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Morgan Moments
THE JANUARY JP MORGAN INVESTOR CONFERENCE is a head-clearing exposé of who really calls 

the shots in today’s biopharmaceutical industry.  As one CEO after another mounts the stage to 

deliver those “forward looking” statements, the underlying tension is palpable. Are the forecasts on 

earnings guidance and share price good enough to satisfy the relentlessly inflated expectations of 

the capitalist tools—not for more of the same but for something spectacular, even transcendent? 

The truth is that private investor sentiment is decisive, swift, and unforgiving—everything that law, 

politics, and patient power is not.  Those who carry the impression that medicines are a “public good” 

have never been to San Francisco for this New Year’s dose of postprandial reality programming. 

C
ertainly there was little sign that popular 
concerns about the high cost of medi-
cines has persuaded investors to lower 
the bar on profit performance. Wall 

Street’s message to price aggressively was commu-
nicated across the board. The harshest criticism at 
Morgan was actually aimed at generic companies 
and drug wholesalers—both of whom operate on 
rail-thin margins, compared to the rest of the 
industry—for not doing enough to reverse the cur-
rent market trend toward off-patent price deflation. 
For big Pharma, “shareholder value” expressed 
through annual double-digit earnings growth—
and doing whatever it takes to stay focused on this 
goal, including the divestment of entire lines of 
business—remains the starting point for conversa-
tion. CEOs know that conforming to this mindset 
is the only way to guarantee the breathing space 
to take risky bets on investments requiring a long-
term payout.  

However, a closer reading of the conference pro-
vides evidence that the insular, often maladroit tone 
of the industry-investor dialogue may be morphing 
to something more grounded in the larger societal 
context that all health providers are expected to 
embrace, at least rhetorically.   

First, we saw at Morgan that the science behind 
many new medicines is so revolutionary it allows 
industry to redefine the blockbuster drug as a game-
changing clinical advance rather than just another 
billion-dollar product. In fact, many of the “block-
busters” now emerging from industry labs will pla-
teau at much lower revenues due to the precisely 
targeted therapeutics of such drugs in delivering 
the right dose to the right patient, for the right out-
come. With the onset of precision medicine, the 
much derided “placebo effect” will become a his-
torical anomaly. Pricing is never going to the same, 
or as predictable, as that for the previous genera-
tion of easily manufactured, one-size-fits-all, small 
molecule drugs for common chronic diseases.    

Second, poor drug adherence, a $300 billion 
annual burden of unnecessary health costs, is catch-
ing the attention of payers, with leading PBMs and 
insurers committing in their Morgan presentations 
to meld vast new data retrieval technologies with 

human capital investments to raise prescription 
compliance rates. For big Pharma, it’s a win too—
an alternative to one-off price hikes, through vol-
ume growth driven by better utilization. Reliable 
compliance data also allows for a more visible dem-
onstration of that all-important value proposition 
to payers. 

Third, discussions at Morgan showed how 
changes in the ecosystem of medicines development 
and financing is making outside constituencies 
more consequential in driving performance expec-
tations for big Pharma. 

A pertinent example is the National Immuno-
therapy Coalition Cancer Moonshot 2020 project, 
an alliance of stakeholders from industry, aca-
demia, and government to validate combination 
immunotherapies for up to 20 cancer tumor types, 
ultimately leading to the introduction of a person-
alized, vaccine-based platform immunotherapy for 
major cancers by 2020. The Morgan  conference 
concluded with a symposium tracking the project’s 
progress.  It was conceded that the key barrier to 
success—poor interoperability among data retrieval 
and management systems established in the his-
torically siloed world of healthcare—could not be 
overcome unless government stepped forward as 
honest broker between competing companies, aca-
demia, health professionals, and the payer com-
munity. A logical conclusion to take here is that the 
price points for new therapies derived from this 
ambitious template will not be determined by the 
conventional standard of what the market will bear.    

Finally, there is the shifting geography of new 
drug competition, chiefly from China and India, 
who tout their ability to conduct R&D at lower 
cost compared to big Pharma—the catchphrase is 
“frugal innovation.” A Morgan panel on China’s 
innovation potential fixed on 2020 to 2023 as the 
date when a novel, single-source drug developed 
entirely in China would be successfully introduced 
to the global market—that’s practically tomorrow, 
in drug timelines. Will fresh competition from pro-
ducers with lower fixed overhead lead to a revolu-
tionary adjustment in price expectations? At least 
that’s how markets are supposed to work. 

Game on, Morgan investors.
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JILL WECHSLER 

is Pharmaceutical 

Executive’s 

Washington 

correspondent. She 

can be reached 

at jwechsler@

advanstar.com

W
hile complaints 

about too-high 

drug prices will 

rema in a hot 

topic on Capitol Hill, the legisla-

tors also will address a range of 

regulatory issues related to 

ensuring the safety, quality, and 

timely approval of medical prod-

ucts. The Republican-controlled 

Congress enacted legislation 

repealing the Affordable Care 

Act (ACA) as its fi rst order of 

business in January, knowing it 

would be vetoed by President 

Obama. But several specific 

Obamacare reforms were 

enacted just before Christmas, 

including a number of health-

related provisions likely to 

impact biomedical innovation.

An important change was to 

make permanent the federal R&D 

tax credit, a long-sought reform 

slated to boost private sector 

investment in biotech companies. 

Medical device makers gained a 

two-year delay in paying a new 

tax authorized by the ACA, which 

industry says will promote device 

development. And the legislators 

extended the rare pediatric disease 

priority review voucher program 

until September 2016 to keep it 

going until the legislators can 

review and reauthorize it.

These achievements now leave 

Congress free to focus more on 

program and policy shortcom-

ings of federal agencies. And 

Republican leaders won’t mind if 

such efforts help tarnish lead 

Democrat presidential candidate 

Hillary Clinton in the process.

Regulatory priorities

The 2016 budget provides a hefty 

funding increase for the National 

Institutes of Health (NIH), and a 

smaller, but important, boost in 

resources for the Food and Drug 

Administration – along with a 

number of admonitions and 

requests for agency action. While 

most of FDA’s $132 million budget 

increase goes to expanding food 

safety programs, there are specifi c 

amounts to prevent drug short-

ages, increase foreign drug inspec-

tions, and enhance medical prod-

uct safety. This last category 

includes support for precision med-

icine, the evaluation and approval 

of innovative sunscreens, orphan 

drug development, and efforts to 

combat antibiotic resistance.

The legislators also criticize 

FDA’s over-reliance on draft guid-

ance documents to make “sub-

stantive policy decisions” and put 

a hold on agency consideration of 

new therapies that utilize genome-

editing tools capable of modifying 

the DNA of human embryos 

(see http://1.usa.gov/1RRMtGo).

Antibiotic R&D gets atten-

tion: in addition to an increase 

in resources to improve FDA 

oversight of these therapies, 

there are hefty funds for NIH 

antibiotic development and for 

other HHS agencies to prevent 

and monitor superbug outbreaks 

and to test new therapies and 

diagnostics to protect against 

infectious disease threats.

Biosimilar development also 

remains in the spotlight. While 

FDA has made progress in address-

ing issues related to developing 

biosimilars and interchangeable 

biotech products, the legislators 

are concerned about using draft 

guidances to set regulatory stan-

dards for these products and want 

a report pronto from FDA on 

when it will fi nalize all pending 

draft documents and regulations.

Similarly, Congress wants FDA 

to ensure the safety and quality of 

“complex” generic drugs that are 

not regulated as biologics, but are 

more diverse than conventional 

drugs. The House Energy and 

Commerce (E&C) Committee has 

asked the Government Account-

ability Offi ce (GAO) to assess if 

FDA requires appropriate scien-

tific analytic methodologies to 

fully identify the structure and 

properties of such products and to 

ensure their bioequivalence, safety 

and efficacy (see  http://1.usa.

gov/1OmMhtM).

Shortages & inspections

Drug shortages continue to be a 

top concern for the legislators. 

They want to know how well an 

FDA task force has collaborated 

with other federal agencies to 

prevent shortages, particularly 

those affecting children and 

involving tuberculosis medicines.

Congress also seeks more 

information on how well FDA is 

expanding oversight of foreign 

drug manufacturers to create a 

more level playing fi eld for domes-

tic firms. The budget provides 

added funds for this program, and 

the E&C panel wants GAO to 

examine the effectiveness of FDA 

foreign drug inspections and over-

seas offices in the face of ever-

expanding imports of drugs and 

Congress to Keep a Close 
Watch on FDA
More oversight of regulatory programs and policies planned 
by GOP critics of the agency
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active pharmaceutical ingredients. 

Republicans and Democrats 

together propose that GAO 

update its 2010 report on FDA’s 

overseas regulatory capacity to see 

if the agency has made much prog-

ress in implementing a risk-based 

inspection system and in staffing 

up its operations around the world 

(see http://1.usa.gov/1Oj2IMV).

Opioids & more

The lethal impact of the expand-

ing prescription opioid epidemic 

is a serious concern for many Con-

gressional leaders. They are 

watching FDA closely for progress 

on limiting distribution of abused 

therapies and for bringing new 

abuse-deterrent formulations to 

market.

Some legislators have pro-

posed tapping drug compounders 

for less costly alternatives to high-

priced medicines, an idea that is 

focusing more attention on FDA’s 

oversight of drug compounding 

and “outsourcing” facilities.

Monographs for over-the-

counter medicines are under scru-

tiny, as FDA discusses with poli-

cymakers and manufacturers a 

new approach for approving non-

prescription medicines following 

years of limited progress.

Drug cost issues will keep 

generic drugs in the spotlight on 

Capitol Hill. Some legislators 

complain about FDA’s slow pace 

in whittling down the generic 

drug application backlog as a fac-

tor limiting competition. At the 

same time, there’s criticism of 

notable price hikes for long-avail-

able generics. This has prompted 

a Congressional investigation of 

FDA approval times, action dates, 

user fee payments, and other fac-

tors related to market competition 

and prices for generic drugs.

And all signs point to a heated 

debate over FDA regulation of lab-

oratory-developed tests (LDTs), 

which are increasingly important 

in the development of more tar-

geted therapies and for accurate 

patient diagnosis and monitoring. 

FDA has proposed extending its 

oversight to tests developed by 

clinical labs to ensure that results 

are correct and reliable. Manufac-

turers of FDA-approved in vitro 

diagnostics (IVDs) back such 

efforts, raising questions about the 

quality of LDT software and test 

kits. Clinicians and biopharma 

companies similarly want good 

evidence that lab tests can ensure 

the safe and appropriate use of 

critical drugs such as blood thin-

ners and cancer medicines.

But clinical labs oppose any 

increase in FDA regulation and 

have support on Capitol Hill for 

a hands-off policy. LDTs can be 

valuable in testing patients with 

rare diseases, and in addressing 

health emergencies because of 

their ability to adapt quickly, 

and won’t go away quietly. 

Legislators want to know how well an FDA task 

force has collaborated with other federal 

agencies to prevent shortages, particularly those 

affecting children and involving tuberculosis 

medicines

Ensuring diversity

A long-time concern of 
patients and policymakers 
is for clinical studies to 
include a sufficiently broad 
range of patient populations 
to evaluate whether the 
safety and efficacy of new 
therapies vary for individuals 
of diverse age, sex, race, and 
ethnicity. Despite years of 
seeking diversity in clinical 
trials and adequate subgroup 
analysis in applications, FDA 
and research organizations 
continue to encounter studies 
with limited patient exposure.    

A November 2015 GAO 
report found that research 
supported by NIH often 
fails to assess outcomes 
by gender to determine if 
men and women respond 
differently to a therapy.

FDA has scheduled a 
public meeting at the end 

of February to hear from 
stakeholders on how well it is 
implementing its "Action Plan 
to Enhance the Collection and 
Availability of Demographic 
Subgroup Data," which was 
issued in August 2014 as 
required by the FDA Safety 
and Innovation Act of 2012. 

The Plan contains 27 action 
items for improving subgroup 
participation in trials and 
increasing the transparency 
of resulting data. FDA seeks 
comments on successful 
approaches for recruiting 
diverse study populations, 
limitations in data analysis 
of underrepresented 
groups, and how best 
to communicate with 
and present information 
on subgroup analysis 
(see http://1.usa.
gov/1SKdBaN).
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Global Forum Focuses on 
Medication Adherence Framework

M
edication adherence is a widely rec-

ognized problem of striking magni-

tude. The World Health Organization  

notes that, on average, 50 percent of patients 

do not take medications as prescribed. 

It is less often recognized that adherence 

is not an issue of yes or no, nor a continuum 

that extends from perfect adherence to per-

fect nonadherence. Adherence has three dis-

tinct phases, each of which presents distinct 

barriers to adherence and provides opportu-

nities for interventions to improve adherence. 

The World Health Organization ad-

dressed adherence during a Global Forum 

on Innovation for Aging Populations held in 

Kobe, Japan held during October, 2015. Ber-

nard Vrijens, PhD, Chief Science Officer at 

WestRock Healthcare and Associate Profes-

sor of Biostatistics at the University of Liège, 

Belgium, led a discussion that highlighted the 

three phases of adherence and the steps the 

pharmaceutical industry can, and must, take 

to improve adherence. 

Key industry changes include improv-

ing the use of adherence measures in clini-

cal trials, improving access to medications,  

improving the packaging of medications 

and improving communications between 

healthcare providers and patients in order 

to boost adherence. 

Defining Adherence

Defining adherence is easy. It is the process by 

which patients take medications as prescribed. 

Achieving adherence is somewhere be-

tween difficult and impossible. Taking a 

medication is a new behavior, a novel habit 

that must be accepted, adapted and followed 

on a routine basis. 

Research using electronic monitoring de-

vices across multiple drugs and multiple pa-

tient populations in multiple countries has 

found that adherence is composed of three 

distinct phases. In order to achieve adher-

ence, patients must first initiate treatment. 

Once they have begun treatment, they must 

implement the dosing regimen on a regular 

basis. And they must convert their regimen 

into a habit and persist with the new habit for 

the duration of treatment.

Each of these three phases, initiation, 

implementation and persistence, presents 

unique barriers and unique opportunities 

for intervention.

Initiating Treatment

The traditional view of adherence assumes 

that once a healthcare provider prescribes a 

medication, patients obtain the medication 

from a pharmacy and begin taking it as pre-

scribed. In reality, 30% of patients in devel-

oped economies never even pick up their ini-

tial prescription.

Some patients simply cannot afford med-

ications. Cost can be a major barrier to initi-

ating treatment in conditions such as hepati-

tis C, HIV and oncology. Health insurance 

may help, but many health plans deliberate-

ly impede access to higher-cost medications. 

Cost is a common barrier in less devel-

oped economies where many people may not 

be able to afford adequate nutrition, much 

less medications. Patients who cannot afford 

medications cannot initiate treatment and 

will never develop the behaviors that contrib-

ute to adherence.

Lack of physical access can also be a bar-

rier. Patients who must travel for injections, 

infusions or directly observed medication 

administration may find the trip too long, 

too expensive or too bothersome, especial-

ly if the journey must be repeated at regu-

lar intervals. Uncertain supply chains, lack 

of refrigeration or other storage conditions, 

shortages of trained healthcare providers 

can also impede access. Even with the best 

of intentions, patients who cannot access 

medications cannot initiate treatment and 

can never become adherent.

Lack of engagement with treatment is an-

other key barrier. Patients may be told that 

they should begin medication for hyperten-

sion, type 2 diabetes, hyperlipidemia or some 

other condition, but they do not always ac-

cept the need for the prescribed medication. 

Implementing Treatment

Once patients have initiated treatment, they 

must implement dosing on a regular basis. For 

some medications, all it takes is remembering 

to take a single tablet at about the same time 

every day or every week.

For other medications, implementation 

can be complex. Some medications must be 

taken with food, others without. Some must 

be taken precisely every four hours, six hours, 

or some other strict interval without regard 

to sleep, family, work or other considerations. 

The complexity multiplies with every addi-

tional medication, especially if different med-

ications have different, possibly conflicting, 

schedules. The more complex the regimen, 

the less likely the patient is to implement dos-

ing on a regular basis.

Medication formulation can also hin-

der implementation. Inhaled asthma medi-

cations are notoriously difficult to take cor-

rectly. Many inhaled medications can cause 

significant irritation to the mouth and throat, 

which can discourage regular use. 

Medication timing is another barrier. 

Many traditional medications such as met-

formin for type 2 diabetes or statins for  hy-

perlipidemia are quite forgiving in terms of 

timing. Taking a dose a few hours early or a 

few hours late, or even missing a single dose, 

rarely has significant clinical effects.

A growing number of highly effective 

medications have very narrow therapeutic 
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windows. Timing can be critical for many 

oral oncolytic agents, oral anticoagulants 

and oral hepatitis C agents. Narrow or pre-

cise dosing windows complicates the regi-

men and makes it more difficult to imple-

ment treatment.

Persisting with Treatment

Once patients implement treatment, they must 

persist with the regimen and make it a hab-

it. The longer the duration of treatment, the 

more difficult it can be to continue. Persis-

tence of treatment is a particular problem in 

chronic conditions with lifetime regimens. 

Persistence is also a problem in condi-

tions such as hyperlipidemia or hyperten-

sion where adherence brings clinical benefits 

but the patient feels no better. Lack of adher-

ence can lead to significant long term health 

consequences, morbidity or even premature 

death, but continuing treatment brings no 

obvious benefit.

Overcoming Barriers to Adherence

Biopharma manufactures can significantly 

reduce barriers in all three phases of adher-

ence. A key first step is to implement adher-

ence measures in clinical trials. Repeated stud-

ies using electronic monitoring devices have 

shown that actual adherence in clinical trials 

is far lower than reported adherence. 

This unacknowledged and largely undoc-

umented adherence gap can significantly alter 

trials. Adherence directly affects participants’ 

actual exposure to the agent being trialed, 

which affects both the clinical and statisti-

cal outcomes of the trial. Analyzing and strat-

ifying outcomes by adherence in addition to 

other variables could improve the success rate 

of clinical trials that would otherwise be ob-

scured by varying levels of adherence. It is 

only when adherence is measured and docu-

mented that the optimal dosing regimen can 

be identified and the relevant deviations can 

be recognized and managed.

Once medications are approved, imple-

menting automated adherence monitoring 

for select products or populations could be 

appropriate. The current cost of electronic 

monitoring is minimal and will fall rapidly as 

the technology is scaled up. 

Medications in which precise adherence 

is critical to clinical effect could be good 

candidates for electronic monitoring. A re-

cent study at the University of Alabama Bir-

mingham found that 40 percent of children 

with acute leukemia failed to achieve levels 

of adherence sufficient to cure their disease. 

Children who were less adherent had higher 

relapse rates. Systematic monitoring in pop-

ulations in which precise adherence is critical 

could improve treatment outcomes and po-

tentially improve payer coverage.

Industry can also improve implementa-

tion and adherence by improving access to 

medications. In some locations, that could 

mean bolstering the healthcare infrastructure 

and supply chain. In other locations, it could 

mean making medications affordable to all. 

Improving access also means improv-

ing delivery devices and making medication 

easier to open. The calendar-type packages 

that have been so successful in improving ad-

herence for oral contraceptives could be ex-

panded to other medications. Smartphone 

apps and other electronic devices to remind 

patients of doses are available, but not wide-

ly studied or implemented. Industry routine-

ly spends hundreds of millions of dollars to 

improve candidate molecules and virtual-

ly nothing to improve delivery devices that 

could enhance adherence, thus improving 

outcomes and boosting sales.

Key Roles for Non-Physician Providers

Many of the barriers to adherence can be 

surmounted with improved communication. 

Communication can help patients who are not 

engaged with treatment initiate that first pre-

scription. Communication can help patients 

who have trouble implementing regular dos-

ing or begin to doubt the need for persistence. 

Physicians rarely have the time to engage 

patients on a regular basis, but pharmacists 

and nurses have both the training and the 

time to deal with adherence issues. Industry 

can not only take the lead in advancing adher-

ence-informed clinical trials and adherence-

improving packaging, but also in promoting 

adherence-improving professional services. 

Improving adherence offers direct and 

measurable advantages for patients, health-

care providers, product manufacturers, 

regulators, patient advocacy groups, pay-

ers and other stakeholders. There are clear-

ly costs involved, but there are even greater 

savings to be achieved. 

When a hyperlipidemia patient on statins 

fails to show improvement, for example, 

current treatment algorithms call for in-

creased dosing or a new, usually more ex-

pensive agent. For most patients in this sit-

uation, poor adherence is the root problem. 

A more clinically effective and cost effec-

tive strategy could be adherence monitoring, 

possibly using pharmacy dispensing records 

or electronic monitoring. 

Randomized trials and longitudinal 

studies in clinics for hyperlipidemia, hyper-

tension, asthma, type 2 diabetes and other 

chronic conditions have repeatedly showed 

that improved communication and coach-

ing from a pharmacist or nurse, based on 

reliable and precise adherence data, is more 

effective and less costly than increased dos-

ing. Industry can take the lead in turning 

these largely academic studies in improving 

adherence into practical healthcare policy 

that improves clinical outcomes and reduc-

es overall spending by improving the three 

stages of adherence.

A combination of discrete steps discussed 

at the WHO forum: improving the use of ad-

herence measures in clinical trials, improving 

access to medications, improving the packag-

ing of medications and improving communi-

cations between healthcare providers and pa-

tients, will work to improve all three stages of 

adherence. The ultimate goal of improved ad-

herence is to improve clinical outcomes and 

reduce overall spending on health care.
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REFLECTOR is 

Pharmaceutical 

Executive’s 

correspondent in 

Brussels

I
t’s the most obvious ques-

tion for every pharmaceuti-

cal executive—and it’s the 

question no one dares to 

answer:  what happens if the UK 

leaves the EU? The threat of new 

trade barriers , abandoned 

research projects, and strategic 

disinvestment f igures high 

among the concerns, while the 

aspirations for advocates of a 

British exit—and the anxieties of 

its opponents—include greater 

national autonomy and the end 

to years of uncertainty.

There’s no mystery about this 

still being a mystery. Right now 

it’s just too open-ended for com-

prehensive answers, because just 

what any “Brexit” will mean is 

too hard to predict on current 

knowledge. Not just too many 

known unknowns, but too many 

unknown unknowns, Donald 

Rumsfeld would have said.

But that doesn’t mean the 

questions can’t be asked. (And 

for anyone who wants a refresher 

of how we got into this quan-

dary, look further ahead for a 

quick summary.)

Initial ponderings

Some of the questions are very 

obvious. If Britain withdraws 

from the EU, will new medicines 

have to be authorized separately 

for the EU and for the UK? And 

what happens to existing autho-

rizations when they come up for 

renewal, or need a variation? In 

the event of Brexit—and the pro-

tracted negotiations this would 

require—would the European 

marketing authorization proce-

dures have to go into hold?

What will happen to the 

European Medicines Agency 

(EMA)? Doubtless it would have 

to relocate its headquarters into 

another country (in itself no 

small feat, since it has taken 20 

years for it to hit cruising speed 

in London’s Docklands), but 

would the EMA still allow UK 

input to its deliberations—and if 

not, would that make the agency 

stronger or weaker? And would 

the UK have to resume full inde-

pendence of not only authoriza-

tions, but, for instance, good 

manufacturing practice (GMP) 

inspections abroad, with all the 

duplication that would entail?

Could the UK still contribute 

to the current EU reflections on 

everything from health technol-

ogy assessment to clinical trials, 

from e-health to orphan medi-

cines, and from adaptive licens-

ing to the combat against falsi-

fied medicines?

Wider implications

Other questions are more com-

plex. What would be the impact 

on the EU as a whole if it lost one 

of its big five members (and, for 

all the UK’s diminished status in 

the modern world, still a mem-

ber with disproportionate global 

profile and influence)? Would the 

EU remain as interesting a mar-

ket for investments in research, 

manufacturing, and marketing? 

Would withdrawal tilt the bal-

ance against investment in the 

UK, as the access to a large EU 

market would no longer be there 

to compensate for the UK’s own 

tough domestic environment for 

take-up of innovation in the 

national health service? Would 

the loss of the UK reduce the 

attractions of the EU as a site for 

clinical trials? And how would 

the EU’s negotiating powers be 

affected on international issues 

such as the Transatlantic Trade 

and Investment Partnership 

(TTIP), safe harbor agreements 

for data transfer, or intellectual 

property rights?

Other subsidiary questions 

emerge. Would UK scientists—

or pharmaceutical executives— 

enjoy the same rights they do 

now to work in any EU country, 

or would they become subject to 

new residence, visa, and work 

permit controls? The same ques-

tion relates to staff from other 

member states posted to work in 

the UK. And if EU funding was 

cut to UK research projects, how 

fast would academics desert the 

UK for countries with easier 

access to collaborative interna-

tional research projects?

And what would be the status 

of expatriate Britons seeking 

access to healthcare in countries 

where they currently cluster—  

Cyprus, Spain, Portugal, France 

and Italy—if the UK pulled out 

of cross-border care arrange-

ments? It may not gain much 

public sympathy, but there is 

also a question over the fate of 

thousands of UK civil servants 

or scientists or politicians cur-

rently working in EU institu-

tions, often on health-related 

issues. There could be implica-

tions not only for their jobs but 

also for their pension and social 

security rights—to say nothing 

of the chilling effect on forward 

planning of everything from 

recruitment to participation in 

EU research projects.

Trade bodies in Europe and 

the UK are keeping their powder 

dry. The European Federation of 

Bracing for ‘Brexit’?
What the drug industry stands to gain — or lose — from     
the unthinkable: Britain departing the European Union
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Pharmaceutical Industries and 

Associations (EFPIA) in Brussels 

says the situation has not devel-

oped enough yet to warrant pub-

lic discussion, and keeps diplo-

matically on the right side of 

saying it’s a decision for the citi-

zens of the UK. However, it is 

preparing an impact assessment 

of a potential Brexit. The Asso-

ciation of the British Pharmaceu-

t ical Industry (ABPI) has 

declared itself in favor of EU 

reform and greater competitive-

ness—but that doesn’t amount 

to a very precise manifesto, and 

it is really in wait-and-see mode.

European wholesalers have 

hardly begun to consider the 

implications. For them, the ques-

tion is whether the deal reached 

would mean pharmaceutical 

trade between the UK and the EU 

would continue to be considered 

as part of the internal market (as 

is the case with non-EU members 

Norway and Iceland, which are 

members of the European Eco-

nomic Area), or import/export 

trade (as is the case with EU drug 

wholesale trade with non-EU-

member and non-EEA member 

Switzerland—an arrangement 

that leads to hold-ups and com-

plications at borders).

The spark from within

The most partisan arguments 

are, naturally, within the UK, 

where the debate started in 

response to sharp dissatisfaction 

in some quarters with a vague 

and often ill-informed notion of 

“EU interference.” Sentiment in 

the UK life sciences sector largely 

favors the UK staying in. One of 

the UK’s pro-EU lobby groups—

unambiguously named “Pro-

Europa”—is on the record with 

a passionate declaration in favor 

of Britain’s continued EU mem-

bership, claiming that “the over-

whelming opinion” is that with-

drawal would damage not only 

the domestic life sciences indus-

try but the wider healthcare sys-

tem and regulatory framework of 

Europe, where, it claims, UK pol-

icies and healthcare thinking are 

driving much of the EU’s agenda, 

extending also to reform of the 

common agricultural policy and 

plain-packaging for cigarettes.

And what about the process? 

What options might there be in 

a Brexit?  If the UK wanted polit-

ical independence but continued 

access to the EU market, any 

deal would doubtless require it 

still to comply with EU rules, 

while forgoing any effective 

input to regulation—and would 

have to contribute to the EU 

budget anyway.  That’s the price 

Norway, a non-member, pays— 

and handsomely—for being able 

to sell into the EU. A new free 

trade agreement is another pos-

sibility, but, again, the more 

comprehensive it was, the more 

likely would be demands to 

accept EU regulations. And for 

the UK to fall back only on 

World Trade Organization 

(WTO) rules would leave its 

exports to the EU, having to pay 

the tariff the EU routinely 

imposes on imports from abroad.

More answers than ques-

tions—and the matter has 

acquired new urgency since Brit-

ish Prime Minister David Cam-

eron announced that an in-out 

referendum could be held as 

early as this summer. Things 

have moved faster than had been 

imagined since he won the gen-

eral election on a pledge to hold 

a vote by the end of 2017, and 

since the start of 2016, the pace 

and intensity of negotiations 

have increased noticeably. Much 

depends now on what sort of 

deal Cameron is able to reach 

with EU partners, with a first bid 

at a summit within weeks.

Current British demands 

relate to economic governance, 

competitiveness, sovereignty, 

and immigration, but even if EU 

leaders agreed last December “to 

find mutually satisfactory solu-

tions in all the four areas” at 

their February summit, the game 

is still very much on. 

What to look for—now 

So, three things to watch. One, 

what sort of outline terms can 

Cameron extract from EU part-

ners? Two (and crucially), will 

UK voters opt to stay in the EU 

on those terms? And three, if 

they don’t, and they vote for 

leaving, how long will the com-

plex exercise of negotiating 

detailed terms and putting them 

into effect take? If the referen-

dum leads to a “stay-in” result, 

that should take the question off 

the table for a generation. If the 

vote is to leave, it could take 

another generation to finalize 

the withdrawal. 

Would withdrawal tilt the balance against 

investment in the UK, as the access to a large EU 

market would no longer be there to compensate 

for the UK’s own tough domestic environment for 

take-up of innovation? 
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By William Looney

W
hatever used to be wrong with the 

world of big Pharma could be fixed 

with a single tag phrase: emerging 

country markets. Most of the majors 

have invested heavily in this geographic segment, and 

the biggest of the big—companies like Novartis—now 

rely on it for more than a quarter of their global sales. 

Like all good things, however, there are shadows 

amidst the sunlight, and the task of turning volume 

sales into sustainable profits is getting harder. Eco-

nomic growth in these markets is fading as commodity 

prices ditch in tandem with capital flight and a rising 

public and private debt burden. Local governance chal-

lenges are adding to the risk of building the reputation 

essential to securing commercial rewards. Most impor-

tant, can these markets maintain the GDP growth 

momentum necessary to make that difficult transition 

to a strong middle class of consumers able to pay for 

the quality medicines that drive better health?  

To assess the way forward, Pharm Exec met 

recently in a Roundtable exchange with principals 

Emerging Countries 
Next-Wave Strategies for Market Access 

FAST FOCUS

» Estimates predict that by 2025, 45% of the Fortune 500 listed companies 
will be based in emerging markets.

» Most successful organizations rank access, not profits, as their first priority 
in emerging markets.  

» A market access strategy for emerging markets should consist of three 
pillars: (1) Consistent standard-setting by an engaged HQ willing to set 
priorities that work from a global line of business perspective; (2) Close 
attention to local application of the product portfolio, ensuring adequate 
resources are available to meet the unique needs of each target market; 
and (3) Promoting diversity in human capital, particularly in securing high-
potential leaders able to function as “Chief Access Officer”—doing what’s 
necessary to move product to patients. 

» A hot topic for multinational drugmakers is building a viable business 
presence across sub-Saharan Africa—still a blank spot for most big Pharma 
companies. A major key will be deciphering what a “go-to-market” business 
model looks like there. 
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from the McKinsey & Co. phar-

maceutical practice emerging 

country market access team. The 

message: rich opportunities still 

await those companies that (1) 

put long-term potential before 

one-off profit; (2) live—and 

learn—locally to find the right 

path to market access, because 

every geography is unique; and 

(3) recognize the importance of 

investing in human capital as a 

differentiating factor against the 

competition. And knowing who 

that competition is comes from 

having your boots firmly planted 

on native ground: the McKinsey 

Global Institute estimates that by 

2025, 45% of the Fortune 500 

list of the world’s biggest compa-

nies will be based in emerging 

markets. 

The following are highlights 

from the conversation.                 

PE: McKinsey & Co. is best known 

for providing forward looking strate-

gic advice to the “c-suite.” As a 

scene setter, what’s the one ques-

tion that comes up most frequently 

in your work with multinational bio-

pharma companies on emerging 

country markets?    

BORIS BOGDAN, Regional 

Leader EMEA, Pharmaceuticals 

and Medical Products (PMP) 

Practice: The answer depends on 

an idea fundamental to compet-

ing successfully in the emerging 

countries. Every market is differ-

ent; there is no “one-size-fits 

-all” approach that works across 

geographies. This has been true 

since the industry began focus-

ing on opportunities outside the 

mature market triad of North 

America, Europe, and Japan a 

decade ago—and we don’t see it 

changing, because today condi-

tions in the emerging counties 

require an even greater level of 

local commitment. 

In non-EU Eastern Europe, 

Russia, and Central Asia, the 

key question facing the industry 

is precisely about the level of that 

commitment: given the price col-

lapse of oil and other commodi-

ties and the accompanying pres-

sures on fiscal stability and 

economic growth, should they 

continue to invest and build up 

our local presence? Should they 

instead fall back to a “hiberna-

tion” mode, or even withdraw 

from the market entirely? Com-

panies are carefully evaluating 

each market and opting to con-

solidate some operations, which 

means they are withdrawing 

from several of the smaller 

regional markets. Strategically, 

it’s an important decision as a 

common theme in government 

policy in this region is pressure 

to make binding commitments 

to local manufacturing, distribu-

tion/packaging, and research—

all of which can be costly when 

they don’t conform to the busi-

ness imperative for global econ-

omies of scale.   

TANIA HOLT, Partner for 

Africa, PMP Practice: Africa is a 

large continent consisting of 54 

countries, each of which is dis-

tinctive in market demographics, 

health status, and medical prac-

tice. The top-of-mind question 

is how to move beyond the tra-

ditional focus on South Africa 

and North Africa and build a 

viable business presence across 

sub-Saharan Africa—still a 

blank spot for most companies. 

What does a go-to-market busi-

ness model look like here? While 

industry recognizes the long-

term potential in Africa, there 

are concerns that the standard 

approach of relying on the high-

end discretionary spend cus-

tomer through physician detail-

ing might not be the best way 

forward. Investors realize this is 

the one region where you cannot 

find long-term success by repeat-

ing the playbook in mature mar-

kets. Instead, investors are seek-

ing a more innovative and 

customized approach to unlock 

the enormous latent demand for 

better healthcare that exists 

throughout the sub-Saharan 

zone. 

JULIO DRESZER, Regional 

Leader, Americas, PMP Practice: 

Industry is asking a question rel-

evant to all emerging country 

markets, and which naturally 

reflects the evolution in how 

companies take advantage of this 

burgeoning global market for 

healthcare.   It’s simple: how do 

I capitalize on the growth factors 

that drive potential in emerging 

countries? In the Americas, there 

is a focus on two aspects of this 

growth. The first is the diversity 

of local health systems and the 

new financing and delivery infra-

structure now being established 

throughout Latin America. The 

changes call for a focused strat-

egy to advance market access for 

products. How do you assess 

commercial potential for your 

product line in national health 

systems that now provide a vari-

ety of options, ranging from full 

or partial public reimbursement 
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to private insurance as well as 

the traditional self-pay, out of 

pocket model?  

The second is managing risk, 

particularly across therapeutic 

categories, to reconcile what you 

have in your portfolio against 

local public health priorities and 

patient need. In other words, the 

demand for great therapies is 

there, but are your product offer-

ings consistent with what payers 

and patients want? The two have 

to be in sync if you want to cap-

ture a share of the growth. Thus, 

it’s important to examine the 

drivers in the health system, 

review the commercial portfolio, 

and then decide where you want 

to play. Is the approach a 

broadly-based one that covers 

not only the top of the pyramid 

but the bottom and everything 

in between as well? Or is it a tai-

lored strategy built on specialty 

or biologic drugs that appeal to 

a narrow innovative core?   

Hence, when an executive 

asks what their company’s strat-

egy should be for emerging 

country markets, I often say 

there is no answer until you’ve 

examined your product portfo-

lio and, based on that, figure out 

how to ensure that portfolio is 

best positioned to capitalize on 

incentives embedded in the local 

health system. So how you play 

in each market will differ, based 

on a good understanding of 

these distinctive market charac-

teristics.   

GAOBO ZHOU, Regional 

Leader Asia, PMP Practice: The 

key issue in China today is mak-

ing sense of the economy’s 

slower growth trajectory and 

what it means for biopharma-

ceuticals. The sector still has an 

enviable growth rate compared 

to the industrialized country 

markets, but it will be slower 

that the double digits we’ve seen 

in the past five years. Pricing is 

a challenge due to a combination 

of regulatory factors and the 

impact of many branded drugs 

that are nearing the end of their 

life cycle. With the off-patent 

segment poised to assume a 

larger share of the product mix, 

the question is, again, how do 

you drive future growth? It’s a 

salient point when 90% of the 

market still consists of commod-

ity generic products where low-

cost local producers dominate. 

One way is for foreign-based 

drugmakers to introduce in 

China products that appeal to 

patients’ desire for innovations 

that address prevalent local dis-

eases. The government is pro-

moting the transition to quality 

biologics and other innovative 

treatments, with the recently 

announced boost to the mandate 

of the CFDA serving as a case in 

point. Change will be necessary, 

as the government pushes 

domestic players to upgrade 

their capabilities and establish a 

presence in the global market. 

One well-traveled strategy is to 

start producing APIs (active 

pharmaceutical ingredients) for 

markets outside of China, where 

quality standards are high. But 

only a few local firms appear 

ready to scale the innovation and 

quality divide with internation-

ally competitive finished prod-

ucts. Hence, it falls to the foreign 

multinationals to figure out first 

how to take advantage of all the 

government pressure to perform 

better. The dilemma is that there 

are still risks to making China 

the launch market of choice for 

cutting edge therapies.  

PE: Can you identify the most trans-

formative business trend within your 

region over the last 10 years? 

DRESZER: In Latin America, 

it is the gradual evolution of a 

sustainable financing and deliv-

ery infrastructure for healthcare. 

Institutions have taken root and 

a budgeted a l locat ion of 

resources is in place. For exam-

ple, Brazil and Mexico now have 

“In non-EU Eastern Europe, 

Russia, and Central Asia, 

given the price collapse of 

oil and other commodities 

and the pressures on fiscal 

stability and economic growth, should 

multinationals continue to invest and 

build up their local presence? Should 

they instead fall back to a ‘hibernation’ 

mode, or even withdraw from the 

market entirely?”
—BORIS BOGDAN
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public reimbursement programs 

that provide universal coverage 

for drugs to treat conditions 

identified as priorities from a 

publ ic health perspect ive. 

Governments are actively mak-

ing decisions on what drugs to 

cover, using formal budget plan-

ning to estimate the tradeoffs 

involved. Although private 

insurance mechanisms are 

becoming more common, it is 

interesting that most of the big 

money to support reimburse-

ment of innovative, high-cost 

drugs is coming from the public 

side. In practice, big Pharma has 

to be conversant in the politics 

of government partnering to 

become a sustainable business in 

Latin America.  

BOGDAN: Opportunity in 

Russia and periphery along with 

Central Asia have become more 

differentiated due to variant rates 

of growth in GDP. This means 

that new, attractive markets are 

emerging beyond the big country 

players like Russia, Turkey, and 

Ukraine. Kazakhstan is the best 

example of this trend, with a 

growing drugs market whose 

prospects have been hidden due 

to the larger pall cast by sanc-

tions and the commodity reces-

sion in Russia. Kazakhstan is fol-

lowing a carefully drawn path to 

health reform, focusing on build-

ing physical infrastructure and 

professionalizing their human 

capital—and the foreign multi-

nationals are paying attention. 

Another important develop-

ment is the commitment of govern-

ments in the region to make 

smarter decisions on building mar-

ket access for higher priced innova-

tive drugs. Every country is looking 

to create networks to share data on 

drug prices with other countries 

and to build capabilities around 

health technology assessment 

(HTA). But much of this is still 

aspirational. The tool of choice 

remains the budget impact esti-

mate, a blunt instrument by any 

measure. Politics matter here.

HOLT: In Africa, companies 

are starting to expand their 

presence beyond South Africa 

and North Africa along with 

some representation in the old 

colonial markets associated with 

their home country base. We are 

seeing French-based and UK-

based drug companies investing 

in Portuguese-speaking Angola, 

for example. Another trend is 

that you do not see corporate 

social responsibility (CSR) as 

the rationale for investing in 

Africa. The mindset today is to 

forgo history and heritage for 

something more pragmatic: 

where is the best business 

growth opportunity and how 

can we capture it?  

ZHOU: The challenge of 

patient access and coverage have 

been consistent themes confront-

ing foreign drugmakers in China 

over the past decade. Obtaining 

share of voice in the more afflu-

ent coastal cities and major hos-

pitals has gradually become 

more difficult, persuading pace-

setters like AstraZeneca to 

extend investments to second-

tier interior cities with untapped 

demand for better healthcare. 

That’s still a viable strategy, 

but overall the situation has 

become much more complex. 

Patients are more discriminat-

ing and are “market shopping” 

to get the best treatment, which 

means that drug companies 

need to develop a detailed 

understanding of how patients 

in their therapeutic areas are 

diagnosed and treated. Every 

company has to create its own 

“ecosystem of delivery” by cul-

tivating ties with KOLs, profes-

sional associations, and govern-

ment agencies while raising the 

talent/expertise bar on sales 

reps—all to ensure patients 

have access to quality medi-

cines. Affordability remains the 

key to access, so several compa-

nies are investing in their own 

privately sponsored insurance 

vehicles to bring more patients 

into the reimbursement stream.  

You have to work every appro-

priate angle to get the product 

on reimbursement lists.

PE: A common thread in your 

assessment of changes is that prod-

ucts do make a difference—building 

“The mindset today [for 

investing in Africa] is to 

forgo history and 

heritage for something 

more pragmatic: where 

is the best business growth 

opportunity and how can we 

capture it?”
—TANIA HOLT
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a strategy tailored to each market 

begins with the portfolio profile.   

HOLT: A company with bench 

strength in high-end oncology 

products, where the out-of-

pocket segment is going to be 

quite limited—in Africa, maybe 

less than a half of one percent 

of the patient population—will 

need to focus on obtaining 

third-party reimbursement, 

from government or private 

insurance. If the portfolio is 

centered on lower-priced pri-

mary care medicines, the eligi-

ble population expands signifi-

cantly and a reimbursement 

portal is less important. For 

example, anti-infectives will 

find a market even if access is 

not subsidized in some form. 

Thus, as a general rule, compa-

nies with a diversified portfolio 

around a strong primary care 

orientation tend to have the 

stronger presence in emerging 

countries. Companies with a 

more specialized portfolio, as 

in biologics, will be likely to 

put their emphasis on a few 

select markets that may sup-

port the brand through part-

nerships with the private sector 

and government.  

DRESZER: There is an impera-

tive today to not only grow sales 

but to secure long-term profit-

ability as well. It requires being 

able to achieve strong volume 

growth without compromising 

too much on the margins that 

deliver profits. Getting this right 

is particularly important in the 

largest emerging markets.  

BOGDAN: What we are really 

talking about is access. Our 

research (see sidebar on facing 

page) indicates that the most 

successful companies rank 

access, not profits, as their first 

priority. They recognize that 

profits will come, but only after 

you invest in infrastructure, 

build strong KOL relationships, 

and boost patient adherence 

with the right disease awareness 

programs.    It’s important to 

think beyond the product, to 

engage governments in helping 

them spend healthcare funds 

more wisely, and through part-

nerships geared to removing 

barriers to patient access.  

PE: A common theme here is the 

importance of managing each 

emerging country business differ-

ently, based on its distinctive mar-

ket characteristics. If a decentral-

ized approach to decision-making 

is key to success, what is the 

appropriate role for HQ? How does 

a biopharma organization strike 

the right balance between auton-

omy and control?  

JAN ASCHER, Global Leader, 

PMP: A strategy for emerging 

markets must be based on three 

pillars. The first is maintaining 

a standard around the overall 

corporate interest in building a 

productive business with global 

reach. HQ works to ensure all 

the constituent parts contribute 

to the objectives of the whole, 

which is to maximize company 

return on revenues while con-

forming to its legal and reputa-

tional obligations. It also priori-

tizes among the countries as far 

as the best long-term opportuni-

ties are concerned.   

The second is to define the 

overall strategy for the product 

portfolio and provide oversight 

so that necessary resources are 

applied in each market, whether 

it be R&D, commercial sales and 

development, or medical affairs.  

This involves everything from 

centralized procurement of ser-

vices to building a regional drug 

development center in China. 

The third is overseeing the 

deployment of management tal-

ent, by transferring relevant 

skills to fill the gaps that often 

exist locally. Finding and sup-

porting the right people with a 

broad mindset is a critical task 

for HQ, particularly now that 

corporate reputation cannot be 

ring fenced. 

PE: Overall, emerging country 

markets are facing a reversal in 

economic conditions due to the 

fadeout of the commodity boom, 

fiscal deficits, currency instability 

linked to the strong US dollar, and 

“Every company has to 

create its own ‘ecosystem 

of delivery’ by cultivating 

ties with KOLs, 

professional associations, 

and government agencies while 

raising the talent/expertise bar on 

sales reps.” 
—GAOBO ZHOU
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unresolved governance issues. 

Has the situation been over-

blown—are emerging markets still 

a good deal for biopharma?  

DRESZER: The only thing 

that has changed is that oppor-

tunities must be evaluated over 

a longer time frame. It also 

requires greater confidence 

about the merits of your strat-

egy. Consistency counts, too. In 

some markets, economic priva-

tions will increase the tempta-

tion to cut and run. Experience 

in Latin America suggests that 

this is not a wise move—the 

winners in countries like Argen-

tina are those that found a way 

to make it through the debt 

default and currency crises, 

reaping the benefits when the 

economy came back. You have 

to see these markets as a port-

folio of risk; it’s a long cycle 

business. The biggest mistake is 

to make strategic decisions 

about the local business on the 

basis of the situation today. 

BOGDAN: Russia has a popu-

lation of 142 million. It will 

always be a market with the size 

and reach to stand on its own. 

Again, companies will have to 

wait longer for the pay off. It’s a 

question of timing. Throughout 

the region, there are positives 

beyond the adverse economic 

conditions, the most important 

of which is the steady trend 

toward the professionalization 

of health services. In addition to 

Russia, Turkey, Kazakhstan, 

and the Ukraine are moderniz-

ing their delivery and financing 

infrastructure. Iran and its long 

dormant health sector is a wild 

card that may be interesting for 

some foreign companies once 

economic sanctions are lifted.   

HOLT: Two factors are driv-

ing the current situation in 

Africa. The first is the plunge in 

The Access Challenge: Eight Steps      

to Effective Engagement 

A broadly-based economic down-

turn and continuing governance 

challenges have rubbed some of 

the sheen off emerging country 

markets. Looking beyond the short-

term planning cycle, growth is likely 

to resume, buttressed by positive 

demographic factors that favor 

more funding for healthcare and a 

strong, consumer-driven demand 

for better medicines. Drugmak-

ers need to begin planning now to 

capitalize on restorative growth in 

these markets, and it starts with 

building a new approach to market 

access: one that transcends the 

traditional, mature-market empha-

sis on a narrowly focused sales 

“push” to a broader, more inclusive 

strategy geared to overcoming 

institutional and policy barriers. 

These can range from lack of 

funding and weak infrastructure to 

information gaps, discriminatory 

regulations, partnering bias, and 

insular medical culture and practice 

patterns.

To help biopharma companies 

capitalize on the promise of 

a different model for access, 

McKinsey & Co. recently published 

a short strategy paper, Accelerating 

Access in Emerging Markets: 

Pharma’s Next Big Launch 

Challenge. Based on extensive 

survey research in key countries, 

the paper calls for a transition from 

“brand-by-brand” access planning 

to integrated, relationship-driven 

“cross-brand planning.” To help 

make that transition, it identifies 

eight steps to ensure that a local 

product launch will deliver that 

desired high level of access—

because it is fully aligned to local 

needs.  

The “evolutionary eight” are as 

follows: 

1. Understand local stakeholder 

needs, including key “influencers” 

who shape decisions behind the 

scene.   

2. Put patients at the center of 

the access proposition—evaluate 

all barriers to your medicine from 

the patient point of view.  

3. Create value stories that 

rely on original, locally generated 

evidence, such as patient 

registries—avoid the import of US 

and European precedents.  

4. Negotiate pricing with local 

infrastructure and interests in mind. 

This means being creative about 

identifying alternative ways to 

expand resources for reimbursing 

your medicines.  

5. Think solutions—the idea 

that biopharma companies have 

no business shaping the basic 

infrastructure of healthcare 

like delivery and financing is a 

non-starter in emerging markets. 

Companies should leverage 

their global system experience 

to promote public-private 

partnerships that deliver practical 

results to patients.   

6. Make regulation a teachable 

moment. Support local regulatory 

decision-makers in leveraging 

global best practices. 

7. Pursue a comprehensive 

strategy on collaborations and 

partnering. No relationships in 

emerging markets should be seen 

as “one-off” or opportunistic. Ties 

need to be forged for the long term 

and geared to mutual benefit. 

8. Develop a fully integrated 

access plan that combines local 

initiative and execution with a 

cross-portfolio orientation that 

works from a global oversight 

perspective. The remit of country 

managers need to be strengthened 

and repositioned for leadership, 

as “Chief Access Officer” for their 

market.   

* Accelerating Access in Emerging 

Markets: Pharma’s Next Big Launch 

Challenge; McKinsey & Co. 

(http://bit.ly/1JF8WoG)     
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oil prices, which has a dispro-

portionate impact on some of 

the big economies, including 

Nigeria, Angola and Gabon. 

The second is the knock-off 

effect of the downturn in 

China. The PRC is a major 

investor in Africa, particularly 

in financing large-scale infra-

structure projects at the coun-

try level.  

That said, demographics 

paint a positive picture long-

term. Africa’s population is 

young and growing at a rate 

faster than any other continent. 

By 2025, 70% of African house-

holds will have an annual 

income greater than $5,000, 

which is the accepted entry 

point for an emerging middle-

class lifestyle—with enough dis-

cretionary income to spend on 

health. 

Given the potential cus-

tomer base, drugmakers are 

slowly building a long-term 

presence in strategic markets 

like Nigeria, with its 180 mil-

lion people, while maintaining 

a stable base in South Africa 

and the North Africa states. 

East Africa, led by Kenya, is 

attracting interest because its 

small generic companies with 

links to Indian producers offer 

a vision of the future for off-

patent medicines. 

Africa is also a source of 

innovation in healthcare tech-

nologies. Its limited infrastruc-

ture offers the opportunity to 

invest and test new approaches. 

Donor agencies and private 

enterprise are exploring health 

appl icat ions f rom mobi le 

phones, particularly in the col-

lection, analysis, and dissemi-

nation of patient data. The tech-

no log y  i s  app l i c ab l e  to 

everything from the communi-

cation of treatment guidelines 

to community health workers in 

rural areas to the practice of 

telemedicine. 

PE: Hasn’t the downturn endan-

gered a crucial transition in the 

emerging market economies—the 

establishment of a strong, viable 

middle-class able to afford high-

quality medicines?  

DRESZER: The number of 

people that have evolved into 

the middle class has accelerated 

sharply over the past 10 years 

Lower growth is definitely a 

bump in the road, but the trend 

is clear and we don’t see that 

reversing.  

ZHOU: The middle class tran-

sition in China has been taking 

place for some time. You must 

evaluate this transition in the 

contex t of other posit ive 

changes such as urbanization, 

which evidence demonstrates 

enhances patient awareness and 

access to healthcare services. 

Demand for healthcare from an 

aspiring middle class also puts 

more pressure on the public 

health system, which is good 

for reforms that improve qual-

ity. This is true not just for 

China, but for other countries 

as well.

 

PE: Can we conclude by identifying 

the most important capabilities, 

skills and credentials to enable bio-

pharma companies to compete 

successfully in emerging country 

markets over the next five to 10 

years?

BOGDAN: Companies must 

move from a narrow, limited 

product focus to a system-wide 

perspective that relies on out-

reach to external stakeholders. 

It’s going to be about engaging 

with governments, providers, 

and patients to solve barriers to 

access—to spread best practices. 

Multinational drugmakers have 

considerable expertise and 

awareness that can help emerg-

ing country policymakers move 

the delivery and financing of 

healthcare to the next level. This 

will raise the level of trust, 

which, in a reputation-driven 

world, is going to be an essential 

part of a foreign company’s 

license to operate.  

DRESZER: Biopharma has 

been active in emerging country 

markets for several decades. It 

took a while to resolve key  

strategic questions like whether 

“In some markets, 

economic privations will 

increase the temptation to 

cut and run. Experience in 

Latin America suggests 

this is not a wise move. … The biggest 

mistake is to make strategic decisions 

about the local business on the basis 

of the situation today.” 
—JULIO DRESZER
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to make big investments in 

branded generics as a way to 

gain market share. Applying 

that past learning curve to keep 

the thinking fresh about how to 

benefit from the growth cycles 

of the future will be a real com-

petitive differentiator. The next 

wave in emerging markets is not 

going to involve more of the 

same. Companies will need to 

think and act differently.  

For example , everyone 

acknowledges that obtaining 

reimbursement status is a critical 

business issue. But achieving 

that alone is not going to be 

enough to create access.  In some 

markets, the patient may be eli-

gible to have a drug reimbursed, 

but may lack the money or the 

time to take the bus ride to the 

place where they can get diag-

nosed and treated. Access in 

emerging markets is all about 

connecting the patient to the 

product—end to end. 

ZHOU: Competition from 

local industry in the big emerg-

ing markets will increase. This 

is going to require the foreign 

multinationals to refine their 

ground game through more 

effective partnering and out-

reach to the KOLs that matter 

most to the product portfolio. 

In China, we will see more com-

petition between the big local 

players and smaller biotech 

companies , which wil l be 

reflected in more frequent stra-

tegic tie-ups to be better posi-

tioned for entry to the global 

markets. 

Foreign drugmakers must 

recognize that innovation in 

the Chinese biopharma indus-

try is increasing dramatically. 

The rationale for continuing to 

invest in China, even as eco-

nomic growth slows, will be 

the ability to tap into this 

expertise through “win-win” 

partnerships with leaders of 

the local industry. In fact, the 

best long-term opportunities 

can be found by staying close 

to the market. Bright spots 

include continued expansion of 

China’s interior mid- and low-

tier market, where government 

is funding hospital infrastruc-

ture to advance the progress of 

universal health insurance cov-

erage; expanded regional phar-

macy networks, which gives 

industry a new distribution 

and access channel for medi-

cines; and a big push for digital 

health, including new plat-

forms for remote physician 

consultations, online sales of 

medicines, and customized big 

data analytics. 

ASCHER: The referenced 

article reflects our thinking on 

what biopharma must do to 

stay relevant. A point that we 

emphasize is HQ investing in 

human capital through the 

sponsorship of capabil it ies 

training for local executives. 

This accomplishes two objec-

tives: (1) defining what the nec-

essary management skills are to 

succeed in the local environ-

ment, with access-building 

capabilities as a central pre-

cept; and (2) embedding such 

skills internally so that profi-

ciencies don’t go lacking within 

the organization.  

We found it is particularly 

important to develop a talent 

pool with strong executive 

leadership capabilities, which 

means combining the ability to 

drive the local business plan 

with the outward-facing polit-

ical savvy to navigate the many 

sensitivities involved in rela-

tionships with external stake-

holders—including HQ. In 

other words, companies should 

cult ivate the mult i-faceted 

characterist ics of a “Chief 

Access Officer” as their role 

model for leadership in every 

emerg ing country market .  

Field managers who simply 

execute orders is not the for-

mula for future success. Some 

companies are del iberately 

recruiting talent from other 

i n d u s t r i e s  o u t s i d e  b i o -

pharma—this virtually guar-

antees a split with status quo, 

linear thinking, and bolsters 

the creativity side of the man-

agement equation. 

“Companies should 

cultivate the multi-faceted 

characteristics of a ‘Chief 

Access Officer’ as their 

role model for leadership 

in every emerging country market. 

Field managers who simply execute 

orders is not the formula for future 

success.” 
—JAN ASCHER
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By Julian Upton

C
ipla is an Indian company with a global 

point of view. During the long tenure 

of family scion Y. K. Hamied, Cipla 

was a vocal advocate for wider use of 

affordable generics through the reinterpretation 

of IP rules. Today, under the leadership of a big 

Pharma veteran, Subhanu Saxena, the company 

is following a more diversified path to growth, 

with a portfolio that includes prescription drugs, 

veterinary medicines, and OTC—1,600 products 

in all, sold in more than 150 countries outside 

India. 

More important, Cipla is investing heavily in 

R&D as part of an ambitious therapeutic expan-

sion program covering some 200 new drugs at 

various stages of development in key areas of 

unmet demand, including respiratory, oncology, 

and HIV. And like the rest of the Indian industry, 

Saxena has his sights on the US market, where 

the goal is to increase sales—from 10% of overall 

global sales at present to 25% by 2020—through 

organic growth, development partnerships, and 

targeted acquisitions.  

Pharm Exec European Editor Julian Upton sat 

down with Saxena at the recent UBM CPhI Global 

trade show in Madrid for an update on Cipla’s 

plans to leverage its historic visibility as an emerg-

ing market champion to the next level of global 

leadership in biopharma.

PE: Could you tell us about your background and influ-

ences?

SAXENA: I was born in India but grew up in 

south London. But I was always very close to my 

roots in India. We were a family of classically 

trained musicians and dancers. I was very close to 

my maternal grandfather, who I call my first guru 

in life; he got me interested in Urdu poetry and 

Indian philosophy from a very young age, and this 

informed my values a lot. One of the things he 

instilled in me was that life is for living; it’s about 

getting great experiences. So I never really had a 

linear trajectory in terms of a career path; it was 

more, “Where can I go and get great experiences?” 

I went to Oxford University and left around the 

time of financial deregulation in the city. I joined 

Citicorp investment bank and worked there for 

three years. I got some of the best financial train-

ing there was, which has stood me in good stead 

ever since. But as I’d originally trained as an engi-

neer, I felt the need to get more educated in the 

world of business. So I then went to INSEAD to 

get my MBA. From there, I went to Boston Con-

sulting Group and was there for three years. 

After that, I got a call from PepsiCo; I went to 

meet the president of the division, Bob Walker, and 

we just hit it off. If I click with people, I almost don’t 

worry about what the job is. So I joined Pepsi’s South 

Asian/African division, doing a lot of work in 

Africa. I was about to become CFO of Africa when 

I got a call from Mike White, the company CFO, 

who said, “How would you like a bigger challenge?” 

And I ended up going to Moscow for two years, 

which my wife and I look back on as two of the best 

years of our lives. Then I got a call about a company 

I’d never heard of called Novartis. All I knew was 

the job was based at the edge of Lake Geneva,  

Securing Cipla’s 
Future 
A conversation with CEO 
Subhanu Saxena 

FAST FOCUS

» After 14 years with Novartis, Saxena joined Cipla in 2012, heeding a 
simple but powerful pitch from Cipla chairman Dr. Y.K. Hamied: “Come and 
help us take Gandhi’s message to the world and do something good for 
your country.”

» Behind its investments in technology and manufacturing, Cipla has a wide 
product range in India. The company operates in 17 therapeutic areas and 
has one the largest portfolios of respiratory devices in the world. 

» Cipla is focused on balancing its geographic profile. India has dropped 
from 70% of the company’s business five years ago to 45% today.  Cipla 
plans to raise its US business from 8% to 20-25%. 
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Switzerland. I then met Thomas 

Ebeling, then head of Novartis’s 

nutrition division. He was also 

ex-Pepsi and we hit it off. 

        

PE: What kept you at Novartis for 14 

years?

SAXENA: Ebeling introduced 

me to Novartis CEO Daniel 

Vasella, and it was clear to me that 

they were driving real a cultural 

change after the Sandoz/Ciba-

Geigy merger. They wanted to 

bring more consumer marketing 

skills into the company. I started 

in Novartis’s consumer business, 

because of the Pepsi connection, 

and soon moved to business devel-

opment and licensing, which is a 

perfect induction to pharma 

because you touch on all aspects 

of the business. After that, I was 

asked to run one of the global 

business franchises, infectious dis-

ease, and from there went to take 

over the UK and Ireland opera-

tion, for which I won the Pharma 

Excellence Award. Then Joe Jimi-

nez asked me to come back and 

run the global commercial func-

tions, because a lot of the things 

we’d done in the UK were new 

business models, there was the 

need to be able to engage payers 

and I’d cut my teeth under NICE. 

PE: How did the Cipla role come 

about?

SAXENA: In 2012, I got a call 

from Cipla chairman Dr. Y.K. 

Hamied, who said, “Come and 

help us take Gandhi’s message to 

the world and do something 

good for your country.” It was 

the opportunity of a lifetime; 

with my background in philoso-

phy, Gandhi has always been a 

hero. On July 4, 1939, Gandhi 

visited the Cipla factory and said 

to our founder, Dr. Hamied’s 

father (Dr. K.A. Hamied), 

“Look, the British will support 

India’s independence if we sup-

port them in the war effort.” 

And Dr. K.A. Hamied said, 

“Why are you telling me this?” 

Gandhi said: “Medicines are not 

coming to India. Put the health 

of the nation first and make 

India self-reliant on medicines.” 

That helped to set the mission of 

the company, which is “None 

shall be denied”—bringing 

affordable healthcare to whoever 

needs it. I thought, it’s an enor-

mous privilege to be part of this.

PE: How does the Cipla culture com-

pare with that of Novartis? 

SAXENA: In the generics world 

you’ve got to have a much sharper 

eye on cost. We’re much more 

ag i le in decision-making, 

although I think we can be even 

faster. But it’s all about the 

patient: how do you serve the 

patient? Innovation is not just the 

domain of the large pharma com-

panies; there is a ton of innova-

tion in the work we do. Cipla is 

known for having one of the wid-

est ranges of innovative delivery 

technology platforms. The focus 

on innovation is the same as large 

pharma. The timelines are simi-

lar but shorter. 

One of the reasons I was so 

attracted to Cipla was that I 

worked at Novartis on the Coar-

tem program for malaria when 

we took the decision to make the 

treatment available at zero profit. 

That can have a profound impact 

in energizing and motivating an 

organization. Dr. Hamied said 

something that stayed with me: 

“What’s the point in developing 

life-saving drugs if no one can 

afford to use them?” It’s our col-

lective role as an industry to first 

figure out how many patients 

should have access to a particular 

medication, and then how we do 

that at a reasonable profit. 

Because of how Cipla was 

founded, the company has a very 

strong connection with family 

and heritage. Being in a com-

pany that’s promoter-led and 

professionally managed is a 

good combination. Three other 

things Dr. Hamied said to me 

when I joined were “Don’t sell 

the company; don’t bet the 

house, there’s no need to take 

crazy risks; and ignore the short-

term analysts.”

PE: Did you have free reign to make 

cultural changes at Cipla?

SAXENA: When I started, the 

company had been in negotia-

tions for about six months for a 

joint venture, a 51% acquisition 

of our partner in South Africa. I 

quickly realized we needed to buy 

100% of this company. I got that 

mandate in my first eight days at 

the company, the first major 

acquisition Cipla ever made. 

We’ve made a number of organi-

zational changes for which I’ve 

had the full support of the Board.

PE: Did things need to change?

SAXENA: I think the company 

realized that they did. My pre-

decessor, Amar Lulla, sadly 

“It’s our collective role as an industry to first figure 

out how many patients should have access to a 

particular medication, and then how we do that at 

a reasonable profit.”
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passed away in 2010 from brain 

cancer; there was then a three-

year period where the company 

was deciding how to move for-

ward. So the timing was right 

when I came on board. 

There’s an increasing sense 

that Cipla has a lot more to offer 

the world. Because of our invest-

ments in technology and manu-

facturing, our product range is 

vast in India. We operate in 17 

therapeutic areas. We probably 

have the largest range of respira-

tory devices in the world outside 

GSK. We can make anything in 

any form. And what I’ve seen over 

the last couple of years is that 

many large pharma companies 

have realized that we’re the go-to 

company for complex products

PE: You’ve been quite ubiquitous in 

the trade and financial press. Has 

there been a deliberate attempt by 

you to raise Cipla’s profile?

SAXENA: Actually not. I 

learned in my Swiss days to keep 

my head down and get on with 

things. The attention has just 

come with the decisions we have 

made in the last few years. The 

message for all of us is to stay 

focused on the mission. We’re 

building a company to last for 

another 80 years and nothing 

should distract from that.

PE: Could you elaborate on that, on 

“future-proofing” the company?

SAXENA: It starts with people: 

building an organization that can 

be successful at scales of three or 

four times what it is today.  

Having gone through a period of 

hiring from the outside, the real 

opportunity is now to develop 

our talent to grow with the com-

pany. We’ve created opportuni-

ties, for example, for people from 

my India business to go and work 

in South Africa and other mar-

kets around the globe. 

Second is securing our posi-

tion in key therapies and key 

geographies. That means further 

investing in our respiratory pipe-

line, for example; continuing to 

invest in our HIV and anti-

malarial business; continuing to 

invest in our Indian business—

which we want to double. Out-

side India it has been about cut-

ting out the middleman and 

making Cipla the prime mover, 

but equally focusing on a few 

strategic partnerships and deep-

ening them.

PE: Why is the US now so important 

to you?

SAXENA: It’s about bringing a 

balanced geographic profile to 

the business. Less than five years 

ago, India was 70% of Cipla’s 

business; now it’s 45%. It will be 

30% as we grow outside. In the 

past, the US made up only 8% of 

our business. But it’s the largest 

pharma market in the world. If 

you want to control your destiny 

and be relevant, you need to have 

some relevance in the US. We 

have a very robust organic plan 

for the US, to take it from 8% to 

20–25% of our business. Also, 

for a lot of the issues around 

healthcare access in the US, Cipla 

can become a strong provider of 

solutions in the next 5-10 years. 

We will be happy to use targeted 

inorganic moves where appropri-

ate to accelerate our ambitions a 

bit. We have two simple criteria 

when we look at any deals: are 

we the better owner and can we 

swallow the worst-case scenario? 

I have offers coming across my 

table every week, so we don’t 

have to overpay for anything and 

we can be very selective.

We’ll have a portfolio by 

2020 where 30% is India, US 

will be 20–25%, Europe will be 

maybe 10–15%, and the rest will 

still be emerging markets. At the 

moment, we’re a two-billion dol-

lar company without any US or 

European presence. There’s a lot 

of runway ahead of us. It’s not a 

bad place to be.

PE: How would you distinguish Cipla 

from other Indian companies in the 

pharma space?

SAXENA: For 17 years, Cipla 

has been the only pharma com-

pany that doesn’t pay a variable 

sales incentive to its field force, 

so we take away opportunities 

for inappropriate behavior. Cip-

la’s a very high-integrity com-

pany. It means that we’re able 

to focus on the science and 

focus on good medical practice. 

When we take on a therapy 

area, we educate the nation on 

how to treat a disease. We 

taught India how to treat HIV. 

We built a certification program 

where doctors could be certified 

to treat HIV. We taught India 

how to use inhaled respiratory 

therapies. We educated doctors 

on how to treat TB, even though 

we don’t really have a product 

portfolio in this area. The 

notion of bringing medical edu-

cation and partnering definitely 

differentiates us.  

JULIAN UPTON is 

Pharm Exec’s 

European and Online 

Editor. He can be 

reached at jupton@

advanstar.com

“It starts with people: building an 

organization that can be successful at 

scales of three or four times what it is 

today.”    
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A leading advocate of business system automation in the global pharma 
supply chain offers a six-pronged approach to adapting to the realities 
of a new age of mounting regulation and customer expectations 

By Richard Burcham 

R
egulatory intensity and its impact on piv-

otal economics (pricing, LOE, NDAs, 

etc.) has put the biopharma industry’s 

traditional business model under tremen-

dous pressure. According to a recent  Forbes/

KPMG survey of  CEOs, regulation is now the  

issue with the greatest impact on corporate success 

in the “new economy” marketplace.

  Given these developments, the biopharmaceuti-

cal industry needs to ask itself: who are we and where 

are we going  in this new era we call the  Regulatory 

Age? This article examines the dynamics shaping the 

future of the global biopharma enterprise and pres-

ents a new,  emerging business model from which 

executives can learn how to compete and succeed. 

Six actions that companies can take to manage this 

transition successfully are also outlined. Underscor-

ing the analysis is a simple message: Those that 

choose to “wait and see” will not survive.

New-economy model

A few years ago, the industry’s business model was 

a typical old-economy supply chain framework in 

which products moved from R&D to manufactur-

ing, distribution, sales, and on to the customer. 

Pharma companies still consider physicians and 

other intermediaries in the value chain, such as 

distributors, wholesalers, and drugstores, to be 

their customers.

That old business model has been attacked at 

every link in the supply chain by the new demands 

imposed on companies in the Regulatory Age. 

Pharma dot-gov: 
A New Business Model
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Reforms have moved from sav-

ing costs to initiatives focused 

on improving health outcomes 

and sustainability. They have 

redefined the customer to be 

payers and patients, who with 

health information have been 

empowered to make real, value-

based decisions on their health 

outcomes. Retail pharmacies’ 

profit margins are eroding as 

they sell less product to unin-

sured and /or underinsured 

patients. Pharmacies require 

bigger discounts from wholesal-

ers to remain competitive. 

All of this flows upstream to 

manufacturers, who have their 

own problems with new fees and 

higher rebates. In addition to 

draining margin from the value 

chain, there is the cost of compli-

ance, which generally creates a 

drag on business by slowing 

down processes. The sea change 

flowing from the regulatory 

environment is so impactful that 

companies must change the busi-

ness model to survive.

Partners in dynamic 

trade

Let’s start with the real cus-

tomer. The pharmaceutical 

industry is flooded with cus-

tomer data made available by 

emerging digital technologies 

and generated directly by con-

sumers, giving manufacturers 

valuable insight into how 

patients are using their prod-

ucts. This information can help 

companies provide payers the 

rea l -world ev idence they 

demand as part of an outcomes-

focused healthcare system. 

These shifts are attracting 

many non-traditional players 

to the value chain including 

online pharmacies and e-health 

and mobile health firms that 

allow buyers to skip over tradi-

tional sales and distribution 

links and to provide a direct 

conduit between pharma com-

panies and pat ients. That 

emerging link in the supply 

chain puts patients in touch 

with drugmakers in an easier, 

f a s t e r ,  a n d 

often cheaper 

fashion. It is 

here to stay.

In addition 

to products , 

“infomediar-

ie s” prov ide 

i n f o r m a t i o n 

about drugs, 

doctors, hospi-

tals, counsel-

ing, and other 

services —one-

stop shopping 

at its best. How does pharma 

make use of this valuable infor-

mation? Unfortunately,  not very 

well. Approximately 48% of all 

US companies are using big-data 

technologies to unlock customer 

behavior data. Pharma lags sig-

nificantly behind, with only 7% 

of companies using big-data 

technologies. 

Increasingly, the regulatory 

approach is putting pressure 

directly on manufacturing, with 

a huge emphasis on quality and 

d rug sa fe t y.  Compl iance 

requires analyzing vast amounts 

of digital data and is driving a 

need for agility in manufactur-

ing. This means more than just 

being fast when there’s an emer-

gency; it means building and 

establishing a business model 

that can better respond to 

demand shifts and customer 

wishes—at the same or even 

reduced cost. 

Building an agile supply 

chain model requires stability in 

production, replenishment, and 

visibility. Adopting demand-

based supply systems coupled 

with big data computation capa-

bilities will enable companies to 

quickly establ ish the l ink 

between finished product and all 

the input materials and pro-

cesses, whether they be in-house 

facilities or outsourced partners. 

The pharma industry finally has 

the tools to create virtual enter-

prises that span the entire supply 

web. “Not-at-all” manufactur-

ing has replaced “just-in-time” 

manufacturing, as the CMO 

emerges  as a “strategic partner” 

versus the old school business 

model of “vendor-customer.” 

Similar changes are afoot  in 

R&D. The new business model 

goal of R&D is collaborative 

activity, not secretive, to enhance 

the linkages among all stake-

FAST FOCUS

» The information shift to an outcomes-focused healthcare system is at-
tracting many non-traditional players to the value chain, including online 
pharmacies and e-health and mobile health companies. This allow buyers 
to skip over traditional sales and distribution links and provides a direct 
conduit between drug manufacturers and patients.

» For biopharma, net margin erosion has continued amid new regulatory 
demands imposed at every link in the supply chain. Hence, the need for 
predictive systems and tools to line up all the costs of business is critical 
to supply chain management.    

 

» Adopting the new business model could have strong payoffs: Supply 
chains now account for nearly 25%, or $230 billion, of pharmaceutical 
costs. Profit improvement can reportedly range from about 6% for retailers 
to 20% for hospitals.  

Reforms have redefined the customer to be 

payers and patients, who, with health information, 

have been empowered to make real, value-based 

decisions on their health outcomes
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holders in research, develop-

ment, commercialization, and 

delivery to focus on personalized 

drugs and disease preventions. 

Increasingly, savvy executives 

avoid building expensive, time-

consuming, in-house capabili-

ties. Instead, they form partner-

ships that coalesce and dissolve 

with each new project —a pro-

cess of dynamic trade. 

The missing dimension

In the old economy supply chain 

framework, it was good enough 

to manage top-line revenue and 

cost for profitability. Not true 

today. In recent years, top phar-

maceutical companies increased 

sales an average of 4-5% per 

annum; however, margins 

dropped by a similar amount. Net 

margin erosion continues with 

regulatory change; for example, a 

recent Credit Suisse study found 

that extension of “price protec-

tion” in Medicare Part D drove 

the average gross-to-net (GTN) 

margin ratio down approximately 

seven points during 2008-2012. 

Real customer profitability 

can stay hidden deep within the 

business, masked by regulatory 

obligations such as best pricing, 

power purchase agreement 

(PPA), mandatory rebates, cost 

to serve, cost to comply, and 

manufacturing fees. Watchful 

executives realize that, to man-

age their supply chain, they need 

tools that empower them to sur-

face and line up all the costs of 

business. This is not about wrap-

ping metrics around the supply 

chain to tell executives where 

they’ve been, but rather predic-

tive systems to foretell where 

they are going. 

Pharmaceutical companies 

are, unfortunately, saddled with 

legacy systems containing hetero-

geneous and disparate data. They 

are struggling and failing to man-

age the GTN process using Excel 

spreadsheets and disintegrated 

data. This area is ripe for automa-

tion. GTN done right produces 

results such as those illustrated in 

Figure 1, which captures the attri-

butes of customers concerning 

behaviors that drive costs into the 

business. Notice that the accretive 

profit begins to decline when 

costs, such as PPA, best pricing, 

marginalizing rebates, and cost to 

serve, are triggered. Uncovering, 

simulating, and predicting true 

net margins provide the knowl-

edge that completes the missing 

dimension in the new business 

model.

Potential payoff

The smart money will be on the 

new business model. The pay-

off looks good, with supply 

chains now accounting for 

nearly 25%, or  $230 billion, 

of pharma costs. Even minor 

efficiency gains could free up 

billions of dollars. Opportuni-

ties from the transformation 

can be found across the whole 

supply chain , with prof it 

improvement ranging from 

about 6% for retailers to 20% 

for hospitals, according to a  

recent study, “Strengthening 

Healthcare’s Supply Chain,” by 

McKinsey (see Figure 2 on  

page 28).
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85% 

of sales 

Hidden loss 

Gross-to-Net results 

Total profit potential 

Actual profit 

100% 

Figure 1

The new business model calls for a 

seismic shift away from capital 

investment toward the arena of 

intellectual capital, where the new 

battles are being fought
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Looking ahead

What will be the result of these 

disruptive dynamics at work in the 

biopharma industry? First, com-

panies must learn how to do busi-

ness with the real customer, in 

order to build an outcomes-based 

business model where the tradi-

tional product, a drug, is only one 

part of pharma’s value proposi-

tion. As services become increas-

ingly important, infomediaries 

will be a permanent addition to the 

value chain, and a conduit to the 

real customer (see Figure 3 on fac-

ing page). Pharma companies must 

integrate them into the supply 

chain because those organizations 

will be a key source of valuable 

customer data, which is expected 

to grow at a compounded annual 

rate of 41% through 2020.

Second, the new business 

model recognizes that the line dis-

tinguishing in-house from out-

sourced manufacturing, R&D, 

and SG&A has blurred. In the 

new model, dynamic trade will 

prevail as companies of different 

strengths and capabilities partner 

to produce health-based out-

comes. Some experts imagine that 

many enterprises will become tri-

partite virtual partnerships: one 

arm will handle R&D, another 

will take on manufacturing, and 

the infomediaries will handle 

sales and marketing. The one cer-

tainty? Agility will rule the day.

Last is the missing dimension: 

GTN. Biopharma executives must 

know where their book of busi-

ness is taking them before they 

write it. Surprises are dangerous 

and regrettably, companies have 

tremendous risk exposure in this 

area when struggling to manage 

the GTN process manually. 

Quite simply, pharma compa-

nies must restructure their 

thinking to survive. Ultimately, 

the new business model calls for 

a seismic shift away from capital 

investment toward the arena of 

intellectual capital, where the 

new battles are being fought.

Meeting the challenge

Here are six keys that experience 

shows are critical to linking all 

partners in this virtual value 

chain.   

1. Raise executive awareness— 

don’t “wait and see”

Today is the Regulatory 

Age— it’s here to stay and it’s 

driving a new business model 

that requires executives to do 

things beyond their current com-

fort zone. Executives  must open 

their eyes to building a new busi-

ness model by:

 » Exploiting social media and 

Millennial generation tools.

 » Developing partnerships with 

players from other industries.

 » Rethinking, and in some cases 

discarding, supply chain pro-

cesses that are delivering good 

margins and solid growth in 

their current configuration in 

order to survive in the long term.

 » Developing an enterprise-wide 

data strategy, big data, and 

traditional data that caters to 

and supports the dynamic sup-

ply web of trading partners.

 » Expecting incremental results 

by starting slow, realizing ben-

efits, pausing, taking the next 

step, and reaping subsequent 

benefits.

2. Shift to a health outcomes 

based supply chain

Companies must put their old 

economy supply chain frame-

work—one  that focused largely 

on cost—to the side, and take a 

zero-based approach to building 

a health outcomes-based supply 

chain. That is to say, linkages 

(internal and external) should be 

examined for the perceived value 

they deliver to health outcomes, 

be it enhancing efficiency, 

increasing safety, reducing cost, 

providing health information, 

supporting diagnosis and moni-

toring, or driving compliance in 

medication. If they don’t con-

tribute, then eliminate them, 

change them, or rethink them.

3. Embrace the infomediary

Pharma companies need to 

either partner with “infomediar-

ies” or start grassroots develop-

ment efforts with them right 

away. The Internet is a market-

place with low barriers to entry 

—but only for those that get there 

first. Once an infomediary gath-

Impact on profit, % 

 Wholesaler 7-10 

9-11 

10-20 

9-21 

Manufacturers 

 Pharmaceuticals 

 Medical supplies 

 Medical devices 

6-11 

12-21 

Providers 

 Retail/pharmacies 

 Hospitals 

6-11 

12-21 

Figure 2
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ers a mass of buyers, the sellers 

arrive with products to attract 

more buyers. It’s a fast-moving 

cycle that quickly builds a few 

dominant players, and smart 

companies won’t want to be shut 

out. Remember, infomediaries 

are more than just online phar-

macies, and they are here to stay.

4. Get wired

Technology is the major enabler 

to a health outcomes business 

model; unfortunately, pharma has 

long lagged behind other industries 

in leveraging efficiencies from data 

and technology. Here are the major 

enabling technologies that pharma 

must embrace going forward:

 » Big data leveraged with predic-

tive analytics are crucial to 

understanding your customer, 

company, and industry.

 » Scalable and flexible integration, 

including cloud architecture and 

cloud platforms coupled with 

Web speed, is vital to collabora-

tion and transparency among 

dynamic trading partners.

 » Demand-based supply systems 

that segment the supply chain 

according to the characteristics 

of products and customers will 

open the path to agile manufac-

turing by aligning the production 

cycle with patterns of patient 

demand and increasing the low 

frequency of their manufacturing 

processes. It’s all about replenish-

ment and packaging times. 

 » Digital sensors and devices rep-

resent immense opportunities 

to gather data used to empower 

R&D, analyze drug efficacy, 

and to improve manufacturing 

agility. 

5. Automate gross-to-net — now!

Put simply, there’s too much at 

stake to manage such a complex 

and vital process manually. GTN 

automation allows management 

to highlight the costs of poorly 

designed internal and external 

linkages in their supply chain 

accurately, timely, and as a com-

petitive weapon for the enterprise.

6. There is neither time—nor 

money—to do everything in-

house

The Web’s instant communi-

cation power, along with big 

data technologies and new oper-

ational analytics software, 

makes it possible to draw the full 

economic benefit from outsource 

operations and services—from 

manufacturing to SG&A. 

Companies must learn to 

collaborate in areas where they 

have solid footing; agree on 

benefit sharing models; select 

partners for potential value col-

laboration; dedicate resources 

to the collaboration; involve 

senior leadership; and start with 

that long-term perspective. 

RICHARD 

BURCHAM is 

President of BPI 

Technologies. He can 

be reached at 

rburcham@

bpitechnologies.com  
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WILLIAM LOONEY is 
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A
s the reputational chal-

lenges to big Pharma 

progress from bad to 

worse, what steps are 

the industry’s trade associations 

taking to reverse the slide? Worth 

citing for its wider implications is 

the overhaul that Canada’s Rx&D, 

the industry’s oldest functioning 

trade association, has just given 

itself to commemorate 100 years of 

representing the interests of local 

patented drugmakers. On Jan. 4, 

Rx&D formally changed its name 

to Innovative Medicines Canada, 

replacing its single pill-form logo 

with a floating, dot-connected cir-

cle designed to represent the many 

points of collaboration that drive 

the process of modern drugs, from 

discovery to the market. In addi-

tion, the group adopted a new five-

point mission to provide a long-

term structure to its relationships 

with patients, providers, regulators, 

and others. Specifically, Innovative 

Medicines Canada will work to: 

 » Ensure patients have access to the 

innovative treatments they need.

 » Lead Canada with the discovery 

of innovative treatments for lon-

ger, healthier lives.

 » Support balanced patented drug 

regulations that are predictable 

and equitable for innovators. 

 » Set high standards for ethical 

and open practices that respect 

the relationships between our 

employees, the life sciences sec-

tor, healthcare professionals, and 

the public.

 » Cooperate with all healthcare 

partners to provide patients with 

the information and tools they 

need to take their medicines 

safely and effectively. 

In policy shorthand, the new 

mission commits the R&D indus-

try to promote increased patient 

access to breakthrough drugs 

through a strong domestic and 

international research profile; pro-

tect basic rules of IP that recognize 

the upfront financial risks assumed 

by inventors; advance a promo-

tional controls and ethics agenda 

that has made the Canadian indus-

try a world-class leader in compli-

ance; and contribute to appropriate 

drug utilization through improved 

patient adherence to drug therapy.

“Our approach is to emphasize 

that innovation is not just about 

what we do, but how we do it,” 

Innovative Medicines Canada 

President Russell Williams told 

Pharm Exec. The strategy is also 

strongly inclusive, rooted in a pro-

gram called “100 Conversations” 

launched in the organization’s 

2015 centenary year by Board of 

Directors chair Michael Tremblay 

of Astellas Pharma Canada. 

At a recent symposium, Trem-

blay noted that the consultations 

with the health community were 

the most extensive ever by the 

industry—designed to cement its 

bona fides around the partnering 

required to move the needle on the 

industry’s three-year strategic plan.  

That commits the organization as 

a solutions-oriented driver of effi-

cient regulation, one that increases 

drug access through clear approval 

pathways, consistent use of objec-

tive evidence, a better climate for 

attracting clinical trials, and a 

“globally competitive” IP regime. 

Through 2018, expect to hear the 

new Innovative Medicines Canada 

initiate a national dialogue around 

the one question that strikes at the 

heart of Canada’s public health 

dilemma—why a country with a 

historically strong research base 

and significant assets of human 

capital, located astride the world’s 

largest market for new health tech-

nologies, continues to punch below 

its weight in turning good science 

into great products. It’s all about 

this, says Tremblay: “What is the 

cost of not innovating? Of not pro-

longing life, treating chronic dis-

eases, and promoting wellness?  

Most important, are we as a coun-

try willing to pay that price?”

Timing of the overhaul is oppor-

tune. New Prime Minister Justin 

Trudeau has declared its time for 

the country to move from a 

resource-based economy to one 

focused on “resourcefulness”—“on 

what’s between our ears rather than 

below our feet.” In two languages, 

Innovation Canada is resolving to 

hold him to the promise. 

Canada: Fresh Start for   
a New Era

Northern Lights

While drug development has become 

a fully globalized enterprise, there is a 

strong political case for highlighting the 

local origins of many popular medicines 

—in Canada, the invention of insulin for 

diabetes in the first decades of the 20th 

century remains an iconic symbol of the 

country’s historic leadership in medical 

science. Moderating a Nov. 17 cross-

functional expert panel on Canada’s 

still-evolving research model, Pharm Exec 

Editorial Advisory Board member Bernard 

Lachapelle pointed to three examples of 

successful home-based drug approvals 

posted in Canada over the past year: 

t�Egrifta (tesamorelin) from 

Theratechnologies, for the treatment of 

HIV-associated lypodistrophy, invented 

by researchers in Montreal. 

t�Revestive (teduglutide) from Shire, for 

the treatment of short bowel syndrome. 

Formally a product of Shire-acquired 

NPS Pharmaceuticals, it was invented by 

a team led by Dr. Daniel Drucker of the 

University of Toronto. 

t�Stensiq (asfotase alfa) from Alexion, 

for the treatment of hypophosphatasia, 

invented by Enobia Pharma in Montreal. 
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the 4A’s. She can be 

reached at  mrosen@

aaaa.org

H
ealthcare and pharmaceutical advertis-

ing is a litmus test for the rest of us in 

the industry. Highly regulated as the 

sector is,  you could easily argue that 

it’s the hardest kind of advertising to do. It may 

also be the most rewarding. 

Advertisers tend to view their work in healthcare 

and pharmaceuticals as some of the most meaning-

ful of their careers because they’re being given the 

opportunity to, in some cases, have a huge impact 

in people’s lives. The gravity of their position is why 

so many pharmaceutical companies call on advertis-

ing agencies that are well-versed in the art and law 

of healthcare advertising. For those advertising pro-

fessionals who market direct to physicians, their 

challenge is especially significant, as they are mar-

keting to one of the most educated populations pos-

sible. But whether direct-to-doctor or direct-to-con-

sumer, it takes experience and expertise—and no 

small amount of perseverance—to manage these 

challenges while bringing results. Those who do it 

and do it well are some of the industry’s most mas-

terful storytellers. 

As healthcare communications and advertising 

have become more mainstream, they have also 

become more comprehensive. Healthcare agencies 

are no longer specializing solely in Rx, OTC, med-

ical devices, or even animal health. Because patients 

and caregivers want products and services that get 

results, much of the agency focus is on telling the 

stories that achieve these results. Have a look at 

some of the work taking home trophies from the 

Cannes Lions Health Festival, which heralds the 

“life-changing creativity” of those in the industry, 

and you’ll see that the stories being told are those 

that could change the world. As the world could use 

some changing right about now, life-changing cre-

ativity is especially resonant with today’s consumers 

and award-givers. 

This year, to better celebrate the creativity and 

contributions of those in the healthcare communica-

tions space, the American Association of Advertising 

Agencies (4A’s) has added a health and wellness cat-

egory to its second annual Partner Awards, which 

celebrates the creativity that brings unlikely partners 

together to make surprising new things. 

Speaking of unlikely partners, as health agencies 

focus more on consumer campaigns, they are finding 

they have more in common with their peers at general 

market advertising agencies and seeing the ways they 

can benefit from their expertise. Likewise, general 

market agencies have much to learn from the health 

agencies, which are so often trendsetters when it 

comes to creative technologies like virtual reality. 

This is just one of the reasons the 4A’s is actively wel-

coming new health agency members; another reason 

is that we see that health agencies may need our sup-

port now more than ever. Just last month we saw the 

American Medical Association demand a ban on 

pharma’s direct-to-consumer (DTC) advertising—

complaining that marketing budgets are fueling 

demand that is pushing drug costs up inappropriately. 

The 4A’s has long defended health agencies. We 

were a founding member of the Coalition for Health-

care Communication in 1991, and today we count 

many of the biggest, best, and most groundbreaking 

health agencies among our members. Just last year 

we welcomed the largest independent medical adver-

tising agency in the world, AbelsonTaylor, into mem-

bership. We have a government regulations commit-

tee, and much of the legislation and lobbying that 

we do on behalf of the industry is for the health agen-

cies. Of course a lot of our general market agencies 

also do pharmaceutical work, or for hospitals and 

related industries. 

Much of our efforts in D.C. in 2016 are going 

to be about fighting the potential ban on pharma-

ceutical ads. We have beaten it back in the past 

when it has come up, and we will work to do so 

again and to lobby for the role of advertising in 

this industry. As it shapes up to become an issue 

in the 2016 US presidential race, it’s going to be a 

top agenda item for us.

The Creative Impulse 
Defending pharma and health DTC is a top 2016 priority for the 4A’s 
industry trade group

Because patients and caregivers want 

products and services that get results, 

much of the agency focus is on telling  

the stories that achieve these results 
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SOUTH 
AFRICA

With the roots of its history sewn into a constantly 
evolving narrative, South Africa, under democratic 
rule, has undergone a remarkable transition 
through the implementation of sweeping social and 
macroeconomic reforms. Institutional advancements 
have practically touched every fabric of society to 
produce a truly transformative and growth-driven state. 
With a population of 54 million and GDP of roughly 
USD 350 billion, the country is one of the largest 
economies in Africa—second only to Nigeria—and leads 
the continent in broad-based industrial development, 
while also consequently serving as a strategic hub for 
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For pharmaceutical players, the fundamentals have always been 

present—growing disposable income, eclectic demographics, an 

aging population, and a diverse disease burden. But, perhaps more 

in tandem with the country’s evolution are the constant shifts in 

infrastructure developments, policy amendments, and regulatory 

frameworks to effectively capitalize on those fundamentals. In 

some respect, the government has succeeded, now with a ZAR 

39.5 billion (USD 2.8 billion) pharmaceutical market, the larg-

est in Sub-Sahara Africa, growing at a CAGR of 7.4 percent 

from 2014 – 2019 according to the latest IMS Health data, and a 

world-class private healthcare sector that’s on par with any devel-

oped country on the globe. But in other respects, its efforts have 

fallen short given the nation’s heavily overburdened public health-

care system catering to a vast majority of the population who still 

lack fluid access to basic medicines and medical treatments. 

Inheriting the legacy of apartheid, this fundamentally dis-

proportioned two-tiered healthcare model has created its own 

set of challenges for all players across the value chain. With the 

hurdles inherent in an ever-changing landscape, many companies 

are forced to routinely evaluate the viability of their commercial 

strategies and adapt accordingly. Though, most stakeholders 

agree: the current state of healthcare is not sustainable, and only 

by banding together as a collective—public and private—can the 

sector move forward in a productive fashion.

BACK TO BASICS: A WORK IN PROGRESS

With one of the highest Gini coefficients in the world, a common 

statistical representation of inequality, South Africa, for the first 

time in its history, has created a collectively agreed upon roadmap 

to tackle several of the country’s most pressing problems—called 

the National Development Plan (NDP). “The NDP is a vision for 

where the country should be in 2030; a framework for growing 

the economy while tackling unemployment, poverty and inequali-

ty,” exclaims the Minister of Health Dr Aaron Motsoaledi. “With 

regards to health, it sets a number of key priorities. It says that by 

2030 life expectancy should be 70, and that we must produce a 

generation of under 20s who are HIV-free. It goes on to say that 

the quadruple burden of disease must be markedly reduced.” 

Universal health cover-

age is also encompassed 

within the NDP, but while 

National Health Insur-

ance (NHI), now in its 

fourth year of implemen-

tation, is slated to roll out 

over a 14-year period by 

2025, many other more 

immediate initiatives have 

been concurrently implemented to tackle 

multiple fronts simultaneously. One key area 

in reducing the strain on government-run 

facilities is primary healthcare—what the 

Minster refers to as the “heartbeat of South 

Africa’s healthcare system.” The Ideal Clinic 

initiative was created to improve the quality 

of care in 3,500 primary healthcare facilities 

across the country, while also encouraging 

a wider spread of community-based health 

promotion and disease prevention programs. “Ten elements are at 

the core of this concept, including how the administration of the 

clinic should function; what policies, protocol and clinical guide-

lines should be followed by staff; what service a clinic should offer, 

as well as infrastructure requirements,” the Minister explains. 

“Sequenced approach in terms of treatment is impera-

tive in managing the costs associated with a country’s health-

care system,” affirms head of KPMG’s healthcare and life sci-

ences practice Joubert Krugel. But, with a public system that 

has greatly deteriorated over time, many general practitioners 

have actually migrated into the private sector in search of bet-

ter working conditions and higher rates of compensation. As 

such, “considering that their role as primary givers of health 

has largely diluted, many patients bypass family doctors and 

directly seek hospital or specialist care—further driving the 

costs of secondary and tertiary health services,” asserts Kru-

gel. According to South Africa’s Department of Health, in 

March 2012, South Africa saw 165,371 qualified health prac-

titioners in both public and private sectors registered with the  

Aaron Motsoaledi, minister of 

health; Anban Pillay, executive 

director, Department of Health

Stavros Nicolaou, 

chairman, 

PHARMISA & PHEF

AN OVERVIEW OF SOUTH AFRICA’S HEALTHCARE EXPENDITURE

2000

2012

General government 

expenditure on 

health as % of total 

expenditure on health

41.3

48.4

Out-of-pocket 

expenditure as % of 

private expenditure 

on health

22.2

13.8

Per capita 

government 

expenditure on health 

(PPP int. $)

254

528

Per capita total 

expenditure on health 

at average exchange 

rate (US$)

246

651

Source: World Health Statistics, 2015.
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Health Professions Council of South  

Africa—which includes 38,236 doctors 

and 5,560 dentists. This leads to a doc-

tor-to-population ratio estimated around 

0.77 per 1,000, but considering that 73 

percent of general practitioners work in 

the private sector, there is just one prac-

ticing doctor for roughly every 4,200 

people. 

In 2014, World Bank estimates place 

healthcare expenditures in South Africa 

at 8.9 percent of GDP. When compared 

to the other members of BRICS, Brazil 

leads the pack in terms of healthcare ex-

penditure at 9 percent of GDP, equiva-

lent to the European average, followed 

by South Africa, Russia, China, and 

then India. “Yet when we look at the 

health outcomes, those four countries 

are all far ahead of South Africa. This 

is because we are adopting the Ameri-

can model, something not appropriate 

for a developing country,” claims the 

Minister. 

Despite a roughly 50-50 split in health-

care spending, a disparity is unveiled when 

public and private sector spending are bro-

ken down per capita—USD 194 and USD 

784 respectively—a disposition largely at-

tributed to the vast inequalities between the 

two. But, Dr Anban Pillay, Executive Di-

rector at the Department of Health, argues 

that the poorer health outcomes are strictly 

a result of the unique set of challenges faced 

by South Africa. “Most of the developed 

countries, as well as many other develop-

ing countries with similar GDP levels, 

aren’t faced with this burden. Talking more 

specifically about HIV and AIDS, South 

Africa has nevertheless become a regional 

hub, thanks to one of the most well funded 

HIV programs in the world, which already 

provides our patients with some of the most 

innovative drugs available on the market.”

Stavros Nicolaou, chairman of Phar-

maceuticals Made in South Africa 

(PHARMISA), agrees, “In recent times 

we have received some criticism that the 

country is not realizing its economic po-

tential. We need to place this in perspec-

tive. There are not many countries in the 

world that have had to contend with the 

explosion in healthcare needs that we’ve 

had to as South Africa. While there are 

numerous remaining challenges, we have 

achieved much. We now have 3 million 

people on ARV treatment, around sev-

en times the size of the next large ARV 

public program, the Brazilian one.” That 

being said, however, “The challenge re-

mains that of leveraging all of your ex-

isting health resource to optimize health 

Bongani Mayosi, head of 

department of medicine, University 

of Cape Town; Joubert Krugel, 

head of life sciences Africa, KPMG

Public Health
Enhancement Fund

Working together to enhance health

Working together to enhance health

    No single sector in South Africa, albeit the public or private sector can successfully confront  

 the immense challenge of the quadruple burden of disease. It requires combined forces, shared 

vision and commitment to working together.

  The Social Compact Forum and the Public Health Enhancement Fund (PHEF) were launched in 2012 with one goal in mind –  

  to establish a social compact in healthcare.

 Since then, we have been joined by 22 companies who have helped us in realising our vision of enhancing healthcare for all South  

 Africans by initiating and running with several projects.

 The PHEF is managed by the private sector through the establishment of a not-for-profi t entity to leverage and contribute to strengthening 

the health sector that will lead to a stronger relationship between public and private sectors to the benefi t of all our people.

For more information visit  www.phef.co.za
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outcomes for all South Africans, regardless of whether they re-

side in the public or private sector,” argues Nicolaou.

Back in 2009, British medical journal The Lancet commis-

sioned a series on the state of healthcare in South Africa. “It rec-

ognized that in the first 15 years of the new democratic South 

Africa, in terms of health and the health system, the country had 

moved backwards,” details Bongani Mayosi, head of the Depart-

ment of Medicine at University of Cape Town. The Minister of 

Health referred to this period as “backpedalling” in which the 

average life expectancy of a South African at birth decreased by 

nearly 20 years to age 50. This trend was mainly due to the ex-

plosion of HIV/AIDS and TB, but also compounded with three 

other major health problems including maternal and infant mor-

tality, interpersonal violence and injuries, and a growing preva-

lence of non-communicable diseases—collectively coined as the 

quadruple burden of disease—which continues to persist today. 

“UBUNTU” – TOGETHER WE ARE MORE 

Perhaps the most quintessential example of sector wide col-

laboration is the Public Health Enhancement Fund (PHEF). 

A consortium of 23 private sector companies dedicated to 

improving health conditions in South Africa, this initiative, 

which launched in 2012, spans multiple industry segments in-

cluding distributors, funders, pharmaceuticals, medical devic-

es, and hospital groups. “Between 2010 and 2011, a group of 

pharmaceutical and private health industry CEOs decided the 

need to sit down with the minister and try to offer collabora-

tive efforts to identify the challenges for the healthcare sector 

and how they can be addressed,” recounts Ayanda Ntsaluba, 

group executive director at Discovery Holdings and chairman 

of the PHEF projects committee. “The initiative between the 

CEOs and the minister was a very interactive process and led 

to an agreement on three fundamental projects.” The three 

areas of focus include:

Firstly, Addressing the shortage of doctors and specialists by 

supporting the intake of medical students

Secondly, Increasing the managerial capacity of healthcare 

executives, particularly in public hospitals, through the Acad-

emy of Leadership and Management in Healthcare

And thirdly enhancing level of high-level 

research conducted across different health dis-

ciplines by producing up to 1,000 PhD gradu-

ates over the next 10 years

“An era emerged where the private sector 

developed this idea of pooling resources to-

gether in order to contribute to the enhance-

ment and improvement of healthcare in gen-

eral, under the leadership of the Department 

of Health,” depicts the vice chairman of the 

PHEF Dr Nkaki Matlala. “We invited all 

companies active in the healthcare industry…

[and] set a policy that a certain percentage of 

net profit after tax [0.75 percent] would go to-

wards the fund, with some companies deciding 

to partake, but none being coerced.”

Essentially, the underlying components of this fund center on 

addressing the skills shortage in the country, while also build-

ing managerial and educational capacities. “In this instance, 

it’s less to do with history and more about supporting any  

South African demonstrating a desire and aptitude to succeed in 

medicine research and other clinical disciplines by enabling them 

Ayanda 

Ntsaluba, group 

executive 

director at 

Discovery 

Holdings and 

chairman of 

PHEF projects 

committee

While the pressing burden of HIV and TB continue to headline 

South Africa’s therapeutic priorities, increasing urbanization and 

lifestyle changes have fueled the prevalence of non-communica-

ble diseases (NCDs) such as diabetes, cancer, cardiovascular dis-

ease, and hypertension. That being said, however, funding and 

preventative action for NCDs have not experienced the same wide-

spread prominence as communicable diseases such as HIV and 

TB. “The allocation of budget gives a clue to the importance the 

South African government attaches to the prevention and treat-

ment of NCDs,” asserts Vicki Pinkey-Atkinson, Strategy Director 

at The South African Non-Communicable Diseases Alliance (SANC-

DA). “The total national government budget for NCDs is only 25 mil-

lion Rands (USD 1.75 million) half of which cover personnel costs. 

At subnational level there is no dedicated funding for NCDs.”

With Africa having the highest prevalence of hypertension, 

among other NCDs, in the world—afflicting 46% of all African 

adults and constituting a quarter of all premature deaths on the 

continent—companies like AstraZeneca have sought out partner-

ships with public and community stakeholders to institute ground-

breaking initiatives. “In November 2014 we launched our Healthy 

Heart Africa program,” details Karl Friberg, country president of 

AstraZeneca South Africa and Sub-Saharan Africa. “Healthy Heart 

Africa is designed in consultation and collaboration with non-

governmental and community based organizations, international 

organizations, health experts and governments to support local 

health systems. It looks to increase awareness of the symptoms 

and risks of hypertension, offering education, screening, treat-

ment and control.”

The Healthy Heart Africa campaign will focus on encouraging 

awareness and preventative care, while upskilling healthcare work-

ers to provider adequate care and strengthening the supply chain 

for antihypertensive medicines. Originally launched in Kenya with 

five 18-month long demonstration projects, the program will build 

upon its early milestones and leverage its network of 2,000 health-

care workers to expand into other African countries. “Our commit-

ment is to decrease the burden of high blood pressure afflicting 

African communities by 25 percent by 2025 through supporting the 

WHO’s ‘25 by 25’ global monitoring framework for preventing and 

controlling non-communicable diseases. Our ambition through this 

program is to reach 10 million Africans by 2025,” details Friberg. 

Healthy Heart Africa: Strengthening Healthcare Capabilities
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and technologies across all aspects of health — from 

prevention and wellness to diagnosis and treatment. It’s 
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to materialise their ambitions without the 

associated financial burden”, reasons the 

country manager of Roche Diagnostics 

Rajen Bhimaraj. “The PHEF aims to fund 

those who can’t normally afford post-grad-

uate degrees or medical programs, with the 

ultimate hope that these individuals recip-

rocate the investments by eventually prac-

ticing in the local environment.”

For industry leaders, this initiative 

represented the mutual acknowledgement 

of major challenges facing South Africa 

today and the shortcomings of its health-

care system. “In the past, many companies 

have pursued independent initiatives, but 

the challenge was effectively governing 

these initiatives from an administrative 

perspective to materially impact one uni-

fied front—which often only served to di-

lute the results. The PHEF has helped us 

gain efficiency, but also scale to facilitate 

greater impact, as a collective,” illustrates 

Christo Kruger, general manager of Ab-

bVie and chairman of the PHEF marketing 

committee. “Government support from 

the Ministry of Health (MoH) has helped 

the steadfast development of the PHEF so 

far. But perhaps the most fundamental 

component of the fund’s success, consider-

ing the minimally allocated administration 

and marketing budgets, is steeped in this 

voluntary public private cohesion—specif-

ically with the amount of pro bono work 

donated by the professionals and the com-

panies representing this collaboration.”

As the PHEF approaches the end of 

its three-year commitment, all stakehold-

ers, especially the ones not currently in-

volved, are looking to see how the scope 

of this project will evolve and momentum 

maintained. “At the moment, every single 

company represented within the PHEF has 

an obligation to be actively engaged and to 

lobby for more participation to ensure that 

we maintain this momentum. We now 

have tangible results to demonstrate the 

SOUTH AFRICAN PHARMACEUTICAL MARKET BREAKDOWN Source: IMS Dataview September, 2015.

Total market PPG%

VALUE 2.37bn 7.8%

UNITS 721.2m 0.9%

Private market SHARE PPG%

VALUE 2.01bn 84% 7.5%

UNITS 450.7m 62% 3.9%

State Hospital* SHARE PPG%

VALUE 0.36bn 16% 9.4%

UNITS 270.5m 38% -3.8%* Data from State Hospitals only.

All values from latest month, value in USD.
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proof of concept and a solid 

platform to move forward 

from. Starting from a grass-

roots level, we have every in-

tention to broaden the scope 

and scale of the PHEF in the 

coming years to effectively 

pierce through the underly-

ing issues of our healthcare 

system,” contends Gauta Ma-

vundla, general manager of 

established pharmaceuticals at Abbott South Africa.

COLLABORATING FOR A BETTER TOMORROW 

Although the clinical needs of the population have grown in 

parallel with the country’s development, healthcare delivery mod-

els have largely remained static. The private sector continues to 

boast the latest advancements in therapies, equipment, and facili-

ties—made available to roughly 16 percent of the population at 

an extensive premium. Meanwhile, catering to the remaining 84 

percent, public healthcare infrastructure exhibits massive resource 

constraints and shortages of skilled labor. “Because of the dual-

ity of our healthcare system, there is still only limited cooperation 

between the two sectors. 

Aside from infrastructure 

conception, cooperation be-

tween public and private sec-

tors remains largely restricted 

to a just a few areas,” con-

tends Dr Dumisani Bomela, 

CEO of the Hospital Associa-

tion of South Africa (HASA), 

which represents the majority 

of private hospitals in the country. 

“Private sector has so much to offer in terms of knowledge, 

education, and skills, and we absolutely want to contribute to 

the overall improvement of South African healthcare. However, 

we would like the government to review the current policy con-

straints,” insists Dr Bomela. “Talking about the low-hanging 

fruits of this partnership, we could easily create a training plat-

form for doctors (undergraduates or specialists), but unfortu-

nately doctors’ education strictly remain a prerogative of public 

authorities. Private hospitals could also contribute to the training 

of a larger number of nurses, which is also currently limited by 

the legislative constraints. This kind of training initiative would 

be very useful in tackling the shortage of nurses and doctors cur-

rently facing the South African healthcare system.”

Christo Kruger, general manager 

of AbbVie and chairman of the 

PHEF marketing committee; 

Gauta Mavundla, general 

manager, Abbott EPD

Konji Sebati, CEO, IPASA; 

Dumisani Bomela, CEO of the 

Hospital Association of South 

Africa (HASA)
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Serving the interests of research-based pharmaceutical com-

panies, the CEO of the Innovative Pharmaceutical Association of 

South Africa (IPASA) Konji Sebati further urges the importance 

of having all stakeholders across the sector work together for a 

stronger impact. “My biggest priority over the last ten months has 

been to rebuild trust with the Department of Health, our biggest 

stakeholder, with our patients and the physicians. It is essential 

for us to project ourselves as part of the healthcare value chain, 

moving on from the ‘us versus them’ mentality.”

This collaborative sentiment has been felt amongst many 

industry players—both local and multinational—operating in 

the South African landscape. Luciano Marques, CPO head and 

country president of Novartis South Africa, believes that “dia-

logue and teamwork amongst public and private actors is crucial, 

especially for an emerging market that is undergoing a transfor-

mation of its healthcare system.” Aside from its efforts in provid-

ing affordable medicines to tackle malaria and TB, the company 

has also sought out public-private partnerships 

to facilitate a greater impact. “We have recently 

signed a joint venture with IBM and Vodacom, 

where we are working on a platform that will 

help with the management of non-communica-

ble diseases, with a focus on diabetes, hyper-

tension and obesity. We have created a system 

which allows healthcare workers to better co-

ordinate on the ground and to generate data 

allowing for better resource allocation in the 

public system. This platform is currently in a pi-

lot phase; it will make a significant contribution 

to the development of the healthcare system,” explains Marques. 

“The focus is on collaborating to improve the quality of care 

on offer in South Africa - there is no commercially driven interest 

in this partnership. This is not a stand-alone agreement amongst 

three companies; we are engaged in a pilot scheme with the pub-

lic sector. By all working together we can have a greater impact 

in improving the healthcare situation in the country. Companies 

are ready to engage with the government to see how they can im-

prove access to medicines, in both the private and public health-

care systems,” he says.

Even on the retail side, companies such as Clicks have lever-

aged partnerships with the government to improve widespread 

access to medicines and health services. “In the Western Cape, 

we have 40 clinics within our pharmacies. We take provincial 
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Novartis

In straddling the dichotomy created by the pub-

lic and private sectors: Rajen Bhimaraj, country 

manager of Roche Diagnostics South Africa, 

contends, “From a business perspective, we 

don’t have a different way of managing those 

that are financially well off and those that are 

not. We have a product that meets a demand 

and enables a positive clinical outcome—ir-

respective of social class. Ultimately, we work 

with both segments, but we approach them 

differently. The commonality in both segments 

is clinical engagement with all stakeholders to 

drive the medical value of a particular test and 

working with all stakeholders on the value and health economics. 

When it comes to new markers, it’s always about illustrating the 

value that they deliver through clinical workshops. Such targeted 

education and awareness initiatives effectively create the market 

awareness among all relevant medical personnel either alone or in 

partnership with our customers—especially when they see a patient 

that is comprised.”

As the leading in-vitro di-

agnostics provider both do-

mestically and globally, Roche 

Diagnostics plays an impera-

tive role in country’s care life 

cycle. “In the case of HIV, for 

example, in–vitro diagnostics 

is used to screen or diagnose 

patients that are positive, 

then patients are provided 

with ARVs; whilst on ARVs, 

they generally come back for regular monitoring. When we look at their 

viral loads, we’re able to evaluate patient compliance to the instructed 

therapies or even the treatment’s efficacy to begin with, and then sub-

sequently assess or monitor the patients viral loads which then pro-

vides the clinician with more diagnostic information on the need for sec-

ondary intervention if required,” depicts Bhimaraj. “For us, it’s not about 

pushing products into the market, but rather creating a portfolio of so-

lutions that caters to different disease types and provides additional 

medical value or health information to improve patient outcomes.”

Two Sides of the Same Coin

Rajen Bhimaraj, 

country 

manager, Roche 

Diagnostics

COMPETITIVE RANKINGS: TOTAL VS. RX VS. OTC

RANK Top Corporations Top Rx Corporations Top OTC Corporations

1 ASPEN * ASPEN * ADCOCK INGRAM *

2 ADCOCK INGRAM * SANOFI ASPEN *

3 SANOFI NOVARTIS JOHNSON & JOHNSON

4 NOVARTIS PFIZER CIPLA

5 PFIZER MERCK & CO NOVARTIS

6 CIPLA CIPLA VALEANT PHARMA

7 JOHNSON & JOHNSON ADCOCK INGRAM * RECKITT BENCKISER

8 MERCK & CO ASTRAZENECA SANOFI

9 BAYER ROCHE PFIZER

10 ROCHE BAYER BAYER

* Denotes local corporations Source: IMS Dataview TPM September, 2015.

Courtesy of Roche Diagnostics
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Colleen, you have been the coun-

try director at Amgen South Af-

rica for over two years now. What 

was your vision for the affiliate? 

Ponda Motsepe-Ditshego, our 

medical director, and I started in 

May 2012 when Amgen opened 

a scientific office in Johannes-

burg. Establishing a scientific of-

fice in South Africa enabled us 

to engage directly with opinion 

leaders and academic research-

ers involved in clinical trials in 

the areas of cardiovascular, oncology, infectious dis-

eases, endocrinology, neuroscience, nephrology and 

bone health. We are currently running a large number 

of clinical trials, in both the private and academic sec-

tors, and across a range of disease entities such as 

oncology, hematology and cardiovascular. The initial 

ambition was to establish Amgen from a scientific per-

spective in South Africa, and to find a way to bring our 

technologies to the market. 

You mentioned that you bought your company back 

from a distributor, how has this transition been for you 

so far, and what advantages has it given you?

The transition has been very smooth, we have been 

able to take on the new business rapidly. We had the 

right staffing in place to ensure the continuity of our 

product supply. We are there to serve patients and in 

order to do so you have to make sure you get the right 

quality product to them.  I am pleased to be working for 

Amgen, a company with a high level of integrity, which 

has very strict standards in terms of quality.

What are the most fundamental things you would like to 

achieve over the next three years? 

We want to establish a presence in South Africa so that 

we can bring innovative medicines to meet the needs of 

patients with serious illness. Secondly, we want to look for 

ways to create more access for patients to our products 

and to our exciting pipeline. Lastly, we are looking at how 

we can partner in South Africa with the government and 

within the private market as well within the pharmaceuti-

cal and biotechnology industry. We want to have a strong 

position now and in the future.

Amgen: Fresh vision, fresh mission

Colleen Purdy, 

country director 

South Africa, 

Amgen

Transforming the language

of life into vital medicines

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

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

©2015 Amgen Inc. All rights reserved.
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vaccination stock, and for a small service fee, we will immunize 

babies. Rather than going to state clinics, patients can now con-

duct baby immunizations in Clicks clinics—effectively alleviat-

ing the pressure on state clinics,” describes David Kneale, CEO 

of the Clicks Group. Furthermore, within several NHI pilot dis-

tricts, Clicks stores act as pick up points for patient prescriptions, 

as opposed to a state facility—saving costly and time-consuming 

trips for many patients. 

British-Swedish multinational AstraZeneca has also tasted 

the growing fruits of collective empowerment. “Over the last few 

years, AstraZeneca has received a lot of interest in partnering 

with governments to tackle the burden of non-communicable dis-

eases,” recounts Karl Friberg, country president of the company’s 

South Africa & Sub-Saharan Africa operations. “As a global bio-

pharmaceutical company, we know that AstraZeneca can make a 

meaningful contribution to increase access to healthcare. We are 

pursuing a range of different initiatives across patient populations 

to understand what works best and in what context.”

“Going into the future, the nature of collaboration has to im-

prove between public and private healthcare stakeholders. In the 

past, although operating in the same space, the two sectors func-

tioned somewhat independent of each other,” illustrates the gener-

al manager of established pharmaceuticals at Abbott South Africa 

Gauta Mavundla. “We’re now seeing the widespread growth of 

various public private partnerships—the PHEF being one of them. 

The objectives focus on establishing common ground between 

the government and the business community, while addressing 

areas that are critical to the 

sustainability of our health-

care system—which we are 

all an integral part of. We are 

effectively moving towards a 

direction with more cohesive 

and seamless collaboration 

between the two sectors in 

our market.”

BY SOUTH AFRICANS, FOR SOUTH AFRICANS

In its seventh iteration, the Department of Trade and Industry’s 

(DTI) Industrial Policy Action Plan (IPAP), which details key ac-

tions and time frames for the implementation of industrial policy, 

has once again delineated pharmaceuticals as one of the eight pri-

ority sectors. Although only attributed to just 0.4 percent of the 

global pharmaceutical market by value, South Africa’s pharma-

ceutical market is by far the largest in Africa, with the largest ARV 

program in the world—providing treatment to roughly 3 million 

people in the public health sector and 150,000 in the private sectors 

as of December 2013. Despite this, though, the DTI describes the 

country’s manufacturing profile as skewed, ’bottom-heavy,’ with 

technologically advanced yet often under-utilized formulation  

The MC Pharma Group consists of various subsidiaries, 

each with a specific focus and expertise that helps clients 

drive value. The mother company, MC Pharma, assists local 

and international companies that don’t have the necessary 

infrastructure for medicine registrations or licenses with coun-

cils and authorities—effectively acting as their marketing au-

thorization (MA) holder. In conjunction, MC Pharma Consulting 

is the regulatory affairs advisory and consulting component 

acting between clients and local authorities, such as the Medi-

cines Control Council.

The group is especially excited about its new platform, MC 

Pharma Global, a subsidiary based in Singapore that will focus 

on assisting South African companies launch their products 

into Sub-Saharan Africa, Southeast Asia Europe, and South 

America.

Their other subsidiary is Venture Pharmaceutical and Medical 

Products, the organization’s sales & marketing entity. Through 

VP they commercialize products in South Africa across various 

specialties for and on behalf of clients looking for sales solu-

tions. They are able to offer customers tailor-made service solu-

tions, and are the only group in South Africa to do that. Ultimate-

ly, MC Pharma’s underlying focus centers on taking the current 

model of success and replicating it across other markets, while 

offering expert services to global clients as well.

MC Pharma: Local Context, Global Outlook 

Karl Friberg, country president, 

AstraZeneca; David Kneale, CEO, 

Clicks Group
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BioPharma’s 
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we’ll go.
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capacities, including triple fixed-dose ARV 

tablets, and disproportionately smaller 

API manufacturing. “Indeed, less than 5 

percent of APIs are manufactured in South 

Africa, as they are mostly imported from 

India, the EU and China. This helps build 

up the BRICS, but on the back end of it, 

the majority of pharmaceutical revenues 

leave the country and that is not sustain-

able,” details the managing director of 

MC Pharma Group Henk Krebs.

“I implore the government to in-

crease its financial support for locally 

produced drugs, rather than massively 

funding imports of foreign drugs,” as-

serts the CEO of Proudly South Afri-

can, Leslie Sedibe. “If we continue to 

import drugs without ensuring that in 

the medium to long term we will be able 

to produce them locally, our money will 

always support overseas job creation 

rather than addressing South African 

unemployment.” 

With the hopes of stimulating more 

domestic value creation, “In December 

2011, the National Treasury amended the 

Preferential Procurement Policy Frame-

work Act for public tender calls—des-

ignating local procurement for certain  

designated industry sectors as compul-

sory. Furthermore, the Local Procure-

ment Accord was also signed in October 

2011 by the private sector, organized la-

bor, communities, and government. This 

progressive and incremental movement 

will help fulfill the aspirational target of 

75 percent local procurement content and 

create a platform for five million new jobs 

by 2020,” holds Sedibe.

Coupled with mandatory offers of ge-

neric substitution, these mechanisms have 

fueled the rise of domestic manufacturers 

such as Aspen and Adcock, while also 

driving the exponential growth of gener-

ics—which continue to erode originators 

in both volume and value. For local gener-

ics manufacturer Pharma Dynamics, the 

company has shown a consolidated an-

nual growth rate over 5 years of 28 per-

cent—quickly becoming the fourth largest 

generic pharmaceutical company in South 

Africa and a natural acquisition for Lupin. 

“Given the large number of generic phar-

maceutical companies present in the coun-

try,” depicts Pharma Dynamics CEO Paul 

Anley, “another key to our success has 

been our focus on marketing and sales. 

We invested heavily in this area, with a 

marketing and sales infrastructure of over 

110 people. We are not merely relying on  

pharmacists to substitute original prescrip-

tions, or other generic prescriptions, with 

our products, but are encouraging the doc-

tors to prescribe Pharma Dynamics prod-

ucts. As a result, pharmacists feel com-

fortable dispensing or substituting with 

a Pharma Dynamics brand.” He goes on 

further to highlight, “One of the advantag-

es we have over some of our competitors 

is that having been independent for most 

of our history, we developed strong rela-

tionships with a number of pharmaceuti-

cal companies who were not represented in 

South Africa. This provided us with access 

to numerous different pipelines and this 

now includes the Lupin pipeline.”

But despite such a forthcoming envi-

ronment, the prevalence of local manu-

facturing has been lackluster at best—

especially with medical products, i.e. 

pharmaceuticals, medical devices, and 

medical diagnostics, jointly as the 5th 

largest contributor to South Africa’s trade 

deficit. Anley offers several insights be-

hind this singularity: “My belief, and this 

view is shared by most global pharma-

ceutical companies, is that the benefits of 

economies of scale of global manufactur-

ing far outweigh any potential incentives 

Since 2012, Aspen has significantly diversified 

its business, both geographically and in certain 

key specialty areas. The group has invested sig-

nificant resource and effort in materially grow-

ing its international footprint and related prod-

uct pipeline. With this expanded global reach, 

Aspen now has an active presence in over 70 

countries globally and its products are sold in 

150 markets worldwide. In this instance, an 

active presence relates to marketing, sales, 

and distribution. In many jurisdictions they also 

have factories with their own domestic manu-

facturing capability aimed at optimizing their 

market position in that country or region.

Furthermore, over the last three years Aspen has reduced its 

involvement in the more commoditized portfolios and moved into 

more specialized areas, both in product pipeline and manufacturing. 

Part of this strategy has meant the divestment of certain non-core 

commodity portfolios, thereby reducing supply chain and logistics 

complexities. This also enables the company to realize greater sup-

ply chain efficiencies and manufacturing synergies, which collec-

tively helps better service their core product portfolios in an increas-

ingly expansive global footprint.

This year also saw a significant push of their business into Europe 

CIS through their thrombosis portfolio. This geography is now the 

single biggest contributor to group revenue.

In addition, Aspen acquired a portfolio of 25 established brand-

ed products from GSK in Australia, as well as an API and portfolio 

of branded formulation products from MSD (Male and Female hor-

monal products) in the last four years.

Collectively, their strategy remains focused on consolidating 

their international footprint and global presence, expanding spe-

cific product portfolios and pipelines, optimizing operational syner-

gies, and bolstering niche manufacturing opportunities. In doing 

this, they’ve now become the world’s 6th largest generics manu-

facturer, but their ability to maintain or even usurp that positioning 

will strictly depend on the efficient and optimal execution of these 

strategies moving forward. 

Strategic Review of Stephen Saad’s Aspen 

Stephen 

Saad, CEO & 

founder Aspen 

Pharmacare

Leslie Sedibe, CEO, Proudly 

South African; Paul Anley, CEO, 

Pharma Dynamics
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for local production. The inefficiencies of 

smaller production runs to satisfy local 

demand are greater than the incentives 

provided by government. Of course, there 

would be a strategic advantage to produce 

locally with incentives to supply a global 

market. Of particular concern though, is 

the time taken to get regulatory approval 

for manufacturing changes, which pre-

clude a greenfield production project.”

One company in particular, how-

ever, has managed to thrive in the face of 

South Africa’s import dependency. Head 

of operations for research-based Indian 

pharmaceutical company Hetero, Kevin 

Moodaley contends, “The main issue in 

South Africa is one of supply. The demand 

is increasing and Hetero can play a key 

role given our API and finished formula-

tion capacities. We are one of the leading 

companies in terms of our large manufac-

turing capacities. The government and our 

objective is to make the prices of medicines 

more affordable. We are a vertically in-

tegrated company, from our APIs to our 

finished formulations. Previously, we used 

to distribute single molecules but today we 

have a wide range of fixed dose combina-

tions.” Elaborating further on their ambi-

tions, Moodaley says, “We are continu-

ously working towards broadening our 

fixed dose combinations portfolio to meet 

Minister Motsoaledi’s need for making 

more fixed dose combinations available to 

patients across the country.”

ONE STEP AT A TIME

In an attempt to control price inflation and 

increase transparency, South Africa’s regu-

latory bodies introduced a single exit price 

(SEP) in 2004. Only adjusted once a year 

based on historical exchange rates, SEP is 

the maximum price that drug manufactur-

ers can sell a product at, irrespective of vol-

umes and net of rebates and discounts. In 

the last few years, the DoH has set increas-

es below the real increase in costs—creat-

ing an added layer of financial risk in the 

presence of currency volatility. “South Af-

rica has one of the five most highly vulnera-

ble emerging market currencies,” exclaims 

PHARMISA chairman Stavros Nicolaou. 

“Within this group of countries you have 

Brazil, India, Turkey, South Africa and In-

donesia. The rand has gone from 8.10 to 

the dollar in 2012, to almost 14 today. This 

has placed significant margin pressure on 

pharmaceutical businesses in the country 

as most components are imported.”

Moreover, the influx of healthcare 

consumption and lack of regulatory per-

sonnel are greatly contributing to lagging 

registration timelines with the Medicines 

Control Council (MCC). “A significant 

number of companies, including Adcock 

Ingram, have a substantial amount of 

products stuck in the regulatory process, 

some of which have been there for four 

or more years,” claims Ashley Pearce, 

managing director of Adcock Ingram’s 

prescription division. “In order to increase 

the access to medicines, we would need 

to have more medicine available, because 

with competition, prices go down, and 

there will be more flexibility in terms of 

product availability and pricing.”

“Although eventually transforming 

into a new structure called the South Af-

rica Health Products Regulatory Agency 

(SAHPRA), the current form of MCC 

has a severe capacity issue in terms of 

staffing—with at least half of the staff 

voluntarily assessing dossiers. The qual-

ity of dossiers aside, there is always go-

ing to be multiple reasons a registration 

might be delayed. But, as it is currently, 

we need to improve the ability of the 

MCC to speed up drug registration time-

lines. Mutual recognition of products 

that are available in other countries—

whether that’s in the EU or Singapore—

and allowing those products to be fast 

tracked through registration could sig-

nificantly help streamline the process,” 

asserts Pearce. 

Kevin Moodaley, head South 

African Operations, Hetero Drugs; 

Vivian Frittelli, CEO, NAPM
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The CEO of the National Association of Pharmaceutical Man-

ufacturers (NAPM) Vivian Frittelli insists that this new agency, 

SAHPRA, will operate in a more independent capacity that will 

allow it to solely benefit from any income it receives—acting in a 

similar fashion to the FDA. He further contends, “The formation 

of SAHPRA was legislated prior to the year 2000. However there 

were some technical issues which caused the founding legislation 

to be repealed and the bill was rewritten and is currently under 

consideration by the Parliamentary Portfolio 

Committee on Health.” The official implemen-

tation has yet to be determined.

However, from the more holistic perspective 

of MRA Regulatory Consultant’s director, Hen-

riette Viennings, there’s a completely separate, 

more pressing area, that if left unaddressed, can 

effectively hamper the sector’s steadfast develop-

ment. “We have a considerable challenge as an 

industry in that our regulatory and compliance 

information is still predominantly paper-based. 

It is a huge burden because digitization can take 

time, and if it is not done well, poses a risk due to the potential loss 

of data. We are seeing companies struggle with the management 

of regulatory information from multiple mergers and acquisitions 

that have also often lead to incomplete data transfer/on-board-

ing.” She goes on further to insist that “Many companies have 

not yet changed their focus and investment strategy from market-

ing to the implementation of compliance systems which places a  

considerable strain on the quality management and regulatory 

teams within these organizations.”

EXPERIMENTING WITH THREE MODELS OF  

SUCCESS

With such a myriad of market challenges, companies have pur-

sued an array of strategies to maximize earnings potential. Three 

companies in particular have formulated their business models to 

circumvent negative externalities, mitigate risks, and ultimately 

generate exceeding levels of commercial growth:

Galderma’s Diversified Portfolio Structure

For the international dermatology specialist Galderma, suc-

cess has been largely derived from diversifying into multiple 

product segments such as self-medication and medical devices. 

“Considering the limitations of the Medicines Control Council 

(MCC), the availability of new pharmaceuti-

cal products is relatively scarce on our end. In 

fact, we’re about to launch a new prescription 

product early next year—the first in roughly 

eight years,” illustrates the managing direc-

tor of Galderma South Africa Jenny Wright. 

“We currently have a healthy pipeline of me-

dicinal products, but, given the relatively long 

registration timelines, we will only be able to 

commercialize these products around 2019—

starkly contrasting the regulatory environment 

for medical devices and therapeutic skincare. Since there are no 

registration requirements at this time, we’re able to launch these 

The South Africa pharmaceutical industry 

was decimated between 1998 and 2005, 

losing 37 manufacturing plants and 6,500 

jobs, chiefly as a result of global trends such 

as consolidation and mergers and acquisi-

tions. When so many multinationals have 

pulled the plug on domestic manufacturing 

in South Africa, Sanofi’s production facility 

has thrived on a wave of success and expe-

rienced consistently maximized utilizing—

touted as one of the best pharmaceutical 

plants in South Africa. “In ensuring continued 

operational success, managers in this country must constantly 

question the relevance of their businesses in South Africa, urges 

general manager of Sanofi South Africa John Fagan. “For Sanofi, 

one of the foremost considerations is the development of local 

talent and skills. Our Mamelodi factory currently employs roughly 

400 people—a relatively high rate of employment that we have 

every intention of maintaining. The second consideration is the 

country’s unique disease burden—50 percent of our local manu-

facturing is geared towards creating TB and HIV medicines. For 

us, commercial and social relevance are two factors that very 

much go hand-in-hand with each other. Moving forward, we’re 

keen on preserving this level of localization as a fundamental 

component of our long-term strategies.”

Manufacturing Excellence with Sanofi 
South Africa

John Fagan, 

general manager, 

Sanofi

Henriette 

Viennings 

director MRA 

Regulatory 

Consultants

Jenny Wright, 

managing 

director, 

Galderma 

THE TOP 10 CORPORATIONS IN THE TOTAL PRIVATE 

MARKET CONTRIBUTE 58% TO MARKET VALUE AND ARE GROWING 

ABOVE THE MARKET
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THE TOP COMPANIES ARE LOCAL AND OCCUPY 20.5% WHILST GLOBAL 

COMPANIES HAVE 37.5% . EXCEPT FOR ASPEN AND CIPLA MOST OF THE TOP 

10 COMPANIES ARE GROWING WELL ABOVE THE MARKET
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7.9%, ABOVE THE MARKET 
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Reducing the Impact of HIV on Infants:

Early diagnosis of HIV in infants is made possible using PCR1 

technology. This enables rapid implementation of ART2 in children 
infected by mother-to-child transmission.

Why PCR1? Infants born to HIV-positive mothers passively receive 
antibodies across the placenta which can persist for up to 18 
months, making antibody based HIV tests (RAPID or ELISA) 
unreliable during this critical period.

Over the past two decades, Roche, the company that developed 
and launched PCR1 commercially in the early nineties, has been 
providing its unique Amplicor HIV-1 PCR1 test for Early Infant 
Diagnosis (EID) of HIV. This test was offered at greatly reduced 
costs as part of Roche’s Amplicare Initiative: A programme aimed 
at increasing access to HIV Diagnostics in Africa.

In partnership with National of Ministries of Health, Roche has 
remained committed to providing workable solutions to the unique 
challenges of a national scale-up of EID testing. Firstly, Roche 
invested heavily in validating the use of Dried Blood Spots (DBS) 
technology for Early Infant Diagnosis PCR1. 

Dried Blood Spots enabled low volume samples to be collected 
more easily from infants, while providing a more stable sample 
type which facilitated testing at remote rural locations. In response 
to the subsequent need for greater automation and through-put 
of testing, as volume requirements increased dramatically, Roche 
then fast-tracked the development of a fully automated, high 
through-put application of its EID test. This fully automated system 

has become the gold-standard for infant HIV testing globally – an 
innovation borne out of an African need has resulted in a global 
impact on infant HIV outcomes. 

Roche has since partnered throughout Africa to improve EID 
programmes. In 2008 Roche entered into a Public Private 
Partnership (PPP), with French Funder UNITAID and the Clinton 
Foundation, with the aim of increasing access to diagnostic 
products for Early Infant Diagnosis. This was facilitated through 
Turn Key Laboratory solutions provided by Roche, which include 
everything from laboratory equipment and consumable bundles, 
to comprehensive skills development and technical support. This 
paradigm shift in expanding laboratory services meant the lead 
time in rolling out EID services could be considerably reduced. 
The commitment of Roche to constantly innovate its approach 

the AmpliCare principles. Less than the decade later, Roche has 
lived its Commitment through the launch of the Global Access 
Programme, a direct Response to the call of UNAIDS’ 90:90: 90 
Initiative. 

Roche believes that part of its responsibility as one of the worlds 
leading healthcare companies is to use its expertise to improve access 

are sustainable and have a long-term impact, particularly on the lives 
of people who need it the most.

1) PCR1 - Polymersase chain reaction
2) ART2 - Anti-retroviral therapy

Roche Products (Pty) Ltd | Diagnostics Division | 9 Will Scarlet Road | Ferndale | Randburg | 2125 | P.O. Box 1927 | Randburg | 2125 | (011) 504 4600 | www.roche.com
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products into the market far more quickly.” Under this business 

model, the affiliate has experienced phenomenal base growth, 

with turnover substantially expanding by double digits for the 

past few consecutive years.

Adcock’s Insightful Partnerships

In an opposite fashion, leading local provider of medical de-

vices, Adcock Ingram Critical Care has sought out a long-stand-

ing alliance with internationally renowned healthcare company 

Baxter. Managing director of the critical care division Colin 

Sheen describes the underlying motivations behind this arrange-

ment, “South African companies have limited access to technol-

ogy when it comes to healthcare and pharma-

ceutical products. As such local businesses are 

rather dependent on international partner-

ships to support their offering and pipeline.” 

The collaboration has thrived over the years 

and brought about benefits for both compa-

nies, as Sheen recounts, “we have been able 

to build the Baxter brand within South Af-

rica, creating access for them in the country. 

Through this relationship we have also been 

able to gain access to the Baxter technology, 

something we would have been unable to do on our own. There 

are however many more opportunities for global companies to 

partner with a company such as ours – the leading supplier to 

the hospital industry in South Africa. We bring critical mass and 

years of insight and access to a market where barriers to entry are 

high. Beyond this we are a fully integrated organization spanning 

R&D, regulatory, manufacturing, distribution, sales and market-

ing and governance principles’ aligned to global standards.”

The extent of the company’s partnership ties, however, are not 

only limited to the private sphere, but also public. “We work very 

closely with government, and are very supportive of their ambi-

tions. There is a huge burden of disease in South Africa, and it is my 

view that industry has an obligation to assist in tackling it,” asserts 

Sheen. “I believe that both government and industry objectives can 

be met through aligned and ongoing engagement. My personal ex-

perience with government has been extremely rewarding, not only 

with regards to the support and cooperation we have received, but 

equally the enormous gratification in delivering the lifesaving prod-

ucts that we produce.” In conjunction with the company’s only in-

tegrated medical grade plastics and pharmaceutical manufacturing 

facility on the African continent, the combined synergies of both 

industry peers and the government have allowed Critical Care to 

become market leader in each of its respective operating segments. 

BMS’s Specialization in Innovation

Pursuing an alternative avenue, Abrie Hanekom, country man-

ger of BMS South Africa, has undertaken a first-to-market ap-

proach—having launched the first immune-oncology product in 

South Africa. “We have started incorporating the diversified spe-

cialty biopharma model in the South African subsidiary. Of fore-

most importance is to carry on with good work that we are cur-

rently doing. We focus to drive our People Strategy which talks of 

Engage, Empower & Enrich within BMS and we have taken on 

several initiatives to institutionalize our People 

Strategy. The third component is to focus on 

immuno-oncology in our markets in South 

Africa. We are the first company to launch an 

immune-oncology product in the South Af-

rican market, in January 2015.” Ultimately, 

Hanekom contends, “Our goal is to bring the 

new innovative medicines as fast as possible 

to the South African patients—molecules that 

will be utilized in Oncology, Immunology and 

Immuno-Oncology.”

REACHING FOR THE STARS

Widely characterized as a gateway into Africa, South Africa has 

become a strategic center of excellence ripe with growth opportu-

nities for many healthcare and life science companies that possess 

local or regional operations, including three of the largest hospital 

groups in the world—Netcare, Mediclinic, and Life. That being 

said, however, although the market opportunities abundant and 

growth potential evident, some argue that South Africa has yet to 

earn its stripes among its compatriots in BRICS. “At least from a 

Abrie Hanekom, 

country 

manager, BMS

Colin Sheen, 

managing 

director, 

Adcock Ingram 

Critical Care

Galderma Laboratories South Africa (Pty) Ltd., Co. Reg. No.: 1996/000311/07, PO Box 71150, Bryanston, 2021. 

Tel.: (011) 706 2339. www.galderma.comCOR 1507-01. Final approval date: 22/07/2015
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healthcare perspective, the market is too small in scale—making 

the climate much more difficult for international investors. Despite 

recent turbulence, the BRICS are a set of countries that deserve 

the focus of international long-term investors. In terms of funda-

mentals, South Africa exhibits many of the same characteristics as  

Brazil, Russia, China, or India, but the market is much smaller,” 

alleges the general manager of IMS Health Africa Roberto Minet-

ti. “At the end of the day, the most attractive market opportunities 

lie in the country’s private market, catering to roughly eight mil-

lion people—the same population as Switzerland, but with lower 

average income. For example, Brazil is the second largest pharmer-

ging country, compared to South Africa’s status as the 18th largest. 

Other sectors in South Africa such as mining display much more 

prominence, but in terms of healthcare, the country requires fur-

ther development. South Africa has a whole pipeline of issues that 

need to be addressed first, before it can adequately compete on an 

international scale against other emerging markets.”

Deloitte South Africa’s healthcare and life sciences leader Val-

ter Adão elaborates further, “We also could position ourselves 

far more effectively as a springboard into Africa, especially Eng-

lish speaking African countries, considering the refined nature 

of our financial markets, which allow for easy capital raising; 

the Johannesburg Stock Exchange (JSE) has been consistently 

rated among the best in the world. Although, the country has 

the potential to offer the 

infrastructure, the incen-

tives, and the governance 

as an effective hub for 

the rest of Africa, we’re 

beginning to see com-

panies instead base their 

Africa operations out of 

the Middle East.” Ac-

cording to Adão, the im-

petus for dethroning the 

rainbow nation’s gateway status hinges on two real stress points: 

the drastic devaluation in currency, which places heavy pressures 

on imports and local manufacturing, and the shortage of skills in 

healthcare delivery and research. 

Though, at least from a stepping stone perspective, South Af-

rica continues to exhibit the essentials to jumpstart any pharma-

ceutical venture. “For a global pharmaceutical company to be 

successful in any environment requires two basic elements. First-

ly, infrastructure that facilitates the diagnosis and treatment of 

patients, including a registration body that is efficient, as well as 

availability of healthcare practitioners to diagnose and treat,” as-

serts the country manager of Pfizer South Africa Jennifer Power. 

“Secondly, an enabling environment, an equitable governmental 

policy, is essential if we are to achieve our ambitions…South Af-

rica already has many of these elements in place.”

On the same note, Andrew Eve, general manager and head of 

prescription medicine at Boehringer Ingelheim South Africa, fur-

ther adds, “South Africa, as a leading hub within Africa, a conti-

nent with over one billion people, can therefore have considerable 

influence. The country acts as a springboard for many companies 

looking to develop their footprint in Africa, due in part to [its] 

well-developed infrastructure and high level of education. South 

Africa is the place to be if you have African ambitions.”

From left: Jennifer Power, CEO, country manager & global 

established products business lead, Pfizer; Andrew Eve, 

general manager and head of prescription medicine, 

Boehringer Ingelheim; Stefan Maron, managing director, 

Merck

Roberto Minetti, general manager 

Africa and Near East, IMS Health; 

Valter Adão, healthcare and life 

sciences industry leader, Deloitte

Two leading biotechnology companies see South Africa as the 

ideal platform for clinical studies:

As the world’s leading biotech company targeting mul-

tiple areas of high unmet medical needs, such as cancer 

or cardiovascular disease, Amgen sees the rainbow nation 

as a unique platform for clinical research—especially given 

it’s diverse demographic composition and rapid recruitment 

rates. “South Africa has been an attractive R&D environment 

for Amgen due to its high quality science, high standards of 

medical education, and world-leading medical researchers,” 

maintains the country director of Amgen South Africa Col-

leen Purdy. “South Africa continues to contribute positively 

to our global clinical research program such as our cancer, 

cardiovascular and bone health research programs. Today we 

have a total of 14 active studies with almost 1400 patients 

enrolled from 104 clinical sites.”

Similarly, another prominent biotech player that recently 

entered the South African market, AbbVie has leveraged its 

specialized portfolio of therapeutic solutions to penetrate 26 

other African countries, while using South Africa as the epi-

center for operations and research. “We view South Africa, 

given its infrastructure and business-friendly environment, 

as a true base to support Africa and other countries in need,” 

details the general manager of AbbVie South Africa Chris-

to Kruger. “So far in 2015, we’ve conducted a significant 

amount of clinical trials here in South Africa, especially con-

sidering the country’s demographic representation as well 

as the scientific community of experts to enable clinical trial 

investigations. South Africa remains a key destination for 

the clinical research required for our future product develop-

ments. In 2016, we’re aiming to expand on our clinical trials 

aligned to the global AbbVie corporation research priorities.”

A Crossroad of Business and Research 
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Needless to say, the key in capitalizing on these fundamentals 

and truly unlocking South Africa’s treasure chest of opportuni-

ties is contingent upon putting the right policy levers in place. 

While many have long relinquished the hope of any paramount 

and systemic change, Stefan Maron, general manager of Merck 

South-East Africa, remains optimistic: “Democracy has now 

developed a strong foothold, the business environment and in-

frastructure are improving and legislation is increasingly en-

forceable. It was a strategic decision by [Merck] to take a long-

term perspective when investing in African countries, working 

on CR initiatives and public private partnerships, helping to 

shape healthcare systems by partnering with governments.” 

In response to medical, lifestyle, and social issues, Merck has 

specifically tailored its portfolio to target multiple segments in 

the market—allowing the company to experience steadfast suc-

cess over its history within the country. “We are experiencing 

positive growth in all of our three business sectors. Our Merck 

Millipore business works on life science products, ranging from 

laboratory chemicals of very high quality, to micro-filters and 

water purifications systems, where we are a world market leader. 

It is a broad portfolio that we are intending to complement by 

the proposed worldwide acquisition of Sigma-Aldrich. This is a 

high growth area for Merck South Africa as it supports many 

industries, such as pharmaceutical and biotech research devel-

opment, the food and beverage industry, as well as mining and 

laboratories in general. Our consumer healthcare business is also 

benefiting from the rising consciousness of health and wellbeing 

amongst the South African population,” details Maron. 

Starting off with humble roots in 1948 as a car 

dealership in Johannesburg, Imperial is now 

the 12th largest company on the Johannesburg 

stock exchange by market cap and generating 

USD 10 billion in annual turnover with 53,000 

employees spread across Africa, Europe, Aus-

tralia, the UK, and the US. In January 2013, 

Imperial Holdings announced the acquisition of 

RTT Health Sciences to produce what is today 

known as Imperial Health Sciences (IHS). Man-

aging director Iain Barton describes the implica-

tions underlying aspirations behind this recent 

transaction, “We have the same building, the same staff, the same 

systems and the same clients, all we did was change owner. We 

changed owner because we were looking for someone who had the 

appetite, the ambition and the ammunition to build a pan-African 

healthcare distribution network.”

Together with the recently acquired pharmaceutical wholesaler 

and distributor Pharmed, IHS has become a leading force in African 

healthcare supply chain. Boasting a truly integrated experience, the 

company broadly caters to three segments: governments, donors, 

and commercial pharma. “We aim to provide these three different 

communities with four different services. First comes the sourcing-

of-product: we have a successful procurement and wholesaling busi-

ness based out of the Netherlands, called Imres; second is what we 

call the get-you-there, the logistics service model; third is the sell-

your-product, where we have bought a range of wholesalers and dis-

tributors across the markets in which we are active; fourth is the 

build-your-brand, in other words sales force management, marketing 

and brand activation. The final area of service is one that Imperial has 

provided very successfully in the fast moving consumer goods sector, 

and we are now extending this into the health sector,” depicts Barton.

Specifically within South Africa, IHS has found itself driving nu-

merous market access models in two very distinct sectors: pubic 

and private.  Contrary to popular thought, however, between the two, 

“The fastest growing market in South Africa, by volume, is the public 

health sector. Ten years ago the state was an add-on that some of 

our clients looked to when they had one or two products that were 

on tender. Today we have 26 consultants working full-time with the 

National Department of Health on the re-engineering of the public 

health supply chain model,” details Barton. With a “focused well po-

sitioned public health strategy in the South African market,” as Bar-

ton describes, IHS is now moving tremendous volumes of product, 

particularly ARVs space, for market leaders such as Mylan—further 

solidifying the company’s strong foothold on the local, and even re-

gional logistics industry.

Imperial Health Sciences: Dominating South African Logistics 

Iain Barton, 

managing 

director, Imperial 

Health Sciences 

(IHS)
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T
raci Medford-Rosow is a 

practiced patent litigator 

with a life story that 

defies the insider techni-

calities of a profession that few 

people understand. Her new book, 

Inflection Point:  War and Sacri-

fice in Corporate America, begins 

as a careful , step-by-step exposi-

tion of the biggest drug patent liti-

gation case in history but ends up 

as something much more than 

that: a rich, often messy journey of 

personal discovery that, in the tell-

ing, exposes the sharp edges that 

underlie career success in big 

Pharma.  

Medford-Rosow’s story chal-

lenges the idea that the route to the 

top, as Pfizer’s SVP and chief IP 

counsel, is paved by superior intel-

lect and the right background and 

connections. 

Brainpower? Academically, 

Medford-Rosow had the right 

stuff but her greatest achievements 

in the courtroom were propelled 

by the gut instinct—that shock to 

the solar plexus— you don’t find 

in a legal tome. “I see patent litiga-

tion as the place where science and 

art come together,” she affirms. 

A nurturing family life? Not if 

you include a distant, abusive 

mother who ended her life just six 

weeks before her only daughter’s 

wedding. 

A supportive work environ-

ment marked by an absence of 

gender bias? Medford-Rosow 

spent four long years in her first 

assignment at Pfizer: in the HR 

department, helping set up the 

company’s first employee assis-

tance program. It was a chance 

encounter with then CEO Ed Pratt 

that got her that coveted entry level 

position in the legal department. 

After that came another serendip-

itous series of “lucky breaks.” All 

in all, it was an all-too-familiar 

female career trajectory eerily 

dependent on the random kindness 

of men who’d already made it.  

Great mentors? In addition to 

Pratt, the author counts only one, 

her predecessor as chief patent 

counsel, Peter Richardson, an 

unflappable British expat 13 years 

her sen ior, 

who was side-

lined during 

some of Med-

ford-Rosow’s 

most produc-

tive years with 

a rare cancer 

that he managed to defeat despite 

low odds of survivals. 

Notably, the 60-year-old 

author also had to cope with an 

endless series of health problems, 

many stemming from her years as 

an overachieving competitive 

swimmer. It was an unwelcome 

accompaniment to her long court-

room hours on two continents 

defending the patents that gave 

Lipitor its distinction as the first 

modern medicine to surpass $10 

billion in annual sales.   

Overall, however, Medford-

Rosow’s memoir takes a positive 

view of the biopharmaceutical 

industry and especially the unher-

alded characters who discover, 

develop, and defend its innova-

tions. Not that the task is easy,  she 

said in a Jan. 19 interview with 

Pharm Exec. “The book is really 

a series of lessons about the strug-

gle of the individual and group 

against adversity and the triumph 

over it—in work and in life.” 

Interspersed with the personal 

anecdotes is a well-documented 

analysis of the roller coaster ride 

to ultimate success in a battle that 

saved the Lipitor patents against 

the high-profile infringement case 

launched in January 2003 against 

Pfizer by one of India’s biggest 

generics producers, Ranbaxy. All 

told, the litigation lasted nearly a 

decade and cost Pfizer tens of mil-

lions of dollars in legal costs. Most 

important, Ranbaxy’s campaign 

damaged Pfizer’s reputation while 

distracting company management 

from the critical task of advancing 

the R&D pipeline to connect sick 

patients with disease-busting prod-

ucts. Medford-Rosow bluntly calls 

it a hollow victory. “In the end, 

what we achieved was to preserve 

only what had been ours in the first 

place.” 

Now that her story has been 

published—Inflection Point  was  

Amazon’s top-selling new release 

in both the pharmaceutical/bio-

tech and patent/trademark catego-

ries—Medford-Rosow is trying 

out another new role: as a policy 

advocate. “We need a new collec-

tive effort to reform and revive the 

US patent system,” she says. “The 

current road map, the 1984 Hatch-

Waxman Act, is outdated and no 

longer works as a balanced com-

promise between the interests of 

innovators and generics—neither 

side today is well-positioned to 

gain from this procedure.” 

And the starting point for 

change is found in her book. “No 

one who reads my story can leave 

it without sensing a perfect storm 

may be brewing in the commerce 

of new drug innovation, but there 

is a larger lesson at work, too: in 

every bad experience there is a 

rainbow of redemption—with per-

severance comes the hope for a bet-

ter future. That’s the life blueprint 

I am working off now.” 

Life and Lipitor
In the patent scrum, a litigator finds her true self  

Medford-Rosow 
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An effective commercialization strategy requires a patient-

centric perspective and a product-specific approach. 

Improving access to specialty pharmaceuticals requires 

knowledge of the evolving trade and channel landscape 

combined with market-leading reach to all  sites of care 

through an efficient and secure supply chain. It requires 

navigating regulatory changes and providing unparalleled 

customer service. It takes understanding each stakeholders’ 

p e r s p e c t i v e  a l o n g  w i t h  e x p e r t i s e  i n  a l l  f a c e t s  o f 

commercialization to ensure the right patient receives the right 

product at the right time. It takes a committed commercialization 

partner.  It takes AmerisourceBergen.
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