 

showing that sales of healthcare 

products and services tend to rise 

faster than GDP.

PE: How would you assess the cur-

rent state of health infrastructure in 

Africa. Which countries are leading 

the way? 

FUNTLEYDER: Africa does not 

carry the burden of the costly, 

aging physical plant associated 

with large healthcare systems in 

the US and Europe. The industri-

alized world is grappling today 

with a lot of redundant facilities 

that should be mothballed. Defects 

in the health supply chain require 

multiple interventions, which are 

wasteful. Hence, Africa has the 

luxury of digesting these learnings 

and starting anew. And that 

requires a lot of investor money, 

loans and creative fi nancial assis-

tance, which is good for fi rms like 

mine. In Africa, healthcare is all 

about compiling the capital to 

grow and then deploying it wisely. 

A big element is philanthropic 

and donor aid, particularly from 

multilateral agencies like the 

World Bank and NGO power-

houses like the Gates Foundation. 

An interesting trend is how big pri-

vate equity investors tied to the 

extraction industries are moving 

to diversify by investing in health-

care projects. Their interest is in 

supporting projects valued in 

excess of $50 million. Smaller 

fi rms are following their lead, tak-

ing part in projects worth less than 

$20 million. My fi rm, Blue Cloud 

Investors, is one of these; we focus 

on projects that are already up and 

running, but need to expand their 

range. We call this brown field 

investing. Our expertise is with 

the middle market of healthcare in 

Africa. Generally, we see ourselves 

moving up the value chain rather 

than down it. 

PE: Can you provide an example of 

that? 

FUNTLEYDER: An example of 

a brownfi eld project is when a 

pharmacy chain in Ghana with 

fi ve pharmacy outlets wants to 

expand this network to 10. Blue 

Cloud is helping to make this 

happen. We also focus heavily on 

the due diligence process, looking 

for management that follows 

standard Western business prac-

tices, such as GAAP.

Three challenges

PE: What are the pitfalls, lapses 

and problems that you encounter 

when seeking attractive invest-

ment candidates in Africa? Are 

there strategies to help mitigate 

exposure to these challenges? 

What are the key elements of a 

“best practices” list to ensure suc-

Les Funtleyder
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cessful investing in the African 

market? 

FUNTLEYDER: The essential 

issue is the quality of governance. 

Management practices, the busi-

ness plan and accounting stan-

dards must be reviewed and certi-

fied air tight. Information that is 

taken for granted in the US, like 

articles of incorporation, are not 

always evident in the African con-

text, which often relies on little 

more than a handshake between 

parties. That is not enough. 

The second issue of note is you 

can never assume that an invest-

ment relationship will culminate 

in an exit path. There is no guar-

antee that someone will acquire 

your stake or that the initial deal 

will culminate in an IPO and 

eventual status as a public com-

pany. Capital markets in the 

region, outside South Africa, are 

too small and immature to 

accommodate the desire to put 

business development on a stable 

path to growth. Be ready, instead, 

to invest in a debt instrument of 

some kind, such as a revenue par-

ticipation note, to ensure there is 

a financial return without having 

to wait for an IPO or acquisition 

that may never happen. 

The third challenge is han-

dling currency fluctuations, 

which can gyrate wildly in Africa 

and affect the bottom line. Hedg-

ing strategies are important. 

One widely cited problem I 

would discount is political uncer-

tainty. We have been investing in 

the region for many years and it 

has not surfaced as an impedi-

ment to our plans. 

Putting all these factors 

together, I believe the safest, most 

reliable “best practice” markets 

in the region are the English-

speaking countries of West 

Africa, led by Ghana, and, of 

course, South Africa and 

Botswana. Angola is a country 

with significant assets, and, 

hence, opportunity in healthcare, 

but it does have its share of gov-

ernance problems, not to mention 

the language barrier. We have yet 

to consummate any deals in East 

Africa, but we are actively explor-

ing the investment landscape. 

There is a lot of untapped poten-

tial there, in Ethiopia (where 

demographic projections show a 

population of 178 million by 

2050), Kenya, Tanzania and 

Rwanda. Conversely, most of 

central Africa is a conflict zone.

PE: What do you see as the current 

strategy of the big Pharma players 

in Africa? Is the commitment to the 

region real or overstated? 

FUNTLEYDER: Most of big 

Pharma looks at Africa as a side-

bar in their overall strategy for 

emerging country markets. I am 

not saying it’s invisible; just an 

area that they keep monitoring to 

identify opportunities over the 

long-term. Some companies have 

organized internal VC units that 

invest selectively in projects in the 

region. This gives them exposure 

to a market with minimal invest-

ment risk. It’s an excellent way to 

survey the lay of the land. Com-

panies with a more advanced 

view are promoting joint ventures 

with local partners, which gives 

them a front-row seat in evaluat-

ing strategies on key topics like 

supply chain management, phar-

macy distribution and who the 

competition is among local 

pharma players. 

Overall, the perception is 

Africa will eventually be a serious 

market with add-on growth 

potential. It’s a big, diverse conti-

nent of mainly young people with 

middle-class aspirations, all of 

whom are ready to consume med-

icines that lead to better health. 

Partnering is the way to obtain a 

full understanding of the poten-

tial opportunities while building 

a reputation for local engagement 

and trust. The strategy is to put a 

few small stakes on the ground 

and then see what happens.

PE: What are the “no-go” issues and 

areas? 

FUNTLEYDER: US companies 

have to be eternally vigilant 

about the reach of the Foreign 

Corrupt Practices Act (FCPA). 

Business and even personal staff 

activities in Africa must be con-

stantly monitored from HQ. The 

UK has a tough extraterritorial 

anti-corruption statute, too. 

There are cultural pitfalls as 

well, which are not limited to US 

investors. Chinese-backed invest-

ments in Africa have created fric-

tion with the locals, suggesting 

that political winds in the region 

can shift from one extreme to 

another. Once greeted as a gener-

ous rich uncle, China is now 

viewed more dubiously, although 

its presence in Africa does give 

governments leverage against tra-

ditional US and European donors.

PE: How does the cultural dynamic 

play out? 

FUNTLEYDER: First off, every 

country in Africa is different; 

there is no single script to address 

the culture difference. Generally, 

that first hard-charging, get-to-

the-facts meeting agenda is not 

going to win points among Afri-

can partners. Trust is paramount 

in relationships and that takes 

time to establish. Being 100% 

transparent is actually not appre-

ciated in most African countries. 

You have to allow for some 

nuance. What must be remem-

bered is that Africans like to cul-

tivate relations while US execu-

tives are comfortable with a 



Welcome to Ohio. It’s on.
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LES FUNTLEYDER is 

a Healthcare Portfolio 

Manager at E Squared 

Capital. He can be 

reached at les@

esquaredasset.com

return-driven, transactional 

mindset. But if you meet the Afri-

cans halfway, the payoff can be 

substantial. You need to find and 

then rely on a cadre of reputable 

local contacts to build reputation 

as a good corporate citizen. One 

bad apple can create a crisis and 

lead to a costly disinvestment. 

It’s also true that foreign drug 

multinationals present in Africa 

are all partly motivated by a 

desire to demonstrate to African 

partners there is a social impact 

from their investments. This is a 

non-economic factor that we 

often underestimate as a source 

of good will in growing the bilat-

eral relationship.

PE: How ingrained is social invest-

ing—that mix of profits and philan-

thropy—in the business strategy for 

investors in Africa? 

FUNTLEYDER: My view is that 

profitability always comes first. 

If the business is not an ogoing 

concern, then it is a charity. A 

sustainable, profitable business 

has room for doing good pre-

cisely because it makes money. 

There is some interest in Africa 

in social investing, particularly 

among big European companies. 

US drugmakers are a bit behind 

on this indicator, but more com-

panies are actively considering it. 

Unfortunately, however, there is 

no metric that might define what 

social investing is. There are 

some useful proxy measures. One 

example is if a company succeeds 

in the marketplace by increasing 

patient access to medicine or add-

ing capacity to health infrastruc-

ture, then that action carries a 

social benefit that people want.

PE: Can you identify industry play-

ers that are “doing it right” in the 

Africa region? 

FUNTLEYDER: Hospital opera-

tors are well-positioned to benefit 

from the demographic surge in 

Africa. That’s because most care 

is delivered in acute rather ambu-

latory settings. Devices and diag-

nostics based on “frugal innova-

tion” are another. Biopharma has 

a specific set of challenges, includ-

ing a complex pricing dynamic 

and distribution channels that 

tend to get complicated at that 

crucial “last mile” to the patient. 

Even medical device companies 

are beginning to dip their toes 

into the African market. But I 

caution we are in the early innings 

of the investment game in the 

region. The analogy is with China 

in the 1980s. There is so much 

development yet to come. 

I believe in the notion that 

change provides a tremendous 

opportunity for profit. And there 

is certainly a lot of change taking 

place in Africa. What is cool 

about this region is it serves as a 

template for new approaches to 

technology. There is a demand for 

reliable, durable and very cheap 

technologies with mobile applica-

tions that transcend geographies. 

For example, unmanned drones 

to replace gaps in transportation 

infrastructure may be poised to 

flourish in Africa, earlier perhaps 

than in the industrialized coun-

tries. “Smart” technology with 

the ability to overcome supply 

chain or service barriers could put 

Africa in the lead on logistics 

innovations, proving them equally 

relevant to the market’s needs in 

North America and Europe.

PE: Can you identify a potential dis-

ruptor coming from Africa that 

might impact healthcare markets 

here in the West? 

FUNTLEYDER: We are already 

observing interesting ideas at work 

on the distribution of drugs to 

remote or rural settings—I men-

tioned the drone example. Africa’s 

experience is also useful in advanc-

ing reliance on do-it-yourself diag-

nostics, using telemedicine’s data 

retrieval technologies. Cold storage 

vaccine facilities powered by solar 

energy cells is another. Each of 

these can be done at less cost than 

the conventional approach. It’s fru-

gal science at work; the more this 

happens, the more it disrupts the 

big Pharma business model.  

PE: What do you reserve as your 

biggest criticism of the way big 

Pharma companies invest and 

operate in Africa? 

FUNTLEYDER: Africa is admit-

tedly a long-term play. But for big 

Pharma, everything is about short-

term performance. That’s the 

heart of the problem. The majors 

see Africa as presenting good long-

term rewards countered by signif-

icant short-term risk. In our view, 

the best way to balance the two is 

to start small and gradually work 

your way up the investment pole, 

relying on partnerships to hedge 

any liabilities. Starting small also 

enables investors to learn about 

the local climate for business, 

which is always an asset for repu-

tation over the long-term. The 

final element is a CEO or someone 

in senior HQ management who 

cares enough to declare a vision 

for the company that expressly 

includes Africa—a vote of confi-

dence in the market. 

“Smart” technology with the 

ability to overcome supply 

chain or service barriers 

could put Africa in the lead 

on logistics innovations
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Learn more about 

Personalized medicine:

Commercializing drugs with companion diagnostics 

The shift to personalized medicine is 

gathering momentum; over 40% of all drugs 

and 73% of oncology drugs in development 

include a biomarker. Commercializing 

drugs with companion diagnostics creates 

additional complexity, as well as new 

challenges and opportunities. 

Are you creating the product strategy for a drug with a 

biomarker? Are you considering partnering with a diagnostic 

company? Will you be launching a therapy with a companion 

diagnostic in the next 24 to 48 months? This webinar provides 

insights on trends, key challenges, potential approaches and 

key learnings. 

Key take-aways:

• Gain insights on the latest trends in personalized medicine

• Understand strategic choices for targeted therapies

• Develop priorities for thinking about, and ensuring success, 

for your upcoming launch

For technical questions about this webinar, please  

contact Kristen Moore at kristen.moore@ubm.com

Also view the webinar on: 
 

Threading the Needle:  
Effective Forecasting for  

Orphan Drug Indications
On-demand webinar Aired Nov. 17, 2016

View now at http://www.cvent.com/d/zvqxcf

On-demand webinar

Aired Dec. 1, 2016 

View now for free! 
www.PharmExec.com/PE/

Personalized
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How the need for biopharma innovation extends to questions around 
executive compensation

By Carl Sjostrom and Ian Wilcox 

E
xecutive compensation 

is under intense scru-

tiny. Part of the discus-

sion has focused on 

how much executives are paid 

and who should decide the 

amount. In the UK, for example, 

“say-on-pay” rules attempt to 

ensure that rewards reflect the 

best interests of shareholders. 

Another part of the discussion 

involves the form compensation 

should take; boards in recent 

years have decreased the use of 

stock options while placing 

greater emphasis on long-term 

value creation, using metrics 

such as TSR (total shareholder 

return) and ROIC (return on 

invested capital). These efforts 

have allayed some of the con-

cerns of shareholders and the 

broader public by increasing pay 

transparency and the likelihood 

that boards’ and managers’ 

interests are aligned.

But the current conversation 

about executive pay tends to 

obscure a critical question, one 

that’s especially pressing in bio-

pharma: whether the yardsticks 

by wh ich execut ives  a re 

rewarded reflect and advance a 

company’s stated strategy.

The challenge  

for boards

As boards consider their strategic 

goals, then, they need to con-

sider: What do they reward and 

why? Are they encouraging only 

the pursuit of short-term profits 

or also sustainable, long-term 

innovation? In biopharma, where 

the often decades-long process of 

drug development exceeds the 

quarterly rhythms by which the 

market measures value, these 

questions come into particularly 

sharp focus because innovation 

takes so much time and money. 

According to the Tufts Center for 

the Study of Drug Development, 

the cost of developing a new drug 

is $1.2 billion to $2.6 billion out 

of pocket and $1.4 billion in 

returns that investors forgo over 

the decade or more that a therapy 

is in development. Meanwhile, 

public and private payers around 

the world are questioning the 

sustainability of what are per-

ceived to be high drug prices.

Given these realities, boards 

must balance the need to create 

sustainable cash flow to fund 

ongoing R&D with the need to 

meet institutional investors’ 

demands for competitive returns. 

Boards must also send the same 

signals to executives and manag-

ers about the priority of innova-

tion. For example, if boards say 

innovation is a priority but actu-

ally reward only for returns, 

then executives and managers 

Matching Pay to Strategy 
Compensation vs. Innovation

Mismatched Incentives

Strategic group Stated strategy

% of group with 

stated strategy

% of group where strategy 

supported by incentives

Integrated

Innovation 42% 8%

Efficiency 31% 31%

Growth 12% 8%

Unclassified 15% 54%

1+ Products

Innovation 76% 41%

Broadening the portfolio 18% 18%

Unclassified 6% 41%

Clinical stage

Innovation 29% 24%

Partnering 29% 0%

Brand 18% 0%

Unclassified 24% 76%

Comparing the relationship of companies’ strategic goals to reported measures of executive 
performance.
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will act to produce returns. 

Although investors may be 

pleased with the numbers in the 

near term, they’ll eventually 

wonder why the new drugs 

aren’t appearing.

Therefore, for boards, practi-

cal questions arise:

 » What are the available strate-

gic options to maximize inno-

vation?

 » How should they structure 

executive compensation?

 » How, under pressure from 

shareholders for regular 

returns, can boards ensure that 

the executive leadership team 

stays focused on long-term 

development goals?

 » How can they devise incentives 

that reflect the time horizons 

of drug development?

The innovation gap 

in compensation

Some would argue that the first 

duty of companies, even those in 

the life sciences, is to maximize 

shareholder value—that the only 

appropriate incentives are those 

that maximize profit, and that, 

therefore, the question of long-

term incentives is incidental. We 

believe, however, that such a 

view is in the long-term interests 

neither of investors nor of the life 

sciences industry as a whole. The 

duty is to all shareholders, and 

profit maximization must focus 

on the quality of the profits. To 

ensure long-term innovation—

and long-term profitability—the 

life sciences industry must devise 

award packages appropriate to 

the time horizon of product 

development.

So, we asked: Are innovation 

goals adequately reflected in the 

way biopharma executives are 

compensated? We began by com-

paring companies’ stated strate-

To ensure long-term innovation—and long-term 

profitability—the life sciences industry must 

devise award packages appropriate to the time 

horizon of product development

Not all pharma brand programs are built alike.  
8JUI�B�GPDVT�PO�nFYJCJMJUZ�BOE�FGmDJFODZ� 

5SJQMFmO�T�IJHI�UPVDI�)VC�-JUF��QSPHSBNT� 
EFMJWFS�B�DVTUPNJ[FE�TPMVUJPO�UIBU�mUT�UIF� 

VOJRVF�OFFET�PG�ZPVS�CSBOE�
 

7JTJU�USJQMFmO�DPN�BOE�MFBSO�NPSF�BCPVU� 
PVS�HSPVOE�CSFBLJOH�JEFBT�UIBU�DSFBUF� 

positive patient outcomes.

Innovation keeps 
the wheels turning. 

Access. Affordability. Adherence.

855.877.5346   |  DPOOFDU!USJQMFmO�DPN
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Incentive Priorities Vary

The level to which companies focus on incentives for the strategies listed.

gic goals to reported measures of executive perfor-

mance. For example, if a company declared 

innovation as a strategic goal, we assessed the 

extent to which the goal was matched by incen-

tives. We looked at companies ranging from clin-

ical-stage entities to big pharma. We divided life 

sciences companies into three groups: pipeline 

companies, companies with one or more assets 

(“1+ companies”), and large, fully integrated com-

panies. We then classified their strategies as focused 

on innovation, efficiency or growth. We compared 

the stated focus to performance measures as 

reported in publicly available documents.

What we found

Where the strategy was efficiency, incentives were 

well-matched to the goal. Where the focus was 

innovation, however, we found a mismatch 

between stated strategies and incentives.

The table on page 40 provides more detail. The 

first, far-left column names types of companies 

(integrated, 1+ products, and clinical stage). The 

second column indicates stated strategy within each 

strategic group. The third column shows the per-

centage of companies within each group that follow 

a stated strategy. For example, among integrated 

companies, 42% declare a strategy of innovation. 

The last column shows the percentage of com-

panies in each group whose incentives reflect stated 

strategy. For example, 8% of integrated companies 

whose strategy is innovation support that strategy 

with appropriate incentives. Which is to say, 8% 

of the 42% of integrated companies that pursue an 

innovation strategy back it up with incentives.

What do these figures tell us? For one thing, we 

see that fully integrated companies are much more 

successful at incentivizing efficiency than innova-

tion or growth; when it comes to efficiency, word 

and deed come close to matching. Innovation pres-

ents a different story. While over 40% of integrated 

companies tout their innovation bona fides, only 

8% of those who declare such a focus back their 

words with incentive plans.

The picture for innovation is somewhat brighter 

among companies with one or more products. Fully 

three quarters state innovation as a strategy, and 

over 40% of those companies have compensation 

schemes that reflect their strategic intentions. For 

the last group, clinical stage companies, about a 

quarter of those that proclaim innovation have 

incentives to match. Also striking is the fact that 

brand and partnering strategies have no incentives 

explicitly backing them up.

To give more dimension to the nature of the 

support each group gives, we can look at how 

strongly groups support each strategy. The chart 

below shows the extent to which, for each strategy, 

incentives are focused. The chart is divided into 

three groups of bars representing the classifications 

we studied (from left to right: fully integrated, 1+  

and clinical). Each bar represents a strategy within 

that group that a cluster of companies pursues. The 

colors represent each cluster’s degree of focus. We 

judge that a company has:

 » A “strong focus” on a strategy if at least 50% of 

performance targets for both long-term and short-

term incentives referred back to that strategy.

 » “Focused” if metrics for one type of performance 

targets had reference to the strategy in question.

 » “Some focus” as long as performance targets 

made any reference to the strategy.

 » “No focus” if there were no performance targets 

attached to the strategy.

As is evident in the left three bars, nearly 90% 

of integrated companies successfully focus execu-

tive performance targets on efficiency, but the link 

between strategy and performance loosens when 

it comes to innovation, with over 80% of the group 

showing only “some focus” on it. In the middle 

bars, we see nearly all 1+ companies achieving 

focus when it comes to broadening the portfolio. 

As a group, they struggle to focus incentives on 

innovation. The third group, the clinical stage com-

panies, shows almost 70% of companies with a 

strong focus on innovation.
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Implications

Our analysis can be taken fur-

ther, of course, but it raises an 

important question. Why the 

mismatch between stated goals 

and incentives? It may be that 

some companies lack the tacti-

cal wherewithal to create incen-

tives to reward innovation. But 

a more likely explanation is that 

as companies grow, size eclipses 

focus. The larger the company, 

the more diffuse the strategy. 

Size and scale beget strategic 

fragmentation. A large com-

pany has ancillary services that 

a clinical-stage company doesn’t 

have: a sales and marketing 

apparatus, finance, procure-

ment and so on. 

These areas require resources, 

and sustaining the company—

feeding the beast—becomes a 

primary goal. Though an under-

standable consequence of 

growth, companies, as they 

grow, tend to become driven by 

efficiency rather than innovation. 

A story less salacious than a tale 

of “say one thing, do another.” 

But a truer one more likely.

Whatever the circumstances 

of the company, however, execu-

tives and investors must receive 

the same signals. In other words, 

business strategy and executive 

incentives must drive to the same 

goals. Because the timelines of 

drug development conflict with 

those traditionally used to mea-

sure business performance, life 

sciences boards must be thought-

ful and creative when designing 

incentive plans. If the mission 

includes innovation, strategies 

must keep executives focused on 

long-term development goals.

 In the end, it’s the job of 

boards to ensure that incentives 

are aligned with long-term strat-

egy. Otherwise, investors—not 

to mention patients and the 

broader public—stand to be dis-

appointed over the long haul. 

CARL SJOSTROM is 

a Senior Advisor
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carl@vitisolutions.

com 

IAN WILCOX is a 

Managing Partner at

Cogitari Advisors, 
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reached at ian@

cogitariadvisors.com 

Whatever the circumstances of the 

company, executives and investors 

must receive the same signals
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I
n the eight years since the 

global financial/banking 

crisis and subsequent reces-

sion across most of the 

world’s leading economies, many 

of the emerging markets have 

proven to be much more resilient 

economically as well as becom-

ing the longer-term engines for 

economic expansion, compared 

to the more stagnant health 

economies in Europe, Japan and 

the US.

Emerging markets outside 

these traditional, established ter-

rains are, therefore, strategically 

critical to large multinational 

pharmaceutical companies. 

However, as the business and 

political environment in a num-

ber of these markets has become 

increasingly tough and unpre-

dictable (e.g., Brazil and Russia) 

and others have accelerated their 

economic development, manage-

ment needs to revise corporate 

strategies and “go-to-market” 

approaches. Support and exper-

tise is needed from the very top, 

i.e., board level. This article gives 

some perspective on how boards 

can support the business to win 

in emerging markets, against 

increasingly challenging market 

conditions and competition.

Embracing change

In our recent publication, 

“Insights into the future of top 

pharma boards,” we analyzed 

the background, profiles and 

experiences of board directors in 

the 15 largest (by revenue) phar-

maceutical companies in the 

world, all of which are still head-

quartered in the US and Europe. 

We also interviewed a significant 

number of these directors, both 

executive and non-executive, to 

understand better how board 

compositions are changing and 

to identify the key skills and 

competencies that wil l be 

required in the future.

The ability of boards to 

tackle effectively the complex 

and unique challenges of suc-

ceeding in emerging markets has 

developed as a key theme from 

our study.  

Market hurdles 

Over the last few decades, large 

pharma companies have been 

trying to expand their presence 

in emerging markets outside of 

the US and Western Europe. 

Indeed, a higher mission to make 

new medicines accessible to 

under-served populations, espe-

cially in these regions, seemed to 

be compatible with the signifi-

cant business objective of achiev-

ing top-line growth.

It should be noted that the 

pharma business environment in 

emerging markets has always 

been different and often difficult 

for the top multinational com-

panies. Many factors account 

for this difficulty, including gov-

ernment protectionism of local  

drugmakers (mostly, in generics) 

and often a lack of IP protection, 

since many emerging economies 

do not recognize international 

patent law in their particular 

legislation. Additionally, the 

recent implementation of more 

aggressive pricing and reim-

bursement policies as well as 

compliance and ethical consid-

erations have restricted daily 

operations and raised concerns 

about the short- and long-term 

growth opportunity for multi-

nationals in these countries (see 

chart on facing page).  

For example, since the top 15 

pharma companies all trade in 

the US, the DoJ’s rules and code 

of conduct applies wherever they 

do business in the world, even 

though “different” and seem-

ingly less ethical practices may 

be commonplace and indigenous 

to a number of emerging markets 

which they serve, potentially giv-

ing local competitors an unfair 

advantage.

Emerging markets account 

for 20% of revenues, on average, 

for the top 15 pharma compa-

nies—mostly generated from 

China, India, Russia, Brazil, 

Mexico and Turkey. The signifi-

cant growth opportunity associ-

ated with generally increasing 

economic prosperity and health-

care spend further highlights the 

importance of capturing these 

markets to achieve future global 

success. However, the apparent 

unpredictabil ity of several 

emerging markets has forced the 

leadership teams of the top 

pharma organizations to analyze 

and review more critically their 

previous strategies for extending 

into non-traditional pharma 

markets. 

One of the key findings from 

our survey was that revising and 

improving business strategies 

requires input and advice from 

senior leaders with genuine 

understanding and successful 

track records in those markets, 

as they each have individual cul-

tural, political and commercial 

The Winning Edge in 
Emerging Markets 
How a strong corporate board can help ignite success           
in these regions
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differences that require non-traditional 

approaches and strategies for success.

How boards can help 

Boards of top pharmas are increasingly chal-

lenging company strategy across all markets, 

including in non-traditional pharma mar-

kets. Given the long-term potential for 

exceptional growth in many of these emerg-

ing markets, it is crucial that boards provide 

relevant and informed input to the develop-

ment of a long-term vision for their com-

pany’s presence in these regions. It is also 

important that boards provide strategic 

responses to the arising and enduring chal-

lenges that inevitably come with entering or 

expanding in those markets.

A closer look at the current board compo-

sition of the top 15 pharma companies shows 

that 40% have three or more board directors 

with hands-on operating experience in emerg-

ing markets (see chart). On average, 22% of 

the total board seats of the top 15 pharma 

multinationals are held by these directors with 

operational experience in emerging markets.

Board directors can play a key role in 

guiding executive management to understand 

the social and political circumstances and 

risks associated with individual countries and 

regions. For pharma companies, this suggests 

a need to appoint board members with rele-

vant experience in those emerging markets 

as well as a profound understanding of indi-

vidual market dynamics (political, cultural, 

social, legislative and commercial). 

For example, it may be important to under-

stand and consider which are the dominant 

ethnic and religious groups in a particular less 

homogeneous market and then to tailor the 

market access strategy accordingly. Likewise, 

in some of the emerging economies, which are 

less open to foreign competition, the best way 

forward for a pharma multinational may be to 

form a joint venture with an existing local com-

pany, thereby creating a “win-win” strategy, 

which generates revenue growth and increased 

employment for both parties rather than trying 

to compete with them on unequal terms.

As a result, an effective board should 

include not only directors with commercial 

talent and experience but also directors with 

a strong political and social understanding 

and credibility with a country’s leader-

ship, as well as financial acumen, regu-

latory affairs and government affairs 

experience to navigate these environ-

ments successfully and maximize the 

growth opportunity.

Our point of recommendation here 

would be to extend a “board diversity” 

definition to a broader meaning that 

reflects a potentially large patient base 

in emerging markets and the business 

acumen to work effectively in those mar-

kets—whether this implies a variety of 

nationalities, a diversity of hands-on 

operating experience in emerging mar-

kets or global mindsets.

In addition, the board can advise the 

company on optimizing talent strategies 

and extending talent pools—from the 

board level to country heads—to make 

the most of opportunities in emerging 

markets. Boards can also advise the exec-

utive management in establishing an 

appropriate skillset by defining key com-

petencies required for success in an 

emerging market, having determined any 

significant competency gaps and ensured 

that the talent strategy is tailored and 

adjusted accordingly, i.e., in both devel-

oping internal talent and hiring addi-

tional external professionals.

A new view forward 

Although the current economic chal-

lenges facing several of the emerging 

markets—e.g., Russia and Brazil—may 

be restricting their short-term growth 

potential, in the longer term, emerging 

markets with growing populations and 

increasing wealth are likely to be stra-

tegically critical to success in the phar-

maceutical sector. To be most effective 

in capturing share in these markets, 

board composition at top pharma com-

panies needs to better reflect emerging 

market perspectives and experience. 

This diversity will reflect increased spe-

cialist knowledge of the key dynamics and 

different cultures of emerging markets and, 

therefore, increasingly help to address sig-

nificant proportion of growth and market 

opportunities. 
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In a regional context marked by chronic instability 
and turmoil in strategic Latin American economies 
such as Brazil and Venezuela, Mexico has 
continually strengthened its positioning as a 
destination of choice for the global pharmaceutical 
industry, while the country’s GDP growth is 
expected to strengthen to 3 percent in 2017, 
according to the OECD. “From economic and 
demographic standpoints, Mexico continues to 
boast an excellent and stable macro-economic 
environment that should draw the attention of any 
potential investor,” highlights Rafael Gual Cosío, 
general director of CANIFARMA, the Mexican 
industry chamber that brings together multinational 
and domestic manufacturers.
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Besides being the second most popu-

lous country in Latin America with a 

population of more than 127 million 

inhabitants, Mexico’s most striking 

specificity is probably the remark-

able keenness of both government 

and regulatory stakeholders to pub-

licly acknowledge the importance of 

the pharmaceutical industry in terms 

of health and economic outcomes – to 

an extent that is currently almost un-

imaginable in the US or some Euro-

pean countries. “Our country is in the 

lucky position to hold a strong, thriv-

ing private sector [...] and healthcare 

industries proudly stand as some of the 

most important sectors of our coun-

try’s economy,” states Dr. José Narro 

Robles, Secretary of Health of Mexi-

co. “I also deeply believe we can reach 

even greater health outcomes by bet-

ter aligning the public and private sec-

tors, which are truly complementary 

 

in our country,” he continues. In this 

vein, Mexico’s regulatory and sani-

tary agency, Cofepris, does not hesi-

tate to emphasize the rising trajectory 

of the industry, to which it has been a 

key contributor. “The pharmaceutical 

sector in Mexico has displayed robust 

and continuous growth in recent years, 

while the regulatory compliance of 

the sector has been indisputably im-

proving as well,” says Cofepris’ new 

federal commissioner, Julio Sánchez 

y Tépoz. This collaborative approach 

goes beyond regulatory and politi-

cal aspects, and structural support is 

also high on the agenda of Mexico’s 

key public stakeholders. “We notably 

want to move forward on develop-

ing more healthcare-related clusters 

across our country, positively impact-

ing advanced manufacturing, clinical 

research developments and cross-sec-

tor innovation,” explains Francisco 

González Díaz, CEO of ProMéxico, 

the Mexican investment agency.

Over the last two years, the phar-

maceutical industry has indisputably 

risen in importance to become a criti-

cal sector for Mexico’s economy and 

its population. “We already stand as 

the third largest manufacturing sec-

tor of the country in terms of man-

ufacturing GDP. Furthermore, the 

growth of our industry’s annual pro-

duction has been continuously out-

pacing the growth of our country’s 

population, which highlights a strong 

and enduring domestic demand for 

our industry’s products. In the mean-

time, pharmaceutical exports are 

also growing faster than the average 

growth rate of our country’s total 

exports,” documents Alexis Serlin, 

country president of Novartis and 

president of CANIFARMA. Serlin 

expects the pharmaceutical sector to 

eventually fulfill its long-awaited ob-

jective within the upcoming months: 

being officially recognized as a stra-

tegic sector by both the Ministries of 

Health and Economy.

Nevertheless, one should not think 

that the pharma industry has been 

consolidating this leadership position 

on top of an easy-to-navigate mar-

ket. “The rapidly-evolving Mexican 

market is an interesting mix between 

an emerging and a developed market, 

holding the complexities of both,” 

warns Pedro Galvis, general manager 

at Merck KGaA, “and you have to be 

particularly flexible to truly manage 

the particularities of this market and 

benefit from its dynamism.”

Dr. José Narro Robles, secretary of 

health of Mexico; Francisco Salvador 

López Brito, president of the Senate 

Health Commission

The recently appointed federal commissioner of Cofepris,  

Julio Sánchez y Tépoz first joined Mexico’s regulatory agency 

back in 2011 and has therefore been an important contributor 

to the historic regulatory update that Cofepris finally completely 

earlier this year. “After five years of hard work, I am glad to an-

nounce that the transition period is finally over,” he declares. He 

is confident that Cofepris can now fully concentrate its efforts 

on new market authorizations and, in doing so, bring greater 

clarity and efficiency to the drug regulatory process. “Our phi-

losophy is all about delivering scientific expertise as rapidly and 

as effectively as possible, as we strive become a proactive driver 

of our country’s health system, rather than merely market entry 

filter,” he elaborates. 

As federal commissioner, Julio Sánchez y Tépoz has also seeking to bolster 

Cofepris’ international leadership. In this regard, the opening of a Center of 

Excellence (CoE), which will be certified by the WHO, stands as an important con-

duit to ensuring Cofepris incorporates ever-higher levels of expertise. “I am striv-

ing to foster a strong communication and expertise channel that will link Cofepris 

with the most advanced economies out there, “ he explains. “The CoE will ensure 

that international experts in all relevant matters are continuously invited to Mexico 

to nurture a world-class scientific debate and simultaneously furnish our personnel 

with top-notch, first-hand training and exposure,” he continues. While Cofepris 

may already claim renown across the South American continent as a pioneering 

thought leader and benchmark in good regulatory practice, the aspiration is that 

this sphere of influence and recognition will continue to spread.

Mexico’s newly unleashed health regulator spreads  
its wings

Julio Sánchez y 

Tépoz, federal 

commissioner, 

Cofepris
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ROBUST GROWTH, BOUNTIFUL  

OPPORTUNITY 

In Mexico, successful general managers cannot afford to 

not extremely closely follow the evolution of a market that 

has already proven to radically change over a six-month 

time. “We are probably the only Pierre Fabre affiliate in 

the world that is building its marketing or territory plans 

by fully leveraging two fundamental elements: the voice of 

the market (physicians and patients) and our sales teams’ 

insights. We really design our strategic development based 

on the views gleaned from our teams on the field, while this 

bottom-up approach objectively is rarely used within the 

industry,” explains Karel J. Fucikovsky, general director 

Latin America at Pierre Fabre Médicament.

According to IMS Health, from 2014 to 2015, the to-

tal pharmaceutical market in Mexico displayed a strong 

5.3 percent growth to reach 209.5 billion Mexican pe-

sos [USD 11.14 billion]. At the same time, some product 

categories have been displaying even more impressive 

growth rates. “The Mexican biotech market – compris-

ing both innovators and biosimilars – has been growing 

by seven percent CAGR over the last three years to reach 

a market value of USD 1.123 billion,” explains Xavier 

Valdez, general manager North Latin America of IMS 

Health, while “the value of the oncology market in Mex-

ico has been growing at a rate of almost eight percent 

between June 2015 and 2016.” Overall, Mexico has been 

displaying a remarkable consistency in terms of market 

growth, and analysts expect this growth to continue in 

the upcoming years. “Mexico is considered the only Lat-

in American country whose market value growth will be 

higher than what we had in past years. The only param-

eter that could relatively shade this impressive perfor-

mance is the recent devaluation of the Mexican peso,” 

Valdez continues. 

Nevertheless, the context that sustains these promising 

growth rates has changed dramatically from one year to 

another. “Interestingly, the private retail market grew 7.1 

percent over the past 12 months, whereas it had dropped 

0.2 percent in 2014,” says Valdez. This return to robust 

growth of the private sector is now propelling the over-

all market, as the retail market still represents 74 percent 

of total Mexican sales, while the increasing availability of 

medical consultations at the pharmacy point of sales is also 

probably nurturing a relative displacement of the consump-

tion from the institutional to the retail sector. “An impor-

tant change in the private market was the introduction of 

added value services such as the development of physicians’ 

offices adjacent to pharmacies, which offer convenience 

with affordable prices, making them particularly popu-

lar with the low and middle-classes for common or acute 

illnesses”, highlights Mario Sturion, general manager of 

Janssen. “Original brands’ growth however didn’t exceed 

two percent in 2015, and generics and pharmacy chains’ 

private labels take the lion’s share of the growth of the re-

tail market, by displaying growth rates comprised between 

fifteen and twenty percent per annum,” reveals Alvaro An-

gel, country division head at Bayer Pharma. 

More importantly, “the increase of the institutional sector 

slumped to two percent annually, whereas we reported a nine 

percent growth in 2014,” states Xavier Valdez. What truly 

draws the attention of all pharma observers is that the dis-

appointing performance of the Mexican institutional market 

finds its roots in a deeper macro-economic context that is set 

to remain for the upcoming years. 

Mikel Arriola, general director, IMSS; José Reyes Baeza Terrazas, 

general director, ISSSTE; Gabriel J. O’Shea Cuevas, national 

commissioner, Seguro Popular
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BETWEEN A ROCK AND A HARD PLACE

“As a consequence of a complicated international envi-

ronment, the Mexican government faces difficulties in 

maintaining its annual budget year on year, and total 

budget cuts amounted to ten billion pesos in 2015 and 

nine billion pesos in 2016,” explains Cristóbal Thomp-

son, executive director of AMIIF, the association gath-

ering 43 pharma innovators implanted in Mexico. In a 

country where total health spending only amounts to 6.2 

percent of GDP, one of the lowest rates among all OECD 

countries, “real health spending’s growth has moreover 

been decreasing by 0.5 percent every year since 2012, 

while administrative costs have increased by five percent 

and represents 8.8 percent of total health spending – al-

most three times the average of the OECD,” continues 

Thompson. Furthermore, “the Ministry of Health is al-

ready strongly indebted to several drug manufacturers, 

at around seven billion Mexican pesos [USD 380 mil-

lion],” explains Salvador López Brito, the president of 

the Health Commission of the Senate. In this dramatic 

context, “AMIIF is working closely with the main pub-

lic partners related to the health and economic sectors 

around the necessity to urgently increase public invest-

ment in health, especially if we don’t want to compro-

mise the economic potential of the country,” says Javier 

Amtmann Aguilar, chairman of the board of Menarini 

Mexico and president of AMIIF, while the association 

is currently assembling a strong, evidence-based case to 

demonstrate how investing in health would spark pro-

ductivity in Mexico’s economy. “I believe that the gov-

ernment and public stakeholders in general need more 

help, and more participation from both the industry and 

think tanks, to carry out the studies that are relevant 

to this assessment,” stresses Roberto Martínez Yllescas, 

general director of the Mexico Center for Latin America 

Rafael Gual Cosío, general director, CANIFARMA; Cristóbal 

Thompson, executive director, AMIIF; Alexis Serlin, country 

president, Novartis, & president, CANIFARMA
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of the OECD, which also advocates 

for smarter and more transparent 

public health spending in Mexico.

These budget cuts undoubtedly put 

tremendous pressure on a public health 

system that moreover has to cope with 

Mexico’s epidemiological transition, 

while in 2020, the adult population 

will constitute the majority for the first 

time in the country’s history. “Chronic 

and non-communicable diseases have 

further deepened an unequal resources 

allocation, as 80 percent of our health expenditures are 

used to treat only 20 percent of the Mexican population, 

affected by only three main illnesses: diabetes, cancer, 

and cardio-vascular diseases,” explains Mikel Arriola Pe-

ñalosa, former head of Cofepris and recently appointed 

general director of IMSS, the largest social security insti-

tution in the country. 

In Mexico, 71 percent of the population is obese or 

overweight. More importantly, “one out of every three 

children can be considered as being in a state of obesity, 

which is a very alarming situation for the future of our 

country,” highlights Enrique Graue Wiechers, president of 

the National Academy of Medicine and rector of UNAM, 

the largest and one of the most prestigious universities in 

Latin America. Diabetes has also truly become a worry-

ing epidemic threatening the lives of 13 million people (14 

percent of the total adult population), half of them being 

Carlos Abelleyra Cordero, a seasoned Mexican pharma execu-

tive and current CEO of Spanish LATAM for Aspen Labs, analyses 

some of the most important trends occurring in the Mexican 

private, retail market.

What are the most impactful market trends you would high-

light?

The first one relates to the strength that big pharmacy 

chains have been gaining over the past years, which now pro-

vides them with enough power to switch from any given brand 

to their own private labels.

The second relates to distribution: with the increased bar-

gaining power of pharmacy chains, wholesalers are now in a 

weaker position than a few years ago. Therefore, companies 

need to learn how to best adapt to this new market dynamic: 

depending on the product, it could be more advantageous to 

deal directly with pharmacy chains instead of passing by distri-

bution companies.

How do these trends impact your  

commercial strategies?

“It becomes evermore crucial to 

adopt more aggressive, straightforward 

commercial strategies than the ones we 

used to rely on. While it was particularly 

common to offer substantial discounts 

to distributors and pharmacy chains, the 

development of pharmacies’ private la-

bels forces us to be way firmer on our 

own prices and move from a discount-

based strategy to an added-value ap-

proach, in which the core of the negotiation will be centered on 

the margins these players can make with our products. Finally, 

pharmaceutical companies also have to concentrate their lo-

cal efforts on product categories that are less exposed to ge-

nerics competition, such as women healthcare, pediatrics or 

some hospital or OTC products for example.”

Playing it right in the retail sector 

Carlos Abelleyra, 

CEO, Spanish 

LATAM, Aspen

Xavier Valdez, 

general manager 

North Latin 

America, IMS 

Health



SPECIAL SPONSORED SECTIONHEALTHCARE & LIFE SCIENCES REVIEW MEXICO

S7  DECEMBER 2016 I PHARMABOARDROOM.COM

still undiagnosed and only a quarter of the total having 

their disease under control. 

“In Mexico, the diabetes patient population is still 

growing, while the prevalence of the disease is also fur-

ther developing - despite the government’s efforts to tack-

le it,” relates Morten Vaupel, vice-president and general 

manager of Novo Nordisk Mexico. “If we are not able 

to implement game-changing prevention and control mea-

sures in the immediate future, health investments to cure 

chronic diseases will skyrocket from 80 billion Mexican 

pesos in 2016 [USD 4.3 billion] to 350 billion pesos in 

2050 [USD 19 billion], and our health system will never 

be able to carry such a financial burden,” warns Mikel 

Arriola of IMSSS, which provides medical services to 70 

percent of the Mexican population and is deciding to lead 

the way in chronic disease prevention and management. 

“In Mexico, the current diagnostic capacity prevents most 

patients from being properly diagnosed at the symptoms’ 

apparition, which creates a situation where they have to 

wait for many years and the disease to dramatically degen-

erate before receiving a correct diagnostic,” explains Juan 

Antonio Sánchez Baca, general manager of UCB Mexico.

As a result, the government’s priority is clearly “to 

strengthen Mexico’s prevention, diagnostic and treatment 

capacity, especially for chronic, non-communicable dis-

eases, while generating better efficiencies within the over-

all health system,” says Secretary of Health Narro. In this 

regard, 2016 is set to mark the beginning of an ambitious 

reform that will implement exchange of medical servic-

es between the different social security institutions that 

make up Mexico’s public health system, namely IMSS (70 

million beneficiaries, essentially workers of the private 

sector), ISSSTE (covering 13 million workers of the pub-

lic sector) and Seguro Popular, the financial scheme cre-

ated in 2004 to provide health services to the 55 million 

Mexicans without formal employment. “The exchange of 

medical services will first generate significant improve-

ment in terms of patient outcomes, while also engendering 

substantial savings for the different social security insti-

tutions and tremendously optimize their resource alloca-

tion,” continues Dr. Narro.

In such a fragmented public system, building bridges 

between social security institutions whose human and fi-

nancial resources and processes significantly vary from 

one to another is easier said than done. “We have to 

find a consensus on the cost of each and every medical 

intervention among the different institutions, while 

also fostering knowledge transfer with regards to  

patient referral, billing, and payment collections,” confirms 

Gabriel J. O’Shea Cuevas, national commissioner of Seguro 

Popular, while an initial package of 700 medical services is 

currently under evaluation as part of the first stage of this 

reform. “In the long term, we would like to ensure that 

our beneficiaries can receive any kind of medical services 

in any hospital or health facility of the country, even if they 

belong to another social security institutions,” plans José 

Roberto Martinez Yllescas, general director, Mexico Center for 

Latin America, OECD; Javier Amtmann, chairman of the board, 

Menarini Mexico; Enrique Graue Wiechers, president, National 

Academy of Medicine, and rector of UNAM
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Reyes Baeza Terrazas, general director 

of ISSSTE. In the meantime, the over-

arching objective of this reform would 

be to further expand this collabora-

tive approach to other public health 

areas and notably include infrastruc-

ture development. “When considering 

the construction of a new hospital or 

high-specialty health center, it should 

no longer be approached from the 

perspective of a single social security 

institution, but with a comprehensive, 

systemic development vision,” ex-

plains Dr. Narro. 

In this quest for greater cost-effi-

ciency, medicine purchasing is not 

obviously left aside, and institutions 

look at further leveraging the height-

ened bargaining power offered by 

consolidated and integrated medicine 

purchasing schemes among all insti-

tutions and throughout the country. 

“Over the last three years, the latter 

have already allowed the overall Mex-

ican public health system to save more 

than 11 billion pesos [around USD 

560 million],” explains ISSSTE’s Bae-

za, while this institution also looks 

at enhancing medicine management 

and monitoring. Although these am-

bitious reforms could bring substan-

tial savings and unify a health system  

Raúl Vivar, general manager, Eisai; 

Alvaro Angel, country division head 

pharmaceuticals, Bayer

4.5 billion USD 
GVA annual average of manufacturing

component of pharmaceutical industry

5.0 billion USD
GVA of clinical trials component of

pharmaceutical industry in 2014

342,000 
Employees generated by

pharmaceutical industry

3.3
Indirect jobs created by each

direct employment in

pharmaceutical industry

1.64
Gross Value Added (GVA) multiplier for 

pharmaceutical industry

Source: CANIFARMA; Lemke, Bergmann, Gerlach, Ostwald, 
‘Supporting the Value Proposition of the Pharmaceutical Industry in 
Mexico. Widening the portfolio of Factors Th at Defi ne the Value of 
Pharmaceuticals,’ WifOR, Berlin, Germany, April 2016, p. 4.

+

MEXICO PHARMA OVERVIEW

All numbers refer to the period 2008 – 2014 unless otherwise stated
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scattered between a variety of public 

payers, innovators still have to navi-

gate a fragmented public system under 

unprecedented financial pressure.

THE MULTI-HEADED  

HYDRA OF MEXICAN  

MARKET ACCESS

Over last three years, “Cofepris has 

been able to align its registration time-

lines with the best international stan-

dards, as market approvals are now 

granted within 60 working days,” 

recalls Julio Sánchez y Tépoz, federal 

commissioner of Cofepris, whose im-

provements have been lavishly praised 

by the industry. As a result, it is no 

longer rare to see Mexican patients 

being among the very first in the 

world to access an innovative therapy. 

“Mexico was the first country in the 

world to give a new indication in acute 

myeloid leukemia (AML) to our treat-

ment previously approved for a rare 

blood cancer called myelodysplastic 

syndrome (MDS), and also the first 

country in the world to grant a new 

myeloma indication for our multiple 

myeloma (MM) treatment, the sec-

ond most commonly diagnosed blood 

cancer,” relates Irma Egoavil, former 

general manager of Celgene. Further-

more, treatments developed in Mexico 

can now receive fast-track approval 

from Cofepris, whose timeline is so 

short that Mexico can potentially be 

the first country in the world to ap-

prove a given molecule, as occurred in 

2014 for Ryzodeg®, one of Novo Nor-

disk’s most innovative diabetes treat-

ments ever.

If Cofepris’ improvements are in-

contestable, they however didn’t 

prevent from moving the innovation 

deadlock from the first stage of the 

market access process to a later one. 

Although the private market may be 

growing faster than the institutional 

one, only ten percent of the Mexican 

population can access treatments 

through the private retail segment.  

Furthermore, most of the multina-

tionals are now strategically focused 

on high-cost specialty treatments, 

which in Mexico are mostly related 

to the institutional market. “The pri-

vate insurance system remains partic-

ularly underdeveloped in the country, 

both in terms of population cover-

age (only six percent) but also with 

regards to the health coverage/price 

ratio,” regrets Mario Sturion, general 

manager of Janssen.

 “For all innovative companies im-

planted in Mexico, public market ac-

cess is the name of the game. So far, Ei-

sai’s three Cofepris-approved oncology 

treatments are only accessible through 

the private, retail segment and we 

are now concentrating our efforts on 

bringing these treatments to the Mexi-

can patients in the public healthcare 

system,” explains Raúl Vivar, general 

manager of Eisai. Nevertheless, new 

inclusions into the public sector are 

currently limited due the budget con-

straints faced by the public health sys-

tem, and a substantial number of treat-

ments approved by Cofepris and the 

General health Council, which assesses 

whether a treatment should be reim-

bursed by the public system or not, still 

wait to be included in the public sec-

tor’s registries. As matter of fact, “only 

15 of the 213 molecules approved by 

Cofepris over the last three years are 

now approved for use by the social se-

curity,” points out Cristóbal Thomp-

son, AMIIF’s executive director.

Irma Egoavil, former general manager, 

Celgene; Rodrigo Puga, president & 

general manager, Pfizer
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Nevertheless, Mex-

ico’s public stakehold-

ers maintain cordial 

relations with drug 

developers. “Pharma-

ceutical innovators 

implanted in Mexico 

need to understand 

and acknowledge that 

IMSS is facing a tre-

mendous necessity to 

reduce its health ex-

penditures. Nevertheless, we value innovation, and will also 

take into consideration the savings that new treatments can 

generate, notably by reducing palliative care expenditures 

and dependence on the hospital sector,” states IMSS’ Arrio-

la. “Adopting a cost-benefit evaluation process, our funda-

mental objective remains to increase the number of diseases 

covered by our catastrophic disease fund year after year,” 

adds O’Shea of Seguro Popular, whose resources have how-

ever been severely impacted by the recent budget cuts.

This positive attitude of public authorities logically 

opens the door to the implementation of innovative market 

access models, which aim at moving forward innovation 

access in the public sector despite the scarcity of public 

resources. “Nevertheless, in Mexico, a “one-size-fits-all” 

approach is doomed to fail: we need to develop customized 

access strategies for all our therapies, and above all for all 

the different social security institutions that constitute the 

Mexican public health system,” highlights Rodrigo Puga, 

the recently appointed general manager of Pfizer Mexico. 

Where in most countries, pharma innovators already strug-

gle to conceive the best way to bring their new products to 

patients of the public sector, in Mexico, this effort has to be 

repeated and adapted to the specificities and expectations 

of all public payers, which include the three main social se-

curity institutions IMSS, ISSSTE, and Seguro Popular but 

also some smaller, decentralized institutions for PEMEX’s 

employees (the Mexican state-owned petroleum company) 

or the Mexican Army. “We cannot content ourselves with 

simply offering what our industry has coined as “differen-

tiated access models” and approach Mexico’s public sys-

tem as a monolithic block, adds Janssen’s Mario Sturion. 

“If we don’t concentrate our efforts on identifying the real 

expectations of Mexico’s healthcare institutions, a market 

access proposal that we may consider utterly innovative or 

cost saving could ultimately show itself to be inadequate,” 

he continues, while this costly and time-consuming de-

gree of customization renders evermore challenging for 

companies to solve the cost-efficiency equation that is 

now at the core of the Mexican conundrum. “The process  

rigidity of Mexico’s multiple social security institutions 

slows down the implementation of risk-sharing and pay for 

performance models – although public institutions’ leaders 

are clearly interested in developing such models,” explains 

UCB’s Juan Antonio Sánchez. 

This cost-containment pressure combined with the 

fragmentation of the Mexican system then force inno-

vators to enhance their market approach strategy in a 

very comprehensive way. “This includes finding strate-

gic alliances with other pharmaceutical companies, be-

coming more integrated within the top management of 

the country’s main pharma associations, and work more 

closely than ever with the public and regulatory part-

ners of Mexico,” adds Pierre Fabre’s Karel Fucikovsky. 

In this context of scarcity of public resources, it also 

becomes critical for innovators to ensure their prod-

ucts and their added value ultimately and truly re-

ceive the attention they deserve. “In terms of promo-

tion, most physicians of the private sector also hold 

responsibilities in the public field. As a result, it is ab-

solutely paramount we manage to further consolidate 

and strengthen our reputation among these physicians,” 

explains Eisai’s Raúl Vivar. “We have established 14 ex-

tensive partnerships with key research institutions to es-

tablish centers of excellence, in which we design the best 

guidelines possible to fully leverage the scientific-based 

Karel Fucikovsky, general director 

Latin America, Pierre Fabre 

Médicament; Juan Antonio Sánchez 

Baca, managing director, UCB
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added value of our treatments by 

generating local, real-world evidence 

to document the accurate health-

care improvements that our treat-

ments can bring,” details Novartis’  

Alexis Serlin. 

Beside the recent lack of new prod-

uct registrations occurring in the 

public sector, “we see the social se-

curity institutes’ spending for already 

registered, high-cost medicines has 

nonetheless been significantly grow-

ing over the past years,” points out 

IMS Health’s Xavier Valdez. “When 

it comes to new biotech treatments 

targeting unmet medical needs, there 

is no margin-related debate,” ac-

knowledges IMSS’ Mikel Arriola. In 

this context, we understand that if 

Mexico is considered a strategic mar-

ket by most international companies 

of the industry, it is essentially for the 

enormous, untapped growth poten-

tial it holds, at the moment when Big 

Pharma and Mexican social security 

institutions’ priorities seem to finally 

meet on chronic, non-communicable 

diseases. “IMSS has been champion-

ing this new, innovative market access 

approach, and under the leadership 

of Mikel Arriola, the former head of 

Cofepris, we can hope the public and 

private sectors could soon jointly find 

ways to overcome our institutions’ 

rigidity and increase our patients’ 

access to innovative treatments, in a 

sustainable way,” adds UCB’s Juan 

Antonio Sánchez.

Nevertheless, for off-patent treat-

ments, further opening the door to 

therapeutic alternatives will remain 

the priority of the institutional sector, 

which already massively shifted its fo-

cus to generics a few years ago. “Gener-

ics will continue to play a tremendous 

role in providing our beneficiaries with 

affordable and well-supplied access to 

medicines,” highlights Mikel Arriola.

GENERICS:  

GENERATING VALUE  

AT THE CORE

“In Mexico, regulators have actively 

and continuously been enhancing 

the penetration of generics. Over the 

past three years, Cofepris has been 

implementing fast-track market ac-

cess measures to allow generics com-

panies to bring their products to the 

Morten Vaupel, vice president & 

general manager, Novo Nordisk; Pedro 

Galvis, general manager, Merck

shire.comCody and Kolten, living with Gaucher disease IT/C-APROM/CORP/16/0005

We enable people 

with life-altering 

conditions to lead 

better lives.

As leaders in the development and 

marketing of orphan drugs for genetic 

diseases, Shire brings hope to those 

with rare conditions.
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market more swiftly, 

and these regula-

tory improvements 

are clearly paying 

off,” says Mariano 

de Elizalde, general 

manager of Sandoz. 

With the registration 

of 491 new generics 

related to 47 differ-

ent molecules over 

the last five years, Cofepris has been then able to generate 

total savings of more than USD 25 billion, while the aver-

age medicine cost decreased by 61 percent. In the mean-

time, generics have been displaying the highest growth 

rates in the retail sector and overall account for around 

79 percent of the total units sold in the country (retail and 

institutional markets comprised) according to IMS Health, 

establishing Mexico as, de facto, one of the most mature 

generics markets in the world. 

In 2010, Cofepris decided to fully open the door to in-

ternational companies, and local manufacturing was no 

longer required to sell treatments in Mexico. “As a result, 

many international competitors have been entering the 

generics market over the last six years, notably from Chi-

na and India, while generous timelines were given to them 

to comply with Cofepris’ increasing requirements, which  

allowed them to be even more cost competitive until they 

ultimately fulfil this compliance effort,” explain the gen-

eral directors of Rayere, an historical Mexican company 

with more than 50 years of activity in the country. “In 

the meantime, some Mexican manufacturers have been 

increasing their manufacturing capacities, in order to 

compete with the large-volume approach brought by 

these international newcomers,” they add.

 The Mexican company Loeffler is also now follow-

ing this trend in order to cope with both the continuous 

Mariano de Elizalde, general 

manager, Sandoz; José Angel Garcia, 

counsellor, Grupo Russek Loeffler

The consultancy Smart Scale aims 

to aid the Mexican pharma industry 

through providing CRM, business in-

telligence, database and market re-

search services; allowing companies 

to make better informed decisions. 

In a fast-moving and ever-changing 

healthcare and life sciences land-

scape, CEO Fabiola Trigueros explains 

that the key to Smart Scale’s success 

so far has been “to ensure that our 

services evolve at the same speed as the industry itself 

… Smart Scale has not changed its services but the way 

they are delivered to the market has been continuously 

evolving hand in hand with our clients’ requirements.” 

Smart Scale’s databases now provide the businesses with 

more accurate and better quality information on “the com-

mercial targets of the pharmaceutical industry: hospitals, 

physicians and pharmacies.”

Industry requirements vary not only over time but by 

region. As Smart Scale has expanded into other South 

American countries, Trigueros opines that “technology 

has been a key factor in our success, improving the 

scalability of our business model nationally and interna-

tionally … [it] has also helped us to overcome some limi-

tations in terms of physical presence in Latin America.” 

Technology and digitalization allows SMEs like Smart 

Scale to internationalize and thereby bring their digital 

services to a wider group of stakeholders. The real value 

of Smart Scale’s work is therefore, according to Trigue-

ros, is allowing these stakeholders “to fully understand 

the consumer behavior of physicians and other health-

care professionals.”

Thinking Smart

Fabiola Trigueros, 

CEO, Smart 

Scale
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expansion of the Mexican generics 

market and the company’s ambition 

to maintain the width of its portfolio, 

which proudly stands as one of largest 

in the market. “For example, one of 

our main products started selling at a 

rate of 70,000 units, while now it has 

sales above the 300,000-unit mark. If 

we don’t upgrade our manufacturing  

capacity, we won’t be able to fully 

leverage the growth potential of the 

Mexican market,” explains José An-

gel García Hinojosa, counsellor of 

the board of Grupo Loeffler Russek. 

These once-relatively-small, pio-

neering, and usually privately-owned 

Mexican generics companies have 

been particularly successful over 

the last decade and now stand as the 

fastest-growing players in the Mexi-

can market, according to the IMS 

data. “Alongside their expansion, 

local companies have accumulated a 

huge amount of experience and are 

embracing more organized corporate 

structure and development strategy. 

Loeffler’s philosophy for example 

is to approach the improvement op-

portunities we identify from every 

angle possible, by transforming our 

organization as a whole. This holistic 

strategy stands as the most successful 

manner to remain as cost-efficient, 

lean, and integrated as possible – 

without compromising our ambitious 

growth objectives,” explains Loef-

fler’s José Angel García Hinojosa. “I 

expect the eye-catching successes of 

domestic companies to increasingly 

draw the attention of international 

players, and we can expect new inter-

national partnerships and significant 

acquisitions to happen in the upcom-

ing years,” he continues.

Despite it is becoming increasingly 

competitive, the Mexican generics 

market indeed still holds a very in-

teresting depth – as long as you know 

where to look. “While most local 

pharmaceutical manufacturers used 

to hold large product portfolios, Mex-

ico’s heightened regulatory frame-

work has forced most of these compa-

nies to become more specialized and 

to focus on only a certain number of 

therapeutic areas. This dynamic has 

created huge opportunities for us: as 

the industry is becoming ever more 

specialized, some market areas are 

now underserved, while these market 

needs have not vanished overnight,” 

Andrés Aguirre Salazar, strategy director, 

Grupo Bruluart; Juan José Aguirre Salazar, 

commercial director, Grupo Bruluart
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Since B. Braun Medical division was 

set up in Mexico in 2011, its general 

manager Paulina Escobedo has been 

prioritizing a highly collaborative ap-

proach to foster the impressive and 

rapid development of the affiliate, 

which is essentially involved in three 

therapeutic areas: infusion therapy, 

clinical nutrition products and pain 

management, mainly for the hospital 

sector but with an increasing focus 

on the fast-growing outpatient seg-

ment. If the company has managed 

to establish itself as particularly appealing partner, it is 

first due to its unique market positioning as a vertically 

oriented company, which moreover is about to further com-

plement its current medtech and service offering with a 

pharmaceutical product portfolio to be launched in Mexico 

within the upcoming months.

In its endeavor to differentiate itself from longer-estab-

lished competitors, B. Braun Medical has been leverag-

ing the different perspective it could bring to local part-

ners. “As an international company with German origins, 

B. Braun has been striving to bring to Mexico some of 

the best European practices and processes, while the 

Mexican eco-system traditionally is more focused on 

American standards,” explains B. Braun Medical’s gen-

eral manager. “In this vein, education has truly been a 

powerful door opener and we managed to rapidly gain a 

respected position within the healthcare eco-system by 

bringing certifications, quality and safety indicators, and 

best practices from Germany.”

Second, the affiliate has been concentrating its efforts 

on developing strategic alliances with public and private 

research institutions but also with other medtech and 

pharmaceutical companies, in a country where game-

changing partnerships between healthcare companies re-

main particularly rare. “In high-cost therapeutic areas such 

as oncology, we already partner with the most prestigious 

pharmaceutical companies implanted in Mexico to assess 

and improve the efficacy of different infusion therapies 

or the safety of chemotherapies,” she explains. The Ger-

man company also helps Mexico’s public health system 

to become more efficient, which notably implies to bet-

ter measure and control the local healthcare environment.  

“We have already launched several projects that aim at 

generating real world data that help IMSS and ISSSTE to 

drastically reduce risks of nosocomial infections, for ex-

ample. Our second approach goes beyond measuring out-

comes, as we launched pilot programs designed to reduce 

medical errors and increase safety standards in intensive 

care units, as well as shorten patients stay in high-cost 

hospital units”. 

For a company that is already partnering with pharma 

and medtech companies, but also public and private medi-

cal institutions, what could be the next step to reach? “We 

want to more largely involve our customers and end-users. 

Patient organizations will therefore hold crucial impor-

tance in helping us to further improve our delivery over the 

upcoming years,” she predicts.

A collaborative approach to overcoming late market entry 

Paulina 

Escobedo, 

general manager, 

B. Braun Medical

Aspen Mexico: 9126 0860  Vallejo Site: 5354 2300 www.aspenlabs.com.mx

Aspen continues to increase the number of lives benefiting from its 

extensive basket of products, reaching more than 150 countries 

across the world.
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according to Juan José Aguirre Salazar, commercial di-

rector of Grupo Bruluart, one of the foremost healthcare 

companies in Mexico. In this regard, Bruluart now holds a 

complete product portfolio for metabolic diseases, “while 

we are expanding our footprint in the hormonal and birth 

control areas, in which many important patents have re-

cently expired or are about to expire, while market needs 

in these fields are rapidly growing and still largely unmet in 

Mexico.” In the meantime, the price war occurring in the 

public sector means that appealing margins coming from 

increasingly consolidated public tenders are difficult to 

foresee over the upcoming years, and many domestic gener-

ics companies are increasingly focusing their efforts on the 

thriving - but highly competitive - retail generics market.

As pharmacies exclusively selling generics are flourishing 

across the country, Mexican patients and consumers have 

been developing a remarkable brand sensibility to branded 

generics. “Some of our products are now marketed as clas-

sic branded products and not as generics anymore,” docu-

ments Juan José Aguirre Salazar of Bruluart. This market 

specificity notably provides some manufacturers with a 

heightened bargaining power towards thriving and consoli-

dating big pharmacy chains, whose private labels are gain-

ing market share year after year.

“Most logistics companies implanted 

in Mexico have decided to concen-

trate their efforts on the largest tier 

of the industry. Nevertheless, more 

than 80 percent of the companies 

that make up the overall Mexican 

healthcare eco-system actually be-

long to the smallest tier,” muses Dan-

iel Pardo, the CEO of Medistik, a pri-

vately owned, healthcare specialized 

logistics company. Indeed, Mexico 

still holds huge, untapped opportunities to bring tailor-

made, world-class healthcare logistics solutions to under-

served market niches. Acknowledging that the strength of 

the Mexican market continues to attract new international 

players, many of whom are often initially reluctant to imple-

ment a full back office set-up, Medistik “has decided to 

offer them the opportunity to handle their order-to-cash 

processes through its own platform, including inventory al-

location and invoicing,” explains Pardo, eagerly pointing 

out that, to date, Medistik is the only such firm presently 

able to offer this service to the local market.

In a sector where M&A activities have recently reached 

unprecedented levels, service providers’ agility has ac-

cordingly become a critical competitive advantage to 

guarantee their customers don’t suffer from any delays 

in the integration and rollout of their operations. “When 

a new client starts partnering with us, we can ensure its 

complete supply chain will be up and running in only three 

or four weeks,” promises Pardo.  “Our endeavor to be-

come more efficient also implies that we more accurately 

identify and understand the needs of our customers. 

Nowadays, the mantra ‘the faster, the better” has been 

widely embraced throughout the logistics industry...but 

in reality not all customers are ready to pay for complex 

additional services – because they realize they don’t truly 

need them,” he observes.

Looking at the overall healthcare landscape, pharma-

ceutical companies are not the only stakeholders out 

there with important unmet logistic needs. “We moreover 

identify some promising growth opportunities in increas-

ing our collaboration with health centers, clinics, and 

both public and private hospitals, which face tremendous 

difficulties in managing their stock inventory and ensur-

ing the right equipment or treatment is purchased at the 

optimum time and delivered to the right place or to the 

right patient,” he reflects. Although this sector may be 

more difficult to service due to its structural and geo-

graphical fragmentation, it nonetheless stands as a par-

ticularly appealing opportunity for many service provid-

ers. This is because the number of freshly established 

clinics, health centers and even new-build hospitals in 

Mexico is outpacing the capability of specialized service 

providers to properly support them. 

Healthcare logistics: going the extra mile 

Daniel Pardo, 

CEO, Medistik

www.celgene.mx

Celgene S. de R.L. de C.V.

Juan Salvador Agraz 65, Piso 17

Col. Santa Fe. C.P. 05300. México, D.F.

Tel: + 52 55 41 23 67 00

http://www.celgene.mx
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“As physicians explicitly prescribe 

some of our branded generics products 

and patients also attend a given phar-

macy to specifically purchase them, big 

pharmacy chains cannot afford not to 

offer these treatments. This strategic 

asset allows us to introduce a mixed 

portfolio into these strategic pharma-

cy chains, including both our strong 

brands and the rest of our portfolio,” 

continues Andrés G. Aguirre Salazar, 

strategy director of Grupo Bruluart. This also means that 

the strategy of these companies have been evolving accord-

ingly, and product development capacity has gained an 

importance as substantial as the quality of their manufac-

turing capacity. “Bruluart is no longer a generics company 

solely focused on the cost-competitiveness of its products, 

and we are considering many exciting growth options for 

our pharma branch, including new patented products and 

new presentations of our best sellers,” concludes his broth-

er Juan José Aguirre Salazar.

As Mexico already stands as the most sophisticated ge-

nerics market in the region, some of these companies do 

not want to limit this product development expertise to 

the boundaries of the Mexican market. “We have already 

started to work with legal partners to register our patents 

in other markets including the US and Europe, and we 

are looking for business partners, including international 

pharmaceutical companies, that could help us in bringing 

and distributing these products in and to new countries,” 

explain Rayere’s general directors. 

In this regard, the improving competitiveness of the 

Mexican pharmaceutical manufacturing eco-system 

combined with its increasingly recognised quality stan-

dards and expertise will play a fundamental role in nur-

turing the local and international ambitions of domestic 

pharmaceutical manufacturers.

SUPPORTING A THRIVING  

HECHO EN MEXICO

Cofepris’ recent entry into the Pharmaceutical Inspection 

Convention Scheme (PIC/S), alongside 49 other interna-

tional regulatory agencies, undoubtedly stands as a his-

torical milestone that will further help Mexican manu-

facturers broaden their market perspectives and export 

their products all over the world. “The pharmaceutical 

industry implanted in Mexico can expect a tremendous 

decrease in inspection costs, as complying with any PIC/S 

country’s inspection will be simultaneously recognized by 

all other members,” reveals Julio Sánchez y Tépoz, Cofer-

pris’ federal commissioner. This new international certi-

fication comes together with Cofepris’ recognition as a 

National Regulatory Authority of Regional Reference by 

the Pan-American Health Organization (PAHO) and as 

Functional Regulatory Agency for vaccines by the World 

Health Organization (WHO).

Since Hetero entered the Mexican 

market four years ago, its has been 

following a successful, aggressive 

development strategy, and the Indi-

an company is now ready to further 

leverage its leadership position in 

the B2B business (with the largest 

portfolio of Cofepris-approved APIs), 

to enter the B2C segment. “In the 

United States, our entry in the B2C 

segment has been extremely suc-

cessful. We then decided to replicate a similar approach 

in Mexico, with a focus on highly specialized treatments, 

such as Biotech, Oncology and Anti-retroviral (ARV) for 

HIV/AIDS,” explains Gurulinga Konanur, Hetero’s general 

manager in Mexico. 

In this objective, Hetero is now bringing its technology 

and manufacturing expertise for finished products from In-

dia to Mexico, with the set up of a substantial manufactur-

ing facility and an investment of more than USD 50 million 

over the next five years. “This plant will follow the most 

stringent manufacturing regulations, including FDA/EU 

standards, to ensure we swiftly start supplying the Mexi-

can market. By leveraging COFEPRIS’ international recog-

nition, we also expect to export our treatments to Central 

and South America,” documents Gurulinga Konanur.

Hetero Mexico’s evolution from  
B2B to B2B+C 

Gurulinga Konanur, 

general manager, 

Hetero

Socorro España 

Lomelí, executive 

director, ANAFAM

Hetero Research Foundation, Courtesy of Hetero
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Looking at the most promising export destinations, the indus-

try nurtures high hopes regarding all the countries that recently 

signed the Trans-Pacific Partnership (TPP), as well as those that 

have bounded regulatory agreements with COFEPRIS, like Aus-

tralia, Japan, and Canada. In the meantime, Mexico is currently 

negotiating Free-Trade Agreements (FTAs) with Turkey and Jor-

dan, while “some Asian and African countries are particularly 

interested in Mexico’s expertise in infectious diseases,” high-

lights Francisco González Díaz, CEO of ProMéxico.

 “Our top priority will however remain the US market. In 

this regard, we need COFEPRIS to finally be recognized by 

the FDA as a sanitary authority implementing stringent-

enough regulations and controls, so Mexican manufacturers 

will ultimately be able to massively export their production 

to the United States, and no longer proceed by single isolated 

units,” explains Socorro España Lomelí, the executive direc-

tor of Mexico’s National Association of Drug Manufacturers 

(ANAFAM). Conscious of the remaining steps that could help 

Mexico to establish itself as an incontestable pharma manu-

facturing hub, the association has also been intensifying its 

efforts towards the Ministry of Economy to ease pharma ex-

ports, reimbursements, or reduce IRS auditing. Many voices 

among the domestic industry highlight the fact that Mexico 

still lacks a comprehensive, integrated industrial policy which 

would help these ambitious companies create and showcase the 

value needed to seize international opportunities. “In Mexico, 

public authorities’ support gets scarcer as soon as companies 

start implementing international strategies and no longer solely 

concentrate their efforts on the Mexican market,” highlights 

Efrén Ocampo, CEO of Mexican group Neolpharma.

Another important frailty of the Mexican manufacturing eco-

system relates to the fact that 92 percent of the total APIs used 

in Mexico are imported, a situation that is becoming evermore 

critical considering the recent depreciation of the Mexican peso, 

while APIs can amount to up to 80 percent of the production cost 

of a pill. “In 2015, for each dollar of pharmaceutical products 

we export, we import five dollars in return – and this deficit is 

largely attributable to API imports,” details ANAFAM’s España 

Lomelí. Improving the local manufacturing of APIs will however 

imply rekindling Mexico’s national chemical industry, which al-

most vanished with the implementation of the North American 

Free Trade Agreement (NAFTA) in 1994. “Another main chal-

lenge we face will be to make the local production of APIs more 

cost-effective than imports from China or India, which won’t be 

an easy task considering the initial investments needed to trig-

ger the dawn of local API manufacturers,” she continues. This 

analysis echoes the strategic approach for the Mexican market 

that has been following Hetero, one of the leading manufactur-

ers of APIs in the world. “Our API manufacturing footprint is 

uniquely concentrated in India, where we notably hold one of 

the biggest API plants in the world, covering more than 500 

hectares, 1000 API manufacturing reactors and employ around 

6000 people,” details Gurulinga Konanur, general manager of 

Hetero. “The impressive size of this cutting-edge facility helps us 

Mario Sturion, general manager, Janssen; Efrén Ocampo, CEO, 

Neolpharma; Francisco González, CEO, ProMéxico
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to be extremely competitive, even in comparison to our Chinese 

competitors. By relocating a part of our manufacturing capacity 

to Mexico, we will then lose the cost-efficiency that the size of 

this manufacturing facility offers,” he adds. 

If the areas for improvement needed to step up the pace of 

Mexican pharmaceutical manufacturing have been identified 

and are awaiting positive developments, the tireless efforts of 

Mexico’s public stakeholders to attract and ease healthcare 

investments are already paying off. “In Mexico, new mar-

ket entrants can expect to receive extremely valuable support 

from public and regulatory authorities,” continues Gurulinga 

Konanur. “In comparison to other parts of the world, setting 

up a healthcare business in general and a manufacturing facil-

ity in particular are not so difficult, as key stakeholders really 

strive to ramp up newcomers’ maturation phase to help them 

become operational as soon as possible,” he concludes. 

Sonia Mayra Pérez Tapia, the founder 

and executive director of UDIBI, is firmly 

committed to ensure this university spin-

off continues its unstoppable ascen-

sion. As a matter of fact, in April 2015, 

this laboratory was officially recognized 

by Cofepris as holding the technical ex-

pertise to conduct pre-approval market 

authorization for new, complex biotech 

treatments entering the Mexican market. 

“UDIBI probably constitutes one of the 

most experienced teams in Mexico in the 

biotech and biosimilar fields. Since our beginnings, we have 

been claiming that our scientific capacity to design credible 

evaluation assays was aligned with the most exigent quality 

and technical standards in the world, and Cofepris’ recogni-

tion clearly validates this statement,” proudly relates Sonia 

Pérez. Furthermore, UDIBI has also been entrusted with the 

responsibility to develop and design new evaluation process-

es and guidelines that – once approved by Cofepris - would 

be implemented by all authorized laboratories in the country. 

“This expertise to design pre-clinical and clinical assays also 

stands as a service we can offer to pharmaceutical compa-

nies. Leveraging our academic network, we collaborate with 

some of the most reputed clinical doctors and pharmacolo-

gists of the country to design cost-efficient and more precise 

assays, which will ultimately better showcase the therapeutic 

outcomes sought by our clients,” she adds.

Attracted by the unique scientific expertise and very ad-

vantageous business conditions offered by UDIBI, the num-

ber of pharmaceutical companies approaching this univer-

sity spin-off has been rapidly increasing month after month 

since it received this new certification. “More importantly,  

pharmaceutical companies are increasingly seeking us out as 

a normal service provider, which means they truly perceive we 

hold the scientific credibility and display performance levels 

to be considered a relevant business partner in its own right,” 

she adds. This achievement may also contribute to change the 

perception that other academic institutions hold of their own 

development opportunities. “We deeply hope UDIBI’s recent 

accomplishments will trigger a virtuous circle of commercial 

successes for our academic counterparts, which actually truly 

need these additional and commercial incomes to further de-

velop their research capacity and remain competitive from an 

academic point of view,” wishes UDIBI’s executive director, 

while UDBI now boasts a research budget fifteen times larger 

than UDIBI before they started their commercial operations.

In the light of their recent successes, UDIBI and its found-

er are conscious they already hold the R&D capacity and ex-

pertise to aim much higher. “Following a very recent amend-

ment of the Mexican legislation released by the Congress, 

UDIBI will soon fully operate as a private organization. In 

this vein, our fundamental objective is to evolve towards the 

structure of a modern biotech laboratory, which holds the in-

house technologic platform to develop its own compounds. 

As part of its development plan, our strategic approach 

would be to bring innovative molecules from an academic, 

basic research phase to a more business-ready stage,” fur-

ther reveals Sonia Mayra Pérez. 

As a matter of fact, UDIBI already started to develop its 

first three innovative compounds - in oncology and infectious 

diseases, with its own resources. “Our objective is now to 

develop these compounds until they reach pre-clinical study 

phase, before partnering with a Big Pharma interested in the 

development potential of these ground-breaking molecules,” 

she announces. 

Breaking preconceptions 

Dr. Sonia Mayra 

Pérez Tapia, 

executive director, 

UDIBI

Neolpharma Manufacturing Facilities, Courtesy of Neolpharma
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As the galloping economic 

burden of chronic conditions 

threatens the financial sus-

tainability of the country’s 

main social security institu-

tions, prioritizing resource 

allocation becomes a neces-

sity that may have heavy con-

sequences on other crucial 

therapeutic areas. “The stra-

tegic priorities of the current 

Mexican government essen-

tially revolve around metabolic 

diseases and obesity, which indeed truly stand 

as worrying epidemics in Mexico,” acknowledges 

Leonardo Torres, general manager Mexico, Cen-

tral America & Caribbean for Shire. “Neverthe-

less, rare diseases are dramatic conditions that 

have a life-altering impact on patients’ lives and 

those of their relatives, and accessing the right 

treatment has a radical, positive impact on these 

patients’ abilities to live normal lives,” he points 

out, while the 32 billion dollar acquisition of Bax-

alta officially closed in June 2016 stands as clear 

evidence of Shire’s ambition to become the num-

ber one biopharmaceutical company for rare dis-

eases and special conditions. 

“Becoming the leading company for rare diseas-

es also entails larger responsibilities, which Shire 

is absolutely ready to assume,” he explains, while 

it is now best positioned to work as closely as pos-

sible with the government and Mexican health in-

stitutions to ensure rare diseases truly and finally 

receive the attention they deserve in the country. 

“First, we need to clearly showcase to the Mexican 

government that investing in providing these rare 

disease patients with the life-changing treatments 

they need is the most sustainable solution in the 

mid term, from both economic and healthcare 

standpoints,” he continues. While the company’s 

R&D pipeline currently comprises 60 programs in 

development, including over 50 compounds that 

will address rare diseases, Shire’s general man-

ager wants to ensure the company’s focus on 

patient-centricity delivers real, tangible outcomes 

to Mexican patients. “In this endeavor, deepen-

ing our collaboration with patient organizations at 

local level will be critical to better understanding 

and identifying the challenges and expectations of 

Mexican patients throughout the treatment path-

way,” while he highlights that the affiliate will also 

work evermore proactively and closely with Cofe-

pris and the national social security institutions 

to ensure all Mexican patients can access these 

life-changing treatments in a timely manner. “For 

us, the only way forward is to truly think in terms 

of patients’ needs, which means tailoring our best-

in-class solutions to improve diagnostic, treatment 

or patient support and better meet their expecta-

tions,” he concludes.

A new giant to move rare diseases up on Mexico’s health agenda 

Leonardo Torres, 

general manager 

Mexico, Central 

America & 

Caribbean, Shire
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Medical Game-Changers Loom
Cleveland Clinic looks at 2017’s big Innovations 

By Casey McDonald 

T
hough the landscape of network late night talk shows has shifted, it’s good to know there is a “top 10” list with stay-

ing power. In its 11th iteration, more than 100 doctors and researchers at the Cleveland Clinic recently selected the top 

10 transformative efforts they feel hold the greatest promise in impacting the practice of medicine in 2017. We’ve high-

lighted a few of the picks here, ones that span the technology spectrum from seemingly sci-fi science to low-tech, basic meth-

ods requiring little more than a box and a stamp.

USING THE 

MICROBIOME 

TO PREVENT, 

DIAGNOSE AND 

TREAT DISEASE

TOP 10  

RANKING: #1

The need: With a better understanding of 

the plethora of microbes that call our bodies 

their homes, researchers hope to be able to 

impact a range of diseases now considered, 

at least in part, impacted by the microbiome, 

from GI issues to seemingly unrelated condi-

tions like autism. 

The fix: Researchers are just beginning to 

grasp the scale of the microbiome, gaining 

a picture of the populations of healthy bugs 

throughout our different organs, the chem-

ical miasma that they manufacture and 

what an imbalance might look like. A $121 

million investment in the National Microbi-

ome Initiative signals greater recognition of 

the field. Biopharma investment could be 

an even greater marker as developers are 

progressing treatments with technologies 

that go substantially deeper than probiotic 

products on your grocer’s yogurt shelf. 

AUTOMATED 

CAR SAFETY 

FEATURES 

AND 

DRIVERLESS 

CAPABILITIES

TOP 10  

RANKING: #5

The need: Emergency medical professionals 

know better, but those of us with a bio-

pharma mindset don’t always include car 

accidents in our models of the healthcare 

system. A staggering 94% of accidents 

involve human error. And the costs are sub-

stantial: 38,300 fatal car crashes occurred in 

2015, along with a $1 trillion hit to the US 

economy in healthcare costs and loss of pro-

ductivity. One wonders how considerations 

for a revolution in transportation will be 

addressed in another Trumpian $1 trillion fig-

ure, the promise for a massive infrastructure 

spend by the coming administration.

The fix: The early alterations are already on 

the road: collision warning, automatic braking 

and lane drift assist are just the tip of the ice-

berg. Smarter systems for cars are the now, but 

the future, most believe, will be fully automated 

cars. Auto and tech companies are leading the 

way with investment. Given the car’s place in 

our society, the impact on the medical and 

insurance practices, as well as the overall econ-

omy and culture, will be profound.

3-D 

VISUALIZATION 

AND 

AUGMENTED 

REALITY FOR 

SURGERY

TOP 10  

RANKING: #8

The need: Intricate surgeries, notably those 

in ophthalmology and neurology, require 

microscope oculars or other camera systems. 

These surgeries have limitations—the physical 

strains on the surgeons and limited peripheral 

vision, to name a few.

The fix: Surgeons are experimenting with 

immersive, high-resolution 3D environments, 

allowing them to work with their heads up, 

while the stereoscopic system can provide 

visual templates that may make for better and 

more efficient, effective and safe surgeries.

SELF-

ADMINISTERED 

HPV TEST

TOP 10  

RANKING: #9

The need: HPV sits silently in women around 

the world, infecting nearly 80% of those who 

are sexually active. Cervical cancer resulting 

from the viral infection kills close to a quarter 

of a million a year, with 85% of the fatalities 

occurring in the third world, rural and remote 

regions, where screenings are relatively rare.

The fix: Self-administered test kits—a swab, 

test tube and mail-in box—will be deployed in 

large scale in 2017. Global organizations like Gavi 

recognize defeating HPV as a key developmen-

tal goal for empowering women. Though not 

strikingly high tech, the hope is the simple effort 

can help get a grip on a devastating affliction. 
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