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From the EditorAPRIL 2016 PHARMACEUTICAL EXECUTIVE

WILLIAM LOONEY

Editor-in-Chief

wlooney@advanstar.com

Follow Bill on Twitter:

 @BillPharmExec

The Odd Couple
THERE IS BIG MONEY IN MEDICINES. Marketing them to a widening circle of stakeholders is 

critical to big Pharma’s future health. That’s why we found ourselves as observers at the US 

advertising industry’s annual gathering of creative types, media buyers, and policy leaders—

the “4A” trade group Conference on Transformation, held last month in Miami.  

Y
ears of contact have made advertising 
and medicines a familial codependency. 
Both industries are struggling to main-
tain their value in the eyes of decision-

makers, whether it be a drug formulary commit-
tee or an agency client’s purchasing department.   

Neither does a particularly good job at selling 
itself to the public. It’s counter-intuitive but true: 
Client-side marketers marginalize agencies by 
avoiding any semblance of risk on the creative 
side, ignoring the merits of strong messaging and 
high-quality content that can multiply brand 
value. Elaborate campaign pitches are expected 
to be given on spec. And the battle is on to replace 
the standard agency hourly bill rate with a pro-
curement-led purchasing model that contends 
“creative” should be cheap, too. For its part, the 
ad industry seems unable to confront a race to the 
bottom on digital display, despite the reputational 
hazards induced by pervasive viewability prob-
lems, fraudulent bots, malware, and all those 
other pachinko parlor pathways to click-bait hell.     

So it was no surprise to see the challenges fac-
ing the ad industry and big Pharma are remark-
ably similar. To prove the point, just consider four 
themes dominating the conference discussions:   

Disintermediation. This $100 word about 
supply chain disruption was on everyone’s lips 
in Miami, as agencies face an influx of new com-
petitors seeking to hive off big parts of the adver-
tising service portfolio. The spotlight was on tech 
companies and the Big Four professional services 
firms, which have data that can shine a brighter 
light on audience engagement. These groups 
attack the agencies’ weak point—at the intersec-
tion between brand messaging and user need. 
New players like Google, IBM and Deloitte have 
the capacity to handle both. To big Pharma com-
panies struggling with how to deploy and man-
age information as a business, this is a familiar 
refrain. 

Technology tsunami. The advent of digital 
media was likened to a “wild west” situation, 
with few experts admitting to having a handle 
on how to address the proliferation of platforms 
and outlets that democratize content through the 
power of social media. Ad-blocking software, 
which cost the industry an estimated $20 billion 
in lost revenue last year, is an embarrassing stain 
on the idea that an investment in sponsored 

branding yields higher audience engagement. 
The long-term business implications of autono-
mous, self-empowering user technology are pro-
found: whoever said it was necessary to advertise 
to build a brand?   

Diversity and talent. Like pharma, advertis-
ing is a high-visibility sector whose leaders are 
representative of an older, white male demo-
graphic in decline. How to open the “c-suite” to 
women produced some tense moments in Miami, 
with the CEOs of the two biggest agency hold-
ing companies—Publicis and WPP—disagreeing 
publicly on whether the industry has a “gender 
problem.” Nevertheless, diversity in talent helps 
clients make their best case to the public. The 
message to the top ranks? If your creative people 
don’t look like you, they certainly won’t think 

like you. And as advertisers confront a fragment-
ing audience with vast choices among platforms 
and content, that contrast is a good thing.  

Business ethics. Margin pressures are forcing 
agencies to combine creative guidance on brand 
messaging for individual clients with separate 
capabilities as a principal in coordinating group 
digital media buys—what’s known as program-
matic advertising that replaces direct, client-
negotiated RFPs with automated software sys-
tems. Rebates—some call these kickbacks—to 
win access to prime media spots raise issues of 
transparency, particularly on the impact this 
might have on other clients’ business interests or 
the confidentiality of agency contracts.  A client-
side trade group, the Association of National 
Advertisers (ANA), has launched an investiga-
tion to gauge the extent of the problem —a move 
that others in the industry see as premature. 

The bright spot for pharma at the 4A Confer-
ence was the fresh shout-out to healthcare. For 
the first time, the 4As included a Health and 
Wellness category in its annual Partner Awards, 
which honors creativity and collaboration in 
advertising. “Not only is health and pharma a 
sizable market of its own, agencies recognize that 
no other category has such a direct impact on 
people’s lives,” said award juror Christian Bau-
man of Health4Brands. “It’s the last bastion in 
advertising where a simple, visual metaphor can 
drive positive behavioral change in physicians 
and patients.”    

More on those awards next month. 
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S
pecialty pharmaceutical products 

with staggering prices dominate 

headlines and paint the pub-

lic’s image of growing healthcare costs. 

However, an emerging segment in the 

prescription drug market consists of 

mid-range therapies with higher price 

tags than traditional retail pharmacy—

but significantly lower than expensive 

specialty pharma.

Many new brands are entering this 

mid-range market, but existing patient 

service models are not well suited. Pa-

tient service Hubs have “grown up” 

around high-priced specialty products, 

which have traditionally demanded 

high-touch, all-encompassing patient 

services. Traditional Hub models have 

been in place for more than 15 years, 

founded on centralization and optimi-

zation of manual processes. Services 

are structured to support complex re-

imbursement and to minimize access 

barriers for buy and bill products in or-

der to mitigate issues such as high-cost 

share scenarios, high prior authoriza-

tion required rates, closed distribution 

networks and coordination access in 

the community setting. Over the years, 

the emergence of specialty pharmacy, 

REMS and increasing cost share for 

patients, have extended services pro-

vided in traditional Hub models. Con-

sequently, delivering necessary patient 

services for specialty pharmaceutical 

products is exceedingly labor intensive 

and costly.

Drug technologies continue to 

change. Oral oncolytics, for example, 

were not common ten years ago, ex-

plained Triplefin’s Reinhardt. Many 

novel drugs across many indications 

have come into the market, similar 

in standing to IV-infused therapies of 

the past, but with oral or subcutane-

ous formulations. These drugs can be 

self-administered at home rather than 

given at an infusion center, and thus 

the whole approach to patient services 

is altered. Novel oral medicines are not 

necessarily filling the middle ground, 

as many of them also warrant spe-

cialty pricing, but the patient services 

required are clearly diverse, given the 

variable levels of patient burden.

Hub-Lite™ steps in

Triplefin intends to streamline Hub pro-

gram design to meet the needs of mid-

level therapies with its Hub-Lite™ service 

model approach that can be customized 

to fit a brand’s unique needs.

Critical to Triplefin’s Hub-Lite™ 

approach is benefit verification ser-

vices. Solutions must mitigate chal-

lenges presented when major medical 

benefits are a factor, Reinhardt noted. 

Additionally, mid-ranged drugs still re-

quire solutions for electronic prior au-

thorization (ePA), and Hub-Lite™ will 

leverage current industry capabilities 

to provide viable options for managing 

the gaps that exist in ePA.

Triplefin’s Hub-Lite™ service model 

also focuses on co-pay and voucher 

program design—recognizing that this 

must align with the strategic intent of 

a brand’s overall program. It allows 

brands to focus on key aspects like per-

ception of affordability and barriers to 

initiation, as well as coverage conver-

sion and adherence, with key measures 

being fulfillment and persistence.

Case study: Overcoming launch failure

“We applied the Hub-Lite™ model to a 

drug that failed to meet expectations at 

launch,” Reinhardt explained. The ther-

apy is prescribed to patients who have 

had an acute episode, bringing them to 

the hospital, and upon discharge, they 

now have a chronically treated condi-

tion and must initiate therapy within 24 

hours. On top of the fact that patients 

are heavily burdened by a significant life-

altering episode, and a new outlook for 

managing their own care at a level that 

is new to them, patients were challenged 

with confusing and fragmented patient 

support. For example, they were given 

eight separate 1-800 lines for disparate 

services. On top of this, co-pay cards 

The Goldilocks Hub
The gap is continually growing between high-priced specialty therapies 

and retail pharmaceuticals. At CBI’s 6th Annual Hub and SPP Model 

Optimization Conference in Philadelphia this February, Triplefin’s Myra 

Reinhardt, Vice President of Product Strategy, discussed how Hub 

services can be tailored to fit “just right” for brands with price points and 

patient service requirements that are neither too big nor too small.
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were made available at retail pharmacies, 

but they were frustrated by low stocking 

levels. As a result, the brand saw high 

script abandonment at initiation, and 

low levels of patient compliance once 

initiated. The brand’s initial hub also had 

minimal focus on patient engagement or 

followup outreach, she added.

Triplefin’s Hub-Lite™ brought for-

ward solutions to enhance patient en-

gagement while eliminating barriers. 

Clearly, there was a need to consolidate 

800 lines into a single “Care Manager” 

point of contact with a strong em-

phasis on empathy and a directive to 

personalize service offerings. The new 

approach also seeks to leverage co-pay 

and offered a free trial to drive Hub-

Lite™ enrollment. The program sought 

to improve patient access to the brand 

by eliminating reimbursement barri-

ers. “Key in the new efforts has been 

implementation of a pharmacy finder 

service, which is capable of confirming 

that a given pharmacy has the drug in 

stock,” Reinhardt said.

Following the Hub-Lite™ efforts, 

stocking became less of a roadblock. 

As more prescriptions were written, 

pharmacies began stocking it at higher 

frequency, she commented.

Triplefin was able to significantly 

alter patient adherence with month-

ly proactive follow-ups for 90 days, 

post-initial call and ongoing patient 

engagement efforts. Patients opted 

in to the Hub-Lite’s “coaching” ser-

vice, which has key differences from 

a more “heavy” Hub adherence ser-

vice. A “heavy service” might require 

fully accredited healthcare profession-

als, like registered nurses. Coaches are 

trained to follow certain script criteria, 

but are also trained comprehensively 

to empathize with patients. A key to 

the patient engagement modification is 

the recognition of patient segments to 

drive engagement. The process looks 

at four levels toward increasing patient 

activation from “disengaged and over-

whelmed” to “becoming aware” to 

“taking action” and finally, “maintain-

ing behaviors and pushing further.”

Triplefin’s results were impressive, 

Reinhardt asserted. In the first nine 

months of the program, the brand 

experienced increased in-bound calls 

indicating greater patient engagement 

and an 84 percent increase in second 

prescription fills for enrolled patients. 

The service changes also saw a 2.5 day 

increase in patient days on therapy.

In summary, Triplefin showcased 

that its Hub-Lite™ approach can be 

optimal for improving a brand’s met-

rics through tools designed for less-

than-specialty pharmacy products. 

Clearly, Reinhardt noted, the market 

is in transition to put greater emphasis 

on patient engagement and Hub-Lite™ 

will seek to underscore this change. Fi-

nally, channel models are in flux, with 

increased need for retail or local phar-

macy support and Hub-Lite™ can be 

nimble and responsive to this trend.

Visit www.triplefin.com 
for more information.

Small molecule,
self injectable

Pharmaceutical brands in transition



12

WWW.PHARMEXEC.COM

PHARMACEUTICAL EXECUTIVE APRIL 2016Washington Report

JILL WECHSLER is 

Pharmaceutical 

Executive’s 

Washington  

correspondent. She  

can be reached at jill.

wechsler@ubm.com

L
egal decisions and the 

Internet have altered 

t he  l a nd s c ap e  for 

exchanging informa-

tion on drugs and devices in the 

decades since FDA established 

its rules governing what manu-

facturers can say about regu-

lated products. But the agency 

has not kept pace in updating 

its rules governing medical 

product promotion; FDA has 

yet to issue new guidance or to 

hold a public meeting on the 

subject, something that top 

officials said they would do 

more than a year ago. 

The resulting inconsistent 

policies have led manufacturers 

to seek clarification in the 

courts, generating a “cycle of 

l it igation” that diminishes 

FDA’s authority over communi-

cations about drugs and medi-

cal products. 

FDA unofficially acknowl-

edged its diffi cult situation in the 

March 8 settlement that permits 

Amarin Pharma to discuss unap-

proved uses of its fish-oil pill 

Vascepa with health profession-

als, so long as the information is 

truthful and non-misleading. 

FDA signaled that it will not 

appeal the court’s ruling in this 

and other similar cases, but 

sought to limit the impact of the 

agreement by stating that it is 

“specifi c to this particular case 

and situation” and “does not sig-

nify a position change” on the 

First Amendment or commercial 

speech. 

But pharma clearly is win-

ning the legal contest. Last 

December, FDA settled a com-

plaint fi led by Pacira Pharma-

ceuticals that permits the com-

pany to discuss the use of 

Exparel in a broader array of 

surgical procedures, including 

those not specifi cally indicated 

in its approved label. And just 

before the Amarin settlement, 

a federal jury in Texas decided 

that a medical device maker, 

Vascular Solutions, did not vio-

late federal law in distributing 

off-label—but truthful—infor-

mation on its products. 

It’s not yet clear whether 

these court rulings will deter 

FDA and the Department of 

Justice (DoJ) from seeking fur-

ther criminal misbranding 

charges related to a fi rm’s truth-

ful, but unlabeled, speech. 

Legal experts advise marketers 

to be cautious in promoting 

products beyond approved indi-

cations, downplaying the pros-

pect of a fl ood of unapproved 

marketing claims. Pharma crit-

ics, however, predict that Ama-

rin opens the f loodgates to 

unsubstantiated claims that 

will harm patients and under-

mine FDA regulation of pre-

scription drugs. 

What’s ‘truthful’? 

A main question is how and 

who will determine whether a 

product claim is, in fact, truth-

ful and non-misleading. The 

Amarin settlement sets up a 

process for the company to 

seek FDA’s opinion on future 

off-label messages and for set-

tling any resulting disputes. 

But because FDA lacks the 

resources to provide such vet-

ting to everyone, marketers are 

looking for other strategies to 

evaluate off-label communica-

tions. 

A stakeholder group headed 

by Mark McClellan, who now 

directs the Duke-Margolis Cen-

ter for Health Policy, issued a 

white paper in February on 

“Policy Options for Off-Label 

Communication,” (see http://

bit.ly/1Za7u0N) which offers a 

range of proposals for address-

ing the off-label use landscape. 

It’s most contentious proposal 

is to establish an independent 

entity to accredit marketer 

communications. It would 

review company evidence asso-

ciated with off-label use and 

possibly set timeframes for a 

sponsor to develop further 

information to support addi-

tional indications. 

The group also seeks more 

consistent enforcement of off-

label communication policy 

within FDA and across federal 

and state agencies. A controver-

sial idea is to authorize FDA to 

revise approved labeling to 

include information based on 

lower-level “tiers” of support-

ing evidence that could be com-

municated “within certain cir-

cumstances or to particular 

audiences.” 

FDA pilot programs would 

test processes for adding modi-

fi cations or effi cacy claims to 

the label and for using the agen-

cy’s Sentinel System to develop 

evidence on new indications or 

to evaluate the use of unap-

proved claims in value-based 

payment models that reimburse 

Pressure Builds to Revamp 
Off-Label Marketing Rules 
The courts, pharma, and policymakers push FDA to rethink 
communications policy



13

WWW.PHARMEXEC.COM

APRIL 2016 PHARMACEUTICAL EXECUTIVE Washington Report

sponsors based on impact on 

patient health.

Economic information

That last item reflects interest in 

addressing how curbs on off-

label communication may limit 

the scope of economic informa-

tion that pharma companies can 

provide payers and formulary 

committees. Marketers have long 

sought FDA clarification of what 

healthcare economic information 

manufacturers may share with 

certain knowledgeable parties, 

based on a policy established by 

section 114 of the FDA Modern-

ization Act of 1997,  which was 

never fully implemented. 

Now the emergence of more 

high-cost specialty medicines, 

along with greater interest in 

comparat ive ef fec t iveness 

research (CER), has renewed 

efforts to clarify and expand 114. 

The House-passed 21st Century 

Cures legislation includes a provi-

sion that encourages the sharing 

of pharmacoeconomic informa-

tion, and the Academy of Man-

aged Care Pharmacy (AMCP) is 

spearheading an effort to develop 

recommendations on this topic. 

Following a March meeting, 

a stakeholder panel organized by 

AMCP, which includes pharma 

companies, health systems, and 

insurers, said it would publish its 

report in the July issue of the 

AMCP Journal and also send 

FDA its recommendations in a 

format that could help the agency 

develop long-awaited guidance 

on section 114. The panel pro-

poses to expand the range of 

healthcare decision-makers qual-

ified to receive pharmacoeco-

nomic information and to clarify 

that such data may be supported 

by “competent and reliable scien-

tific evidence,” as opposed to the 

“substantial evidence” required 

for new drug approval. 

The AMCP panel also said 

that patient groups should have 

“appropriate access” to “a full 

range of information about their 

medications”—raising the pros-

pect of even broader dissemina-

tion of economic assessments. 

Clarification of section 114 is 

important for marketers looking 

to negotiate value-based con-

tracts with payers, a process now 

complicated by uncertainty 

about linking price and reim-

bursement to patient response to 

indications outside the approved 

label. Benefits and costs related 

to increased worker productivity 

or time out of the hospital may 

not have support from clinical 

trial data, but are important for 

health plans and PBMs. 

Growing enthusiasm for 

value-based purchasing by all 

components of healthcare speaks 

to the need for pharma compa-

nies to be able to include wider 

benefits in risk-based analyses of 

drug use, especially for off-label 

uses critical to patients. 

A controversial idea is to authorize FDA to revise 

approved labeling to include information based on 

lower-level “tiers” of supporting evidence that 

could be communicated “within certain 

circumstances or to particular audiences” 

Tapping real-world evidence to support 

off-label uses

FDA officials and industry 

experts are examining ways to 

more effectively utilize real-

world evidence (RWE) from 

healthcare systems and claims 

databases to assess patient 

response to treatment and to 

support FDA regulatory decisions 

and postmarket monitoring. 

Highly-controlled clinical trials 

provide credible information for 

determining that a therapy is 

sufficiently safe and effective 

for market approval, but data 

from observational studies and 

CER may be more germane to 

understanding how to use a 

medicine in medical practice. 

FDA has tapped observational 

data, for example, to assess 

higher doses of flu vaccine and 

reduced administration of a 

rabies vaccine in short supply. 

And RWE can be helpful in 

assessing the effectiveness of 

therapies for rare diseases or 

critical conditions such as cancer, 

where it’s difficult to conduct 

additional clinical trials. 

Janet Woodcock, director of 

the Center for Drug Evaluation 

and Research (CDER), noted 

at a March seminar on RWE 

sponsored by Duke-Margolis 

that outcomes data can help 

answer questions about a 

drug’s additional uses and 

what may be valid beyond that 

indicated on the label. She and 

others emphasized the need for 

standards and methods to ensure 

the reliability of RWE, while also 

acknowledging that additional 

information on certain patient 

responses may help address off-

label issues. 
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O
f course everyone 

cares, and of course 

plenty gets done to 

tackle the problem 

— but the result is still alarming, 

and over the long term, alarming 

for the rich countries of Europe 

and the rest of the developed 

world. Tools are needed—many 

tools, and better tools than the 

current ones—to diagnose, pre-

vent, and treat poverty-related 

and neglected diseases, such as 

HIV/AIDS, malaria, tuberculo-

sis, sleeping sickness, and worm 

and parasitic infections. These 

diseases cause more than 6.5 

million deaths in low- and mid-

dle-income countries every year, 

and are responsible for more 

than 300 million disability-

adjusted life years there. Increas-

ingly, however, the failures in 

developing treatments for these 

diseases is perceived as a demon-

stration of the failure of the 

development model that richer 

countries have depended on until 

now, and which may also prove 

deficient in the face of evolving 

challenges.

Committed to cause

Plenty is being done for poverty-

related and neglected diseases. 

The US is way ahead in terms of 

funding research—accounting 

for nearly half of the world’s 

total public investment. A long 

way behind is the UK, which 

puts in less than 4% of the total, 

just pipping the EU into third 

place with a little more than 3% 

—although if the EU and its 

member states are taken 

together, the aggregate invest-

ment amounts to a slightly more 

credible 15% of the world total. 

The EU has made explicit com-

mitments, based largely on 

humanitarian principles, to step 

up to the problem. As far back 

as 2010, the Council of the Euro-

pean Union resolved to promote 

“effective and fair financing of 

research that benefits the health 

of all,” and to focus on those 

interventions with the “biggest 

impact on public health.” And 

since then it has pumped more 

than a billion dollars into sup-

porting research specifically ori-

ented towards these diseases.

The EU has recently expanded 

its Africa-focused clinical trials 

program, EDCTP2, with an 

emphasis on reinforcing Africa’s 

own science base and on boost-

ing local clinical research exper-

tise. Bringing countries together 

to reduce duplication and frag-

mentation helps get the best 

value of available resources for 

expensive clinical trials, it says.

In March, the EU Commis-

sioner for International Coop-

eration and Development Neven 

Mimica announced increased 

support—of well over half-a-bil-

lion dollars—to the Global Fund 

that supports research into these 

diseases. “One of the lessons 

learnt after the Ebola outbreak 

in West Africa is the clear need 

to strengthen health systems in 

developing countries, so that 

infectious diseases can be con-

trolled for good,” he said at the 

time, calling on others to raise 

their contributions, too. 

Numbers crunch

As Mimica’s remarks suggest, 

the EU’s altruism is, unsurpris-

ingly, tinged, too, with a degree 

of self-interest. The emergence 

of new diseases and the increased 

mobility in a globalized world 

are an obvious threat to what 

had become regarded as the rel-

ative sanctuary of the developed 

world. 

The recent waves of migration 

into Europe have underlined that 

challenge, and although the 

direct health impact has so far 

been minimal compared to the 

broader human tragedy of so 

many displaced people, the risk 

of disease transmission is being 

taken seriously. The most recent 

meeting of the EU’s forum on 

global health policy was devoted 

entirely to “health and migra-

tion,” with presentations from 

the European Commission, 

Oxfam, the International Orga-

nization for Migration, Medecins 

du Monde and the Red Cross. 

The bigger implication of the 

challenge that these diseases 

presents, however, is becoming 

as valid for richer countries, too: 

how far the underlying challenge 

of paying for medicines develop-

ment can be met. The limited 

commercial market for health 

technologies to address poverty-

related and neglected diseases 

makes their research and devel-

opment almost totally reliant on 

public funding. Until now, that 

is not a difficulty that has faced 

drug developers in the industri-

R&D Model Mixes
Compassion, Calculation
Altruism and self-interest are at the heart of European thinking 
on neglected diseases
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alized countries. But the frag-

mentat ion of therapeut ic 

approaches as personalized med-

icine gathers pace is starting to 

present a similar dilemma for 

drug firms creating products for 

richer countries. As cancer treat-

ments become increasingly tar-

geted to subpopulations, the 

expectation of financial returns 

from sales can no longer be so 

confident—and this at a time 

when the costs of development 

have never been so high, and the 

strains on health budgets to pay 

for new drugs have never been 

so acute.

Already, studies suggest that 

as many as two-thirds of all new 

drugs fail to meet pre-launch 

consensus expectations for their 

first year on the market—and 

drugs that fall short then con-

tinue to fall short for the follow-

ing two years. According to 

Impact of Incorrect Forecasts on 

New Product Launches, a new 

study from ORC International, 

Sanofi and Regeneron set the 

price for their colorectal cancer 

drug, Zaltrap, at $11,063 per 

patient per month, but the com-

pany was forced to cut the price 

in half when oncologists at 

Memorial Sloan Kettering Can-

cer Center refused to prescribe 

Zaltrap because cheaper alterna-

tives already existed. 

The more general statements 

of concern from drug manufac-

turers and their associations, in 

the US and in Europe, continue 

to grow louder by the month. A 

report published in March by the 

European Commission, aimed at 

helping to cut through the diffi-

culties facing European coun-

tries in controlling their bur-

geoning drug budgets, was met 

by open hostility from drug 

firms critical of what they said 

was a failure to recognize the 

underlying challenges of funding 

innovation.

And as if cracks were not 

already appearing in the busi-

ness model for drug development 

for the developed world, along 

comes AMR to drive the point 

home still more keenly. Antimi-

crobial resistance has exposed 

not only the lack of new prod-

ucts, but also the lack of incen-

tives for the development of new 

products. The EU has, like many 

other countries and regions, 

started to accept the reality of 

the threat of uncontrolled and 

uncontrollable infectious dis-

ease, but most of the response to 

date has been in belated attempts 

to rein in slack prescribing cul-

ture and abuse in stock-rearing. 

The EU’s working party on pub-

lic health has started to prepare 

draft conclusions which may be 

adopted at the EU Health Coun-

cil in June, and the European 

Parl iament voted through 

updates to veterinary medicines 

regulations. 

Less is more

What is really needed is strategic 

thinking on new approaches to 

funding research in a context 

where the most successful prod-

ucts that emerge will be used as 

little, rather than as much, as 

possible. For the developed 

world, this is a real and unprec-

edented challenge, a departure 

from the hitherto sacrosanct 

principle of payment for volume 

sales. Arriving at an arrange-

ment in which research and 

development costs are de-linked 

from product pricing will need 

courage and imagination—and 

an understanding of how public 

funding will have to supplement 

private investment. That, too, 

will require adjustment to many 

of the accepted notions of intel-

lectual property—now under 

determined challenge from many 

influential campaigners who see 

patents as an obstacle to new 

thinking about drug develop-

ment and drug access, as the 

March meeting of the United 

Nations’ High Level Panel on 

Access to Medicines in London 

graphically demonstrated.

Think inward, too

A new—and critical—report on 

EU funding of poverty-related 

and neglected diseases (see 

http://bit.ly/1prnv6vl) concludes 

that to fill the evident gaps, the 

EU should develop “a compre-

hensive R&D funding strategy 

with clear objectives and an 

implementation plan, focused on 

delivering appropriate and acces-

sible new health technologies to 

achieve the EU’s global health 

aims.” 

It may be right. But also, in 

the tradition of “Physician, 

health thyself,” the EU is equally 

in need of a comprehensive R&D 

funding strategy to ensure the 

continued development of its 

aims for health in Europe, too.

Arriving at an arrangement in which research and 

development costs are de-linked from product 

pricing will need courage and imagination—and 

an understanding of how public funding will have 

to supplement private investment 
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our Hub program needs a change. 

Good, the fi rst step is admitting it. 

Now what?

First step back and realize that change 

is a part of life and the complex systems 

that are ubiquitously engrained through-

out our daily lives are not exempt. Con-

sider systems as concrete and impenetra-

ble as those at your friendly department 

of motor vehicles, your company’s pay-

roll or IT systems, a magazine’s web-

site and content management system or 

more adjacent to the healthcare industry, 

the perpetual discussions and diffi culties 

around electronic health records. Clear-

ly some systems require regular updates 

and they all, for reasons of their own, 

are fl agged by impediments to effi cient 

and necessary change.

For a variety of reasons, transitioning 

from legacy Hub providers to new offer-

ings is a growing trend in the Hub servic-

es marketplace, explained Scott Dulitz, 

Vice President, Market Access Solutions 

for TrialCard. There are many reasons a 

company might be considering a change, 

among them: dissatisfaction with exist-

ing providers, budget constraints, or the 

inability of the current vendor for scaling 

up given brand’s potential for growth.

Some companies have taken a Hub 

approach that cobbles together different 

services like nursing and adherence ser-

vices, case management and navigation 

services, reimbursement support servic-

es, and patient education, engagement 

and empowerment by parsing out these 

different tasks among different patient 

services providers. But this piecemeal 

approach is becoming the exception as 

more and more brands are leaning to-

wards providers who can bundle these 

offerings, noted Dulitz. Many realize 

a need for new and/or integrated capa-

bilities that their current vendor cannot 

provide. There can be many reasons, but 

what’s clear in these cases, is that a Hub 

transition is necessary.

Once you’ve made the decision, you’ll 

want to move quickly and effi ciently. 

Like so many changes, ripping off a 

Band-Aid might be a good illustration of 

how to minimize long-term pain.

But the most important aspect of 

making a Hub vendor change, according 

to Dulitz, is that you review and have a 

clear understanding of the contract with 

your existing vendor. The obvious con-

cern will be that once your legacy pro-

vider is informed that your relationship 

will be terminating, their investment and 

material support will decline, lowering 

the overall service.

It is key that you understand the 

termination clause in your existing con-

tract, he adds. You’ll need to understand 

timeline implications of a “for cause” or 

“without cause” termination. It’s also 

important that you are able to answer 

the question, how long does the legacy 

vendor have to continue performing ser-

vices once they have been notifi ed their 

contract will be terminated?

“You’ll want to identify per the exist-

ing contract, if the existing provider is re-

Why would I ever need to change my 
HUB vendor quickly?

Need new / integrated capabilities

that current vendor cannot provide

Budget constraints require a 

more cost effective provider

Current vendor is supporting a 

competitive brand

Existing vendor decides to terminate 

contract

Current vendor service levels are 

adversely impacting brand 

performance 

Loss of personnel and expertise 

within current HUB

Conflict of interest with vendor’s

parent company

Regulatory or compliance 

concerns with current vendor

Scalability concerns with current 

vendor

Hub Change
Transitioning Hub programs is daunting. But making a major change can be a 

necessary step to foster a brand’s performance through improved patient sup-

port services. At CBI’s 6th Annual Hub and SPP Model Optimization Confer-

ence in Philadelphia this February, Scott Dulitz of TrialCard outlines key points 

of consideration and best practices to fast track the switch to move forward 

once you’ve come to the conclusion that a change is necessary.
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quired to give transitional services,” Du-

litz said. “You may even want to amend 

the agreement to include these transition 

services.” Certainly, a strained Hub will 

add substantial stress to your new pro-

vider as they begin taking over.

Finally, when assessing the legacy 

provider, you’ll need to know who owns 

the rights to key Hub infrastructure, 

intellectual property (i.e. data, phone/

fax lines, web URLs, web portal code/

content, standard operating procedures, 

program correspondence, etc.)

In with the new

When assessing a new vendor, you’ll 

want to think in terms of your brand’s 

goals and objectives, explained Dulitz. 

The capabilities and culture of vendors 

will be vital in your decision-making. 

Time is of the essence as you consider 

your options and you will need to weigh 

whether you have the time and resources 

to develop and review a comprehensive 

request for proposal? Additionally, de-

termining whether your future vendor 

can hire and train staff to support your 

program quickly enough for the transi-

tion will be vital. It will be important to 

consider the track record of success with 

transitioning other Hub programs of po-

tential vendors?

As the transition begins, a standard 

practice is to identify a core transition 

team from your legacy vendor and the 

new vendor in order to establish com-

munication cadence. In doing this, 

you’ll be able to create a detailed transi-

tion plan with key milestones and con-

tingency plans if something doesn’t go 

as planned.

Contingencies - did we plan for this?

The importance of planning cannot be 

overstated, and you will want to consider 

and be ready for as many contingencies 

as possible as the transition takes hold.

One example of a critical contingency 

situation might be if your fax lines don’t 

cut over as planned on the scheduled 

day. Yes, it’s 2016 and we’re still talk-

ing about fax lines, but you will want to 

have a backup plan for moving vital data 

in a case like this.

Or consider a slightly longer-term 

contingency, noted Dulitz. What if your 

legacy provider underestimated poten-

tial volume and your brand reaches un-

expected levels following the switch? A 

problem you probably would be happy 

to have! You’ll want to have provisions 

in your new vendor agreement address-

ing such a situation. The agreement 

might, for example, include a provision 

to add staff.

Leading up to and throughout the 

transition, you’ll want to have an open 

line of communication with key stake-

holders, patients, providers and your 

own sales force. “Groups that transition 

well set expectations and communicate 

them,” noted Dulitz. It might be neces-

sary to put out high-level correspon-

dence to existing patients. In addition, 

you could choose to produce a webinar 

for your internal sales personnel in or-

der to set expectations. They may be 

concerned around, for example, enroll-

ing patients during the transition and 

expectation leveling for them will be a 

key concern.

Summary

Change makes people anxious. If you are 

considering a change, it is quite possible 

that existing limitations of your current 

Hub, its overall performance and the 

resulting patient experience, are substan-

tially holding back your brand. Given the 

importance of a patient assistance Hub 

system towards a brand’s performance, 

a change might be the beginning of your 

solution. It will be key to understand your 

existing contracts and operate towards a 

smooth breakup accordingly. A calm exit 

along with careful contingency planning 

will be vital for a seamless transition that 

will set your new vendor up for success, 

and your brand for growth.

Assessing new partners

Do you have the time and 

resources to develop and review 

a comprehensive RFP?

How quickly can the vendor hire and 

train staff to support my program? 

Will all the staff be new or a mixture 

of tenured + new staff?

Do prospective vendors possess 

specific characteristics or 

capabilities I am looking 

for (i.e. field nursing, integrated 

financial assistance…)

How many potential new partners 

should I consider?

Have vendors demonstrated a 

defined process and track record of 

success with transitioning other 

HUB programs?

Does the vendor have a team of 

dedicated, cross functional resources 

to help with project managing the 

transition process?

Is there IT team capable of mapping 

and importing legacy vendor’s data to 

ensure continuity of HUB reporting?
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This year’s winner of the HBA Woman of the Year has built a career in 
close parallel to the rise of biotech as a key driver of the innovations 
that extend human health. Jennifer Cook, head of Roche Pharma Region 
Europe, is a child of the curiosity-rich ferment of the San Francisco 
Bay area, joining industry after a stint on the laboratory bench. And as 
biotech went mainstream and global, so did Cook. When she recalls the 
long journey to her present-day career summit at Roche’s headquarters 
in Basel, one thing stands out: to thine own self be true.   

By Kathleen Raven 

I
n August 2013, as Europeans packed for the 

long summer holiday, Jennifer Cook arrived 

at Roche’s Basel, Switzerland, headquarters 

with the newly minted assignment as head of 

Pharma Region Europe. The 20-year company 

veteran faced a tsunami of knowledge. She needed 

to grasp Byzantine regulations on patient access 

and pricing regulations across 28 countries. She 

had to brainstorm strategies to address macro- 

and microeconomic concerns throughout the 

region.

Better times were at hand: Euro zone statisti-

cians had declared the beginning of the end of the 

continent’s six-year recession, and earlier that year, 

the Swiss biotech giant had beat analysts’ forecasts 

for first-quarter sales. 

However, Roche faced challenges in Europe that 

its American big Pharma counterparts did not. The 

European Union (EU) biologics market presented 

stiff competition for the company. Genentech, 

acquired by Roche in 2009, stood to lose $10.7 

billion in sales in the next few years due to patent 

expirations for Avastin (bevacizumab), Herceptin 

From Bench to Boardroom



sju.edu/pharmexec     |     1-800-SJU-EMBA

Congratulations to Jennifer Cook of Roche 
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Saint Joseph’s University recognizes the extraordinary contributions of women 
in all areas of healthcare delivery. 

In this period of signifi cant change and industry transformation, only decisive action 
will build your career. Now is the time to advance your skills and grow your network 
with an industry-focused MBA degree in pharmaceutical & healthcare marketing. 
Contact us today to learn about our online and in-person course offerings.

This fl exible program was designed for active professionals like you. 
Balance your work, your family and your life while earning your MBA degree.

SJU Haub

Haub School of Business

Pharmaceutical & Healthcare Marketing MBA
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Saint Joseph’s accelerated, AACSB-accredited program features the ultimate fl exibility 

with self-paced online and in-person course offerings. Each online course is completed in 

just one month. In-person courses are completed in one Friday/Saturday session, along 

with pre- and post-assignments. Students may also participate in our international 

residency option each summer.   

This industry-focused curriculum may be completed in 

less than 20 months, or up to fi ve years. Students follow 

a customized schedule to achieve their goals while 

still meeting personal and professional demands. Year 

after year, up to 80 percent of our students have been 

promoted before graduating.*  Our fl exible pacing and 

fi nancing options enable professionals with any level 

of sponsorship to earn their MBA degree. 

Advanced Graduate Certifi cate  

This innovative certifi cate program allows those with a bachelor’s, MBA or a master’s 

degree in another fi eld to advance their credentials with just six industry-focused 

courses. Differentiate yourself with a skill set that is just as complex, dynamic and 

innovative as the pharma industry itself. Courses include but are not limited to: 

Z New Product Launch Z Product Management

Z Strategies for Managed Care Z Global Corporate Strategy

Z Competitive Analysis Z Pharmacoeconomics

Years to
Complete

Courses
Per Year

2 10-12

3 8

4 6
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*Based on annual third-party research conducted by Better Decisions, Inc.  

Z�No GMAT Required

Z�Financial Aid Available

Z  Start any month of the year

Z  Self-paced. Take as few or 
as many courses as fi ts 
your schedule.

Z  Up to 80 percent of our 
students have been 
promoted before graduating*

Proven R.O.I.

(Ireland, July 2016)
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(trastuzumab), and Rituxan 

(rituximab). 

As Cook worked to get up 

to speed, more than 5,700 

Roche colleagues awaited her 

guidance. A lesser person 

might have balked at the 

opportunity to move her fam-

ily halfway around the world 

and face a task just shy of the 

impossible: prepare for losses 

of exclusivity, deliver on those 

quarterly numbers, increase 

employee engagement, improve 

patient access, and innovate 

around brand messaging and 

communicat ion st rateg ies. 

With the headwind-facing  

determination that has defined 

her career, Cook accepted the 

challenge. 

An early connection:  

Science and business 

Born and raised in San Fran-

cisco, Cook grew up nurturing 

a love for math and science that 

was unusual in her humanities-

focused family. Her father, an 

attorney, and her stay-at-home 

mother never hesitated to 

encourage her interests. Her 

older sister, Alison Cook-

Sather, continued the family 

tradition and pursued a career 

in the liberal arts with a PhD 

in education at the University 

of Pennsylvania and now holds 

the academic title of Mary 

Katharine Woodworth Profes-

sor of Education at Bryn Mawr 

College. 

While her sister pored over 

English texts, Cook enjoyed 

puzzling out math problems. 

She still remembers a particu-

lar word problem she tackled 

in a high school math class. If 

she knew the distance between 

a certain point and a light-

house, as well as the light’s rev-

olutions per minute, then she 

could calculate the speed the 

beam of light moved along the 

shoreline. The ability to cre-

atively approach math calcula-

t ions and design research 

experiments with an innovative 

flair fascinated Cook. “I real-

ized there was much to dis-

cover, and every day is an 

opportunity to discover more,” 

she said. 

Cook studied human biol-

ogy as an undergraduate at 

Stanford University and fell in 

love with life in the lab. She 

stayed at Stanford to earn her 

master’s degree in biology. 

After graduation, Cook joined 

Genentech in 1987 as a senior 

research associate doing pre-

clinical research on potential 

cardiovascular drugs. Moving 

from there in 1992, she worked 

four years as senior researcher 

and project manager at San 

Diego-based Prizm Pharmaceu-

ticals. The biotech industry—

still in its infant stage at the 

time—felt electric with possi-

bilities, but offered limited 

career paths. 

She recalls her grandfather 

broaching the topic of her 

career plans over lunch. “He 

asked me, ‘What are you going 

to do with your degrees in biol-

ogy?’” She told him she wanted 

a career that combined busi-

ness and science—a common-

place concept today that was 

rare then. Eschewing the advice 

of colleagues and advisors to 

stay the current path and earn 

a PhD, Cook applied for and 

was accepted into University of 

California-Berkeley’s MBA 

program. In 1997, in her sec-

ond year of the program, she 

rejoined Genentech in market 

planning. Now Cook had a 

vocabulary and framework to 

deal with business situations in 

biotech. “I loved using analyt-

ics and market data to look at 

the commercial side of busi-

ness,” she said. 

FAST FOCUS

» Cook joined Genentech in 1987 as a senior research associate doing preclinical research on 
potential cardiovascular drugs. Five years later—with the biotech field starting to take off—she 
joined Prizm Pharmaceuticals as senior researcher and project manager. While earning an 
MBA, Cook returned to Genentech in 1997 in market planning, and quickly ascended through 
the leadership ranks.

» In 2009, Cook was named senior vice president of global portfolio management for the 
merged Roche-Genentech organization—charged with integrating the companies’ combined 
pipeline of about 80 drugs, worth $80 billion at the time. Now based in Roche’s Switzerland 
headquarters, Cook, as head of pharma region Europe, leads a 5,700-person workforce in the 
region’s 28 countries.       

 

» Over the last two years, according to Roche data, the number of women who are candidates 
for leadership roles within the company has risen 23%, due significantly to Cook’s mentoring of 
fellow colleagues. 

Cook presented her group with four 

proposed pillars to define the new 

culture: a focus on people, innovation, 

patient orientation, and integrity
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With degree in hand, Cook 

moved quickly through Genen-

tech’s leadership ranks. In 2002, 

she was promoted to senior direc-

tor of market development, and 

then became vice president of 

product portfolio management in 

2006. Three short years later, she 

was named senior vice president 

of global portfolio management 

for the merged Roche-Genentech 

organization. Cook was in charge 

of integrating the companies’ 

combined pipeline of about 80 

drug molecules, worth $80 bil-

lion at the time. 

In 2010, she transitioned 

back to Genentech to lead that 

organization’s immunology and 

ophthalmology business unit, 

which included about 500 

employees. At the time, the divi-

sion suffered from low morale 

and lagging sales. 

Cook, a self-described intro-

vert, approached the situation 

using a one-on-one communica-

tion strategy that has become her 

trademark. “I want to know 

what is on other people’s minds,” 

she said. Cook and her staff con-

ducted a unit-wide survey to 

gather information on current 

and desired perceptions of cul-

ture. Employees initially resisted 

the call for a culture change and 

dismissed the strategy as “Jen-

nifer’s culture.” 

She persisted and shifted the 

ownership of the new culture to 

the employees, as it was based on 

their own ideas. The results of 

the survey showed that team 

members wanted a culture where 

innovation and patient out-

comes—two qualities firmly tied 

to Genentech’s earliest days of 

existence—were prized above 

all. So Cook presented the group 

with four proposed pillars to 

define the new culture: a focus 

on people, innovation, patient 

orientation, and integrity. 

Within 11 months, the unit 

met its strategic goals by providing 

drug access to 300,000 patients 

and its financial goal of earning 

$3 billion in revenue within the 

therapeutic areas of rheumatol-

ogy, respiratory, and ophthalmol-

ogy. Cook credits her employees 

for all of the hard word. “I don’t 

have all of the answers, and it 

would be foolish of me to assume 

that I do,” she said. 

Including all voices

Diversity has long been a catch-

phrase in the industry, but with-

out inclusion, it cannot be as 

effective, Cook explained. 

“Inclusion is about creating an 

environment where people can 

bring their different ideas and 

backgrounds to the table and feel 

comfortable doing that,” she 

said. To promote inclusion in her 

current division, Cook makes 

sure that she has time in her hec-

tic schedule to have conversa-

tions with employees and fellow 

leaders. While large audiences 

might motivate some people, 

Cook relishes the opportunity to 

connect on an individual-to-

individual basis. 

When she arrived at Roche’s 

Switzerland headquarters in 

2013, Cook had to untangle the 

complexities of a difficult payer 

environment and increased com-

petition. “What was clear was 

that we were not going to be the 

company we needed to be in a 

few years’ time,” Cook said. For 

ideas, Cook turned to her 

diverse workforce. Within the 

Europe division, women made 

up 64% of employees and men 

comprised 36%. Employees 

spoke different languages and 

came from different back-

grounds. Cook had to work 

quickly, but also carefully con-

sider country-specific informa-

tion she received from her inten-

sive communication with staff 

and managers. 

“The decision was not to run 

a strategy project and say, 

‘Here’s what we need to do,’” 

Cook said. “Instead, I asked 

each of the general managers in 

28 countries to run diagnostics 

with their leadership team and 

to independently generate pro-

posals for change.”

 Cook explained that this 

meant giving up control over the 

process, but also handing own-

ership and accountability to 

employees, which was her goal 

Roche’s Basel headquarters, where Cook has worked since 2013.
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all along. Over two years, the 

Europe leaders set their own 

plans in motion, and they were 

able to learn from each other and 

capture new ideas across the 

region. “Throughout the change, 

we performed very well,” Cook 

said. 

Sales have grown robustly 

and employee engagement has 

risen during Cook’s leadership, 

according to company data. The 

number of women who are can-

didates for leadership roles 

within  Roche increased 23% in 

the last two years due in part to 

her mentoring. 

This last data point becomes 

more significant in light of 

sober ing stat ist ics on the 

dearth of women in biotech 

leadership. In August 2015, 

Nature Biotechnology pub-

lished an editorial that criti-

cized the continued lack of 

females in the industry’s board-

rooms. “At 17.9%, the propor-

tion of top executive positions 

occupied by women in big bio-

tech is better than that in big 

Pharma, but only marginally,” 

the editors wrote, and argued 

that men in the boardroom 

could not be traced only to a 

“talent pool problem.” 

The editorial concluded 

with a call to action to improve 

gender balance in leadership 

within pharma and biotech, 

which is something that Cook 

has done naturally, according 

to staff and managers who 

work with her. 

Inflection point

When she mentors fellow col-

leagues, Cook, 50, likes to begin 

her professional story at the 

moment when she began to man-

age people. “This is an inflection 

point for a lot of people because 

you have to learn how to operate 

in a very different way,” Cook 

said. One year out of business 

school, Cook had the opportu-

nity to receive feedback from 

employees on her leadership 

style. She learned that others 

perceived her as aloof and hard 

to approach. “That really sur-

Continued on Page 24

Jennifer Cook: At a Glance

Biography

O Born and raised: San Francisco

O Industry veteran: 28+ years of experience

Education

O�B.A., Human Biology, Stanford University, 1987

O�M.S., Biology, Stanford University, 1988

O�MBA, University of California-Berkeley, 1998

Accomplishments

O��Most Influential Women in Business Award, 

San Francisco Business Times – 2012 

O��Rejoined Genentech as an MBA intern in 1997. 

Four years later, Cook supervised the market 

planning division’s research and strategic 

analysis. 

O��As senior director of market development 

between 2002 and 2006, she forecasted and 

tracked Genentech’s product-related revenue 

streams, worth over $6 billion in the US at the 

time. 

O��In 2006, Cook became accountable for a 

Genentech product portfolio worth $34 billion 

in value and led a team of 600 colleagues.  

O��As senior vice president of Immunology and 

ophthalmology in 2010, she oversaw US sales 

and marketing for products 

with revenue of more than 

$3.5 billion and a staff of 

nearly 600. 

O��Cook named Roche’s 

head of pharma for 

region Europe in August 

2013. She oversees 5,700 

employees and operations 

in 28 countries. She reports to Roche’s Chief 

Operating Officer Daniel O’Day. 

Key Quotes

O  “In the U.S., patient access is granted through 

the regulatory approval process. In Europe, 

it’s a very clear contrast in that regulatory 

approval is only the first step. Depending 

on the government, decisions about 

reimbursement can take days or years.” 

O��“Don’t let someone else tell you what ‘good’ 

looks like. Decide what success means to you.”

O��“You have to start from a source of trust and 

let your colleagues know you support them 

and you believe in them.” 

O��“I’m a huge believer that culture is something 

you can manage and shape, and it’s actually a 

leadership tool.” 

O��“No culture is good or bad—it just matters if it 

aligns with what you want to do.” 
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Co-Pay Analytics Gets Serious
How do you really know if your co-pay program is working? Figuring ROI 

seems straightforward. But Paul LeVine, Vice President of Analytic Services 

for TrialCard Market Access Solutions, thinks the calculus might require a 

deeper look than is traditionally given as he explained at the 2nd Annual 

Coupon and Co-Pay Strategy Summit in Philadelphia in February.

S
ports geeks are living in an in-

credible era. While many former 

professional athletes, akin to the 

cool jocks in high school, attempt to 

tear down nerdy stat heads, the evolv-

ing analytic tools have given the num-

ber crunchers more and more promi-

nence with dedicated news sites, sports 

analytics-based conferences, best-selling 

books and Brad Pitt starring films.

The notion that we are surrounded 

by data, and that this data can be uti-

lized and analyzed for good and evil is 

widely accepted. We see the impact of a 

cultural dive into data in how we man-

age our workout routines, what news 

we read, and in the targeted emails that 

somehow know where we like to shop 

and what we tend to buy. In baseball, 

deep analytical approaches, sometimes 

referred to as Sabermetrics, can better 

help teams pick their batting order, de-

cide whether to hit-and-run or to bunt, 

and who to start in the big game. This 

new mindset is bearing fruit for players, 

coaches and team managers from the 

pros down to high school teams.

Suffice it to say, data is everywhere, 

and getting into the thick of it is neces-

sary for deeper understanding and bet-

ter predictive power of complicated sys-

tems. Marketing and sales have always 

had strong data analytics ingrained by 

the very nature of seeking return on in-

vestment. And for pharmaceutical com-

panies implementing co-pay programs, 

a substantial investment in a program 

requires a clear understanding of inputs 

and outputs. “Calculating ROI can give 

a simple, crude idea of whether your co-

pay and patient assistance programs are 

working,” explained TrialCard’s Paul 

LeVine. “That’s fine at the core level, 

but the question is, are you really see-

ing the potential of such programs?” he 

asked. “The problem is that you might 

be analyzing the ROI of a program that 

looks fine on its surface, but you might 

be missing what could be done with 

your program.”

Going beyond ROI

ROI, beloved in part because it’s pretty 

easy to calculate, is good for “back of 

the envelope” calculations and can serve 

as an end point for many. Managers can 

see if the figure is positive, and if it is, 

rejoice and say, “Our program works!”

But LeVine called for a new way of 

thinking about program evaluation 

that will require expanding beyond the 

coarse measures that we know and love. 

“Going beyond ROI is important be-

cause there are numerous moving parts 

that determine how a co-pay program is 

performing,” noted LeVine. “And what 

happens if one of factors changes? What 

you truly want to understand is how 

your program will be affected if some of 

these factors change.”

Taking geography as one factor, 

LeVine pointed to a well-known study 

from 1982 by John Wennberg pointing 

to clear differences in the cost of inpa-

tient care in different markets of New 

Haven vs. Boston. If you apply these 

same principles to co-pay, you realize 

that ROI in different regions can be dif-

ferent. “A 4:1 ROI in one location could 

be good, but you could be losing mon-

ey in another where the ROI might be 

6:1,” he warned. “If you know a little 

bit more about individual markets, you 

could do much better.”

A key data point one might look at 

when comparing geographies might be 

“walkaway rate,” he noted. Walkaway 

rates give a nice elasticity curve of what 

a patient is willing to pay. “When we 

think about any co-pay offer, we’re al-

ways trying to find the balance between 

subsidy and walkaway. How much 

walkaway can I tolerate? Maybe there’s 

a greater willingness to pay in Boston. 

So it’s key that you measure these inflec-

tion points in different markets and ad-

just accordingly.”

In addition to geography, LeVine 

highlighted other important moving 

parts to consider like how variation in 

payer contributions leads to different 

behaviors, by both patients, and the 

health care provider.

So ROI is fine as a measure of pro-

gram evaluation, but it’s probably not 

the whole story—even for something 

as “simple” as copay. “We need to 

shift the discussion a bit, to think not 

solely about positive ROI, but about 

optimized ROI.” Under this scenario, 

LeVine evaluates program performance 

differently, not as the binary of “work-

ing/not working” but in terms of “how 

well” the program is working.
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Consider the issue of where a co-pay 

offer should be set. “If you’re the mar-

ket leader in a given drug class, you may 

have the liberty not going along with a 

race to the bottom,” he pointed out. “If 

you’re not the leader, a more aggressive 

approach might be required.”

While TrialCard offers modeling 

tools that can help to paint a more 

comprehensive picture, it’s also im-

portant for clients to consider their 

unique product-specifi c requirements 

and limitations. ”For example, in-

creasing walkaway rates may be a 

non-starter for some brands, but for 

other programs, a slight increase in 

walkaways might be acceptable given 

that the program cost just became that 

much more affordable.”

Optimizing more

Co-pay cards are generally thought of 

as consumer products, i.e., designed 

with the patient in mind. “But if you 

fi nd a doctor that is particularly respon-

sive to co-pay assistance as well as one 

who matches well with the brands pro-

fi le, then you’ve got a hit.” 

Physician targeting can be plagued 

with instinctive thinking that biases 

us to a specifi c group of providers, like 

high-decile prescribers. But a more ana-

lytical approach can reveal that moving 

these high volume prescribers could be 

a costly—not to mention unsuccess-

ful—challenge, while lower quartiles 

might be where the real opportunity for 

growth exists.

Analytics can also give us better 

insights into what can be achieved in 

different markets. Take, for example, 

measuring market performance while 

only considering volume. If you chose 

this approach, you’d end up focusing 

on the usual suspects like California, 

Texas, and Florida—rather than on 

some other less typical locales. Even 

something as simple as adjusting for 

population using census data could 

yield a very different story: such as that 

highly populous areas may actually be 

underperforming.

When one gets deep into the data, 

it quickly becomes apparent that the 

numbers, charts and graphs can be 

overwhelming, especially for those to 

whom you are presenting. “It’s impor-

tant to think about keeping the data 

interpretation relevant for you and 

your audience. I’m a fan of using sim-

ple scorecards to level-set everyone. 

Then, you can get into the real work 

of optimization,” explained LeVine. 

“But you can’t really know what to 

optimize until you know really where 

you are.”

*Quantities were forecasted to represent 12 months of data with an estimated future yearly base line redemption volume of 141,813.  
Any changes to number of offers distributed should scale quantities displayed appropriately. 

CoPay/Cap 
Avg 

Buydown 
Avg Co-

Pay 
Offer 

Trueness 
Walkaway 

Rate 
ROI 

Incremental 
Redemptions 

Incremental 
Profit 

Baseline ($35/$415) $107.20 $34.30 99.80% 8.20% 2.18                     - $0 

PNMT $25 

$250 $82.57 $38.45 77.62% 13.05% 2.76 -7,844 $2,624,000 

$300 $99.55 $33.00 80.96% 8.96% 2.30 -1,530 $682,000 

$350 $111.90 $26.00 92.92% 7.00% 2.04 1,481 -$928,000 
PNMT $30 

$250 $78.94 $42.32 77.64% 13.52% 2.90 -8,564 $3,058,000 

$300 $95.93 $36.85 81.29% 9.45% 2.39 -2,288 $1,148,000 

$350 $107.55 $30.40 95.04% 7.58% 2.13 591 -$344,000 
PNMT $35 

$250 $75.46 $46.02 77.96% 14.02% 3.03 -9,326 $3,463,574 

$300 $92.47 $40.55 81.41% 9.97% 2.48 -3,089 $1,582,726 

$350 $103.26 $34.69 95.82% 8.20% 2.21 -368 $219,777 

Traditional way of evaluating performance

Model Results
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prised me because I was actually 

shy,” she said. 

Going forward, Cook took 

time to explain herself more to 

fel low executives and col-

leagues. “I learned I needed to 

be explicit in what I was think-

ing,” she said. “Individuals like 

to follow leaders they know 

and trust and understand, a 

person who comes from a place 

of authenticity, who is not act-

ing,” Cook said. 

Carolyn Medley, Roche’s 

head of human resources for 

region Europe, said that Cook 

has brought a very calm, 

thoughtful style to the compa-

ny’s leadership. “Whether she 

has known you for five minutes 

or five years, you feel that she 

cares deeply about your ideas,” 

said Medley, who has known 

Cook for three years. Medley 

has helped Cook find new 

employees to fill positions and 

aid in the leadership develop-

ment of current employees. 

Medley said she has watched 

Cook craft communication 

strategies for town hall meet-

ings or presentations that reach 

everyone across all levels, from 

entry-level employees to Daniel 

O’Day, Roche’s chief operating 

officer, to whom Cook is a 

direct report.  

Cook also has a way of 

rephrasing goals to bring new 

perspective and energy, Medley 

said. During one town hall 

meeting that addressed the 

chal lenges of f inding new 

patients, Cook zeroed in on a 

statistic. Four out of every 10 

patients eligible for Roche med-

icines in the region had ready 

access. Cook told her audience 

this meant that six patients 

who needed their drugs were 

not getting them. 

“That’s language people 

understand!” Medley said, 

adding, “She is able to get peo-

ple to visualize what the mar-

ketplace looks like in a clear 

way.” 

Cook also understands the 

full life cycle of a drug, and this 

has allowed her to make connec-

tions within strategy that a 

leader lacking a hard science 

background would struggle to 

do, Medley said. Perhaps where 

Cook has helped fellow col-

leagues most is in her ability to 

look at every problem with a 

slightly new perspective. “If you 

come to her and say, ‘I’ve 

thought of A, B, and C,’ she will 

always have a D, which is some-

thing else to consider,” Medley 

said. 

Advice for women 

For her part, Cook has greatly 

appreciated mentors who have 

nudged her along the way in her 

career. She gave special credit to 

Ian Clark, CEO of Genentech. 

“He saw an ability and poten-

tial in me that I hadn’t recog-

nized in myself,” Cook said. 

“And he challenged me in dif-

ferent directions I never would 

have thought to go.” In a special 

video created by Roche for 

Cook’s  HBA Woman of the 

Year award, Clark said that 

Genentech is packed with 

women who have benefited 

from Cook’s mentoring and 

leadership. 

When asked what motivates 

her, Cook replied without hes-

itation: patient stories. At a 

sales meeting several years ago, 

Genentech employees who had 

benefited from the company’s 

Continued from Page 21

Cook says what drives her the most in her job are the patient stories and solving the still complex  

patient-access challenges in the European region.

Cook understands the full life cycle of 

a drug, which has allowed her to 

make connections within strategy that 

a leader lacking a hard science 

background would struggle to do
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medicines were invited to share 

their journeys to better health. 

A mother who suffered from 

allergic asthma stood on stage 

and explained how Xolair 

(omalizumab) had changed her 

life and allowed her to care for 

her daughter in ways that were 

impossible before. “There 

wasn’t a dry eye in the place,” 

Cook said. 

Sales matter, of course, 

Cook said, when assessing the 

Euro region’s metrics. But 

patient access matters more to 

her, and it guides her idea of 

what she counts as success. All 

employees need to set their own 

standards for success, Cook 

said. “We get a lot of advice on 

what ‘good’ looks like, but you 

want to be building your own 

sense of excitement and capa-

bility,” she said. 

As for advice for women spe-

cifically, Cook said: “Embrace 

the self-confidence you have 

earned.” 

Cook also pointed out that 

she did not take on positions at 

any cost, which is something 

she encourages fellow women 

to think about when consider-

ing career moves. 

As she and her husband, 

Mike, raised their two boys, 

Cook looked for career oppor-

tunities that allowed her to be 

at home more often and to 

travel less. Mike also began his 

career at Genentech, and 

worked as a biophysicist for 20 

years, researching protein crys-

tallography in drug develop-

ment. 

“He decided he wanted to be 

a stay-at-home dad, and that 

enabled our move to Europe,” 

Cook said. Her sons, Jackson, 

13, and Sam, 12, have been 

thrilled at travel opportunities 

in Europe. They have already 

visited more than a dozen 

countries and are learning to 

speak German, Cook said. She 

joked that in contrast to her 

own childhood, her sons have 

grown up with microscopes in 

the house.

Cook has also made sure 

that her sons are aware of the 

importance of health, though 

she said she was unsure how 

much they absorbed until a poi-

gnant moment several years 

ago. Cook recalls that she and 

her sons were running errands 

in the city. The economic reces-

sion in the US had hit one of its 

lowest points. Cook explained 

to her sons that the shuttered 

storefronts they witnessed 

meant that some people had 

lost their jobs during the down-

turn. She was especially grate-

ful to still have hers. Her son 

said, “It’s important that you 

keep working.” Cook replied 

affirmatively, and talked about 

the necessity of paying bills and 

so on. 

“No,” her son said. “It’s 

important that you keep work-

ing because you help people get 

well.” Cook realized that her 

young son had internalized the 

importance of her job and 

understood patients, not profit, 

mattered most to her. 

Every moment matters

When asked if she relies on a 

particular credo to carry her 

through professional and per-

sonal challenges, Cook shared 

her motto: “Every moment mat-

ters.” For the patients she and 

colleagues serve, Cook said, 

there’s a sense of urgency and 

opportunity. In such a large 

organization, it is helpful to 

remember that every minute can 

be used to help an individual 

who is very real—not an 

obscure endpoint. 

“Sometimes I explain how 

there are almost 6,000 of us in 

our region and if we could each 

do just 5% more each day—

imagine what we could generate. 

It would be incredible,” Cook 

said. 

Over the course of her 

career, many scientific advance-

ments—too many to name—

have transformed the industry. 

Top among them, in her opin-

ion, is the sequencing of the 

human genome. Parallel to 

these gains has been what 

appears to be a decline in pub-

lic opinion about the biotech 

industry as a whole.

“When I started in the 1980s, 

biotech was viewed as very pos-

itive,” Cook said. “Whenever we 

had a new medicine, it was 

viewed in a generally favorable 

light.” 

Now it doesn’t feel that way, 

Cook said. “My overwhelming 

experience has been that we are 

here for patients. My hope and 

sense is that it’s incredibly 

important for everyone in 

healthcare to get back on a pos-

itive path.” 

KATHLEEN RAVEN 

is a freelance health 

writer. She can be 

reached at 

kathraven@gmail.com 

and on Twitter @inkkr

“Individuals like to 

follow leaders 

they know and 

trust and 

understand, a 

person who 

comes from a 

place of 

authenticity, who 

is not acting.”    
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IAN WILCOX is Vice 

President and Life 
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Group, and a member 

of the Pharm Exec 

Editorial Advisory 

Board. He can be 

reached at ian.
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Y
ahoo CEO Marissa 

Mayer is pregnant 

again, this time with 

twin girls. And once 

again, her pregnancy is news-

worthy. Some sources are critical 

of her plan to take only two 

weeks of maternity leave as she 

did with her first child, rather 

than take advantage of the gen-

erous policy she established for 

her company. Others call her out 

for “setting unrealistic expecta-

tions” and “being a bad role 

model” for other working moth-

ers who don’t have the advantage 

of an onsite nursery steps away 

from their office doors. 

But why is this pregnancy the 

subject of so much conversation? 

(A Google search of “Mayer 

pregnant” reveals more than one 

million hits.) More importantly, 

why the critical scrutiny of her 

plans for maternity leave? This 

critical attention offers a sharp 

contrast to reporting of the recent 

birth of Facebook CEO Mark 

Zuckerberg’s child in which his 

family leave plans were neither 

questioned nor reported. 

Meyer’s story illustrates in 

microcosm the challenge of gen-

der diversity in global corpora-

tions. Since the passage of the 

Civil Rights Act in 1964, organi-

zations have devoted substantial 

efforts to increasing the represen-

tation of women among their 

ranks and to “normalize” women 

in the workplace. And to some 

extent, these programs have been 

successful. Overall, the percent-

age of women in the contempo-

rary workforce far exceeds pre-

Civil Rights Act numbers. And 

today, 60% of undergraduate 

degrees, 59% of master’s degrees, 

and 53% of doctoral degrees are 

earned by women.

However, when it comes to 

women in corporate leadership, 

the progress seems to be stalled, 

despite decades of commitment 

to gender diversity. Mayer is one 

of only 23 female CEOs in the 

Fortune 500, and also, at 40, one 

of the youngest, so her actions are 

scrutinized not just as an example 

of how women in her position 

make decisions, but as the only 

example. 

Unfortunately for the phar-

maceutical industry, the picture 

is even bleaker than for the For-

tune 500:

 » Among the top 20 pharmaceu-

tical companies (as ranked by 

sales), senior female executives 

represent just 17% of the man-

agement team.

 » Three of these 20 top pharma-

ceutical companies do not have 

any women at the senior exec-

utive level.

 » There are no female pharma-

ceutical CEOs in the top 20.

A fascinating counterpoint is 

the industry’s record at the Board 

level, where women are repre-

sented on average at 27% and as 

high as 45%—demonstrating 

that while the industry values the 

contributions of women, it has 

not yet been able to translate that 

recognition into talent acquisi-

tion and development programs 

that extend gender diversity to 

the executive ranks. 

For an industry that prides 

itself on attracting and retaining 

the best talent, the failure to 

meet even the low standard set 

by the Fortune 500 is troubling. 

Why should we be 

concerned?

From an equal opportunity per-

spective, the dearth of women in 

leadership is a sufficient enough 

problem to give it priority consid-

eration. However, lack of diver-

sity is also at the heart of corpo-

rate performance. McKinsey has 

found that companies with at 

least three women in board or 

“C-suite” positions yield higher 

results on the well-regarded 

McKinsey Organization Health 

index, and are likely to be higher 

performers that their peers. For 

the pharmaceutical industry in 

particular, it touches on three key 

issues critical to future success: 

research focus, innovation, and 

reputation.

RESEARCH FOCUS

While the industry has been at the 

forefront of breast cancer research, 

it is one of few women’s health 

issues at the top of the research 

agenda, which more typically 

negates the importance of women’s 

health issues, particularly in the 

areas of cardiovascular and neurol-

ogy. The lack of gender diversity 

among pharmaceutical executives 

effectively creates a “blind spot” 

that unintentionally results in giv-

ing higher priority to health issues 

more likely to affect men, a blind-

ness that will continue without 

greater visibility of women.

INNOVATION

Without a robust pipeline of inno-

vative new “blockbuster” drugs, 

The Diversity Dearth      
in Pharma 
Why the industry needs more women in senior management 
roles—and the three strategies to get there
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the fnancial stability of many, if 

not most, in the industry will fal-

ter. Innovation cannot be fueled 

by continuing to draw on the same 

ideas from the same sources, yet 

that is just what the industry’s HR 

practices have been doing. Despite 

core values of innovation and 

diversity, the industry’s manage-

ment models are focused on rep-

licating sameness: promoting 

from within industry ranks and 

drawing largely on talent from 

within the industry, rather than 

looking at other industries where 

female executives are more preva-

lent (e.g., healthcare provider, 

consumer products, etc.)

ReputAtION

Pharmaceutical corporations 

operate within a healthcare sys-

tem that includes government 

regulators, payers, banks, health-

care, and other service providers, 

and these companies are diversi-

fying at a faster rate than the 

pharmaceutical industry. Lag-

ging behind poses a reputational 

risk for the industry, which risks 

the taint of perceived cronyism 

and “old school” ways of think-

ing. In addition, without a strong 

bench of senior women leaders, 

pharmaceutical companies will 

be unable to bring women to crit-

ical conversations with more 

diverse outside agencies. 

Why current approaches 
don’t work
Historic models have placed 

emphasis on promoting and 

developing executives who are 

The lack of gender diversity among 

pharmaceutical executives effectively creates a 

“blind spot” that unintentionally results in giving 

higher priority to health issues more likely to 

affect men

SECUR Micro-engraved Tracers, 

an in-dose or on packaging 

solution for anti-counterfeiting, 

traceability and brand protection. 

www.SECURtracers.comVisit our booth #44 at ExcipientFest

email info@microtracers.com for more information and a free sample
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geographically mobile. This 

approach unintentionally penal-

izes women who may be less 

mobile because of family com-

mitments, as women remain the 

primary caregivers for children 

and the elderly despite working 

outside the home. The much-dis-

cussed “mommy track” further 

erodes the executive path for 

many women, who may be 

passed over for male counter-

parts who seem more experi-

enced because they did not take 

time off to raise children. 

Current models also favor 

executives who come from tradi-

tional male-dominated profes-

sions (finance, business develop-

ment, research) over female 

dominated professions (human 

resources, marketing, health care 

providers). 

Further, traditional talent tools 

don’t work—the nine box perfor-

mance and potential grids and 

high potential game boarding 

hasn’t yielded results for women! 

The industry was an early adopter 

of high potential leadership devel-

opment programs, assessment, 

and comprehensive talent man-

agement processes; however, these 

interventions have largely utilized 

a “one-size-fits-all” approach to 

developing executives, with little 

regard to helping women navigate 

the challenges in work/life balance 

and developing a personal leader-

ship brand that breaks from the 

traditional male-dominated 

model of achievement and com-

petitive gamesmanship.  

The talent management 

model utilized in most large 

companies yields a static, mono-

lithic model of leadership—and 

without early coaching and men-

torship, very few women will 

want to enter the high potential 

development path—unless 

senior executives take ownership 

of the mentorship, coaching, and 

career development of the most 

capable female leaders.

In addition, our current 

approaches fail to prepare women 

for senior leadership roles in the 

same way we have prepared men. 

Few companies recognize that 

women enter the executive suite 

without a well-developed internal 

and external social network that 

propels and maintains their 

career success.   Men draw on 

their affinity to support each 

other as “teammates”—clinging 

to ways of operating that create 

greater momentum and support 

for them as they climb the corpo-

rate ladder; women, however are 

less likely to have these support 

systems. 

What should we do 

differently?

FOCUS ON MIDDLE 

MANAGEMENT

McKinsey research suggests that 

once women are represented at 

25% or greater in middle level 

management, it is more likely 

that women executives will reach 

senior executive ranks. Placing 

greater emphasis on promoting 

women to key middle manage-

ment roles and increasing their 

representation at this level is key 

to creating a viable feeder pool 

for senior executive roles.

Once promoted, it is essential 

to provide structured mentor-

ship and development of female 

leaders, who may not have access 

to work the mentorship channel 

informally as their male prede-

cessors have. In addition, the 

industry must accommodate the 

needs of mid-career women— 

issues such as excessive travel 

demands, work/family needs can 

be accommodated if companies 

are willing to be proactive and 

redefine success beyond the long 

hours and excessive travel. 

REDEFINE THE LEADERSHIP PATH

Women need to be hired and 

promoted into roles that show 

business results, making them 

more likely candidates for the 

executive suite. However, orga-

nizations must also consider how 

career paths in female-domi-

nated fields, such as human 

resources and marketing—gen-

eral ly viewed as terminal 

paths—offer a path to the CEO 

ranks. 

FOSTER MENTORSHIP

Both men and women must play 

their parts. Senior male execu-

tives need to recognize they are 

shutting women out; and they 

must begin to actively mentor 

women executives. The few 

women who have cracked 

through the glass ceiling need to 

take a more proactive role in 

supporting each other through 

mentorship, coaching, and devel-

oping female successors. 

Very few women will want to enter the high 

potential development path, unless senior 

executives take ownership of the mentorship, 

coaching, and career development of the most 

capable female leaders 
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European pharma is bracing itself for EFPIA’s June deadline requiring the 
disclosure of transfer-of-value transactions to HCPs. Pharm Exec looks 
at how the industry is preparing for this historic moment

By Julian Upton

I
n line with the European Federation of 

Pharmaceutical Industries and Associations 

(EFPIA) Disclosure Code, June will see 

member companies across Europe required 

to publish data concerning their 2015 transfer-

of-value transactions to healthcare professionals 

(HCPs). The EFPIA Code has been looming for 

four years and much of Europe appears to be 

ready for the imminent deadline. 

In France and Denmark, for example, dis-

closure of payments on a central platform is 

already a legislative requirement: in the UK, the 

Association of the British Pharmaceutical 

Industry (ABPI) began disclosing aggregate pay-

ments to HCPs in 2014; and in Portugal, US 

“Sunshine”-type rules took effect in February 

2013.

European companies have also had over a 

year to monitor the US experience of the physi-

cian payment program, which went live in Sep-

tember 2014. The Sunshine Act was, of course, 

tailored to a market with it own particular chal-

lenges, but US pharma’s experience of Open 

Payments has, nonetheless, f lagged up some 

useful pointers, and European companies would 

do well to take heed. 

US problems concerning consistency of 

reporting, for example, will likely be amplified 

across Europe, and the media’s focus on and 

reaction to some of the data is something for 

Disclosure D-Day Draws 
Near In Europe
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which European life sciences  

orga n i zat ion s  shou ld  b e  

prepared.

Code concerns

Ahead of those challenges, how-

ever, is the concern that some 

countries and companies may 

not be ready for the EFPIA Code 

to come into force at the end of 

June. In November last year, 

results from a pan-European 

survey on customer data in the 

life sciences industry by Veeva 

stated that two-thirds (73%) of 

companies surveyed said they 

did not have the data to success-

fully manage HCP activity 

across borders, with 66% reveal-

ing that their data resided in 

“multiple systems” that are not 

yet integrated. 

Speaking to Pharm Exec, Vee-

va’s Guillaume Roussel explained 

that companies have been devel-

oping their information systems 

incrementally over time, “just 

adding new systems on top of 

older ones,” and this “has created 

an architecture that is difficult to 

streamline from a transparency 

perspective.” However, counter-

ing the somewhat alarming find-

ings of his company’s survey, 

Roussel believes that companies 

will be ready to meet the EFPIA 

reporting deadline, as many of 

them are implementing “tempo-

rary solutions.” But, he adds, 

“The question is, at what cost?” 

He explains: “Companies are 

investing tremendous amount of 

time and resources in order to get 

to the point of reporting, but this 

is not sustainable over time.” 

EFPIA’s Communications 

Director Andrew Powrie-Smith 

suggests that a survey of the 

industry’s disclosure efforts pub-

lished more than six months 

ahead of the Code deadline 

might better have asked who will 

be ready, rather than who is 

ready. Making an agreeable anal-

ogy, he asked attendees at a 

meeting in early December, 

“Who is ready 

f o r  C h r i s t -

mas?” Not too 

surprisingly, no 

hands went up; 

most of the 

audience simply 

p ro f f e r e d  a 

slightly nervous 

chuckle. Pow-

r i e - S m i t h ’ s 

point was thus 

made, although 

one could argue 

that leaving a 

short time to 

buy gifts, defrost a frozen turkey, 

and decorate a tree is not really 

comparable to the pressure of a 

last-minute completion of all the 

legal and administrative legwork 

needed to fulfill the requirements 

of the Disclosure Code. 

Nevertheless, Powrie-Smith 

later told Pharm Exec, “We must 

remember that it’s a requirement 

that EFPIA companies are ready 

by a certain date, and companies 

are taking this requirement seri-

ously. All our companies have 

been working hard, and that pro-

cess continues until the end of 

June.” He does concede, however, 

that we can expect to see report-

ing inconsistencies at the “go-live” 

date: “You’re looking at countries 

that can be very different in terms 

of their cultural, socioeconomic 

and legal frameworks, so you’re 

going to have variances.” Ironi-

cally, Veeva’s Roussel says that 

adoption of EFPIA guidelines “is 

actually very consistent across the 

board—there is no striking differ-

ence between north and south, or 

east and west.”

Indeed, some measure of 

inconsistent reporting is virtually 

guaranteed when the European 

data is published; even the US’s 

one-language, one-culture mar-

ket still has a way to go before it 

has this problem in hand. When 

the US’s Open Payments system 

went live in September 2014, 

“one of the things that was most 

notable was the inconsistency 

across companies in how they 

interpreted things and in how 

they chose to report them,” notes 

Christine Bradshaw, Vice Presi-

dent, Porzio Life Sciences, LLC. 

While Bradshaw believes 

companies were reporting in 

good faith, the inconsistencies 

“made it very difficult to look at 

one company’s information and 

compare it to another’s, to 

“Companies are investing tremendous 

amount of time and resources in 

order to get to the point of reporting, 

but this is not sustainable over time.”

FAST FOCUS

» With the EFPIA Disclosure Code set to take effect at the end of June, a 
pan-European survey conducted late last year found that 73% of life sci-
ence companies did not have the data to successfully manage healthcare 
professional (HCP) activity across borders. Many companies, however, are 
implementing “temporary solutions” to meet the reporting deadline, ac-
cording to executives.

     

» Experts believe Europe’s new system for analyzing HCP payment data, 
at least for the short term, will take a page from the US’s “Sunshine” Act. 
Critical to this shift toward transparency will be establishing a wider public 
understanding of industry–HCP relationships.      

» As the landmark transparency initiative steadily takes shape in Europe 
over time, it will be important for companies—even though projects may 
be owned by compliance teams—to ensure they have the support and 
incorporation of different business units within the organization.   
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answer questions such as who’s 

spending more on research, who’s 

spending more on commercial, 

what do the fees look like for con-

sulting agreements, things like 

that.” This was particularly frus-

trating, she adds, not just because 

making the data transparent and 

accessible for analytics were key 

among objectives of the Sunshine 

Act in the first place, but also 

because of the “exorbitant 

amount of time and money” 

companies had spent in getting 

ready for it.

In Europe, in terms of analy-

sis of the data, Powrie-Smith 

agrees that “we’re going to see 

the same thing in the short 

term.” But, he adds, “that’s one 

of the benefits of the transpar-

ency project as a whole: we get 

to see at a detailed level what a 

relationship looks like and 

understand it better.” 

Of course, a wider public 

understanding of industry–HCP 

relationships is one of the over-

riding social goals of the shift 

toward transparency. But amid 

the general lack of understanding 

among the public at present, we 

can be certain that new systems 

of openness will bring a new level 

of critical scrutiny, at least in the 

short term. Where pharma has 

seen many incremental changes 

in the way that industry and 

HCPs work together over the last 

decade, Powrie-Smith points out 

that the push for full disclosure 

of transfer of value “is more of a 

transformational step, a signifi-

cant change, so inevitably it’s 

going to put a level of focus on 

relationships that hasn’t been 

there in the past.”

He anticipates questions like 

“what are these payments for, 

what’s this relationship about, 

what is an advisory board, why 

do people speak at meetings?”  

But it is the industry’s job, he 

says, “to explain how those rela-

tionships work, what the value is, 

who benefits, and so everyone 

can see what those relationships 

are and have confidence in them.”

Jane Griffiths, Company 

Group Chairman, EMEA, Jans-

sen, told Pharm Exec, “It’s no 

secret that when Sunshine first 

went live in the US, there was an 

initial media focus on some of the 

higher earning HCPs and maybe 

that will happen in Europe.” For 

With growing urban populations and increasing 

purchasing power, emerging markets remain an 

attractive prospect for growth. A high proportion of 

the urban emerging market population already suffer 

from  chronic diseases and prevalence is set to further 

increase as lifestyles become closer to those in the 

West.
 

The chronic disease patient is a critical stakeholder 

in emerging markets because they often have to pay 

for their healthcare out of pocket. Moreover these 

markets often don’t have formal primary care systems, 

so the patient is the only constant in the journey. 

Understanding their journey is critical in order to fully 

exploit these potential new markets.
 

Join market research consultants Marc Yates and Rachel Howard for this complimentary 

webinar in which they will explore the chronic disease patient journey in emerging markets. 

Drawing on their extensive experience they will examine the patient journey and provide 

you with the insights you require to identify the key inflection points in these rapidly 

changing and diverse regions.

Presenters:

MARC YATES
Director, 
Emerging Markets
Research Partnership
 
RACHEL HOWARD
Associate Director
Research Partnership

Moderator:

MICHAEL CHRISTEL
Content Manager
Pharmaceutical 
Executive

Key Learning Objectives:

■ Learn why patient journey understanding 
is critical to market success in growth 
markets

■ Understand the universal truths of the 
chronic disease patient

■ Identify common challenges faced by the 
chronic disease patient at each stage of 
the patient journey in emerging markets

■ Explore how and why the patient journey 
differs between emerging markets   

Who Should Attend:

■ Anyone involved in pharma marketing, 
market planning, commercial operations 
or market research involving emerging 
markets.

For questions, contact Daniel Graves at daniel.graves@advanstar.com

Understanding the 

Chronic Disease Patient Journey in Emerging Markets 
LIVE WEBCAST | Thursday, May 12, 2016, 11 am EDT / 4 pm BST / 5 pm CEST
Register free at www.pharmexec.com/pe/patientjourney
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Griffiths, the important thing is 

that the relationship between the 

industry and HCPs is seen in con-

text. How new medicines are 

developed and how innovation is 

brought to patients are not mod-

els that are well understood by 

the public, she explains. 

“Transparency i s  ver y 

important, but as an industry 

we need to communicate the 

way the model works more 

ex tensively than we do,” 

Griffiths says. “This would put 

transparency around clinical 

trials and transfer of value into 

more context.”

Griffiths is keen for the pub-

lic to reach a greater under-

standing of what the industry 

does, of how research is con-

ducted and what is involved in 

it, and why companies have 

interactions with HCPs beyond 

the sales and marketing of 

medicine. She explains: “This 

is a journey, an evolution; 

we’ve set the EFPIA date and 

done a lot of educating, but 

that education will continue far 

beyond the deadline. The aim 

is that society and patients in 

general see an open and trans-

parent relationship between 

companies and the people who 

prescribe the medicines.” 

Trust and transparency

Educating the public (and the 

mainstream media) about “what 

the industry does” remains key 

to gaining its trust, or in some 

cases establishing trust in the 

first place. But negative head-

lines could continue for some 

time yet, if not when the Euro-

pean transfer-of-value data is 

sliced and diced in the press later 

this year, then probably when 

the results of a major investiga-

tion by Transparency Interna-

tional (TI) into pharma and 

healthcare corruption filter 

through to the media. 

TI, a global anti-corruption 

non-governmental organiza-

tion (NGO) currently best 

known for its Corruption Per-

ceptions Index, announced its 

investigation into pharma last 

year, following a 2013 survey 

of 17 countries which stated 

that “45 per cent” of the public 

bel ieved that medical and 

health services were “corrupt 

or extremely corrupt.” 

TI will begin by focusing on 

five priority areas: procurement 

and distribution, marketing 

prac t ice s ,  manu fac tu r ing 

(including counterfeits), registra-

tion processes, and R&D. Omi-

nously, the organization’s UK 

executive director, Robert Bar-

rington, told an audience of 

pharma execs at CBI’s Compli-

ance Congress in Munich in 

November 2015: “We will chal-

lenge you, and we expect this to 

be disruptive to your industry.” 

However, somewhat more char-

itably, he added that he thinks 

pharma’s reputation is in “a res-

cuable position.”

Speaking to Pharm Exec, 

Sophie Peresson, Director of 

Transparency International’s 

Pharmaceuticals & Healthcare 

Program, is not ambiguous when 

setting out TI’s stall. “Every day, 

all around the world, people suf-

fer and die due to corruption in 

the pharmaceutical and health-

care sector,” she begins. 

Peresson goes on to list a lit-

any of pharma crimes and mis-

demeanors that comprises 

“patients denied access to medi-

cines because they cannot afford 

to bribe, the effect of counterfeit 

drugs with no medicinal value, 

the theft of a national health 

budget by a corrupt public offi-

cial, [and] the distortion of regu-

latory decisions through inap-

propriate lobbying.” 

She explains that TI is aim-

ing “to make corrupt officials 

think twice about accepting 

bribes, but also provide the real 

structural reforms that create 

transparency and limit the 

scope for corruption to take 

root.” Achieving this will be no 

mean feat; accordingly, Peres-

son estimates that TI’s investi-

gation “will need at least 10 

years to make an impact.”

So will the upcoming EFPIA 

disclosures, and those already 

accessible in the US Open Pay-

ments system, help TI’s inves-

tigation? Peresson is ambiva-

lent. There are “pockets of 

good work” being done, she 

says, but “the response is 

hugely disproportionate to the 

threat” and the sec tor i s 

“under-served by anti-corrup-

tion programming as a whole.” 

Arguably, she explains, Sun-

shine and the EFPIA Code will 

“provide a benchmark to mea-

sure performance, but compli-

ance is box-ticking and it is, 

therefore, essential to ensure 

that implementation real ly 

happens.”

“Transparency is very important, but 

as an industry we need to 

communicate the way the model 

works more extensively than we do.”
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While the US and European 

regulation will help facilitate 

TI’s work in the geographical 

regions that the regulation cov-

ers, Peresson reminds us that 

“large parts of the world are not 

covered and, therefore, at a 

higher risk of corruption vulner-

abilities.” What is needed is a 

“holistic approach driven by 

multi-stakeholder groups oper-

ating at various levels,” she says. 

“Real change will only be 

achieved if the private sector is 

prepared to be bold, commit to 

change, and take a leading role.” 

This is not to say that TI is 

entering the transparency fray 

gunning for industry from the 

outset. Peresson looks forward 

to dea l ing amicably with 

pharma as the investigation 

gets off the ground. “We have 

been successful in developing a 

very good relationship with 

many industry players and we 

hope to continue doing so,” she 

adds. (See page 34 for more of 

Pharm Exec’s interview with 

Sophie Peresson.)

The long run

No one is denying that the road 

to full transparency will be a 

rocky one, especially during the 

journey’s early stages. As Brad-

shaw says, “One of the things 

that we in the US have learned is 

that the process takes longer and 

requires more time and support 

than anyone anticipated.” She 

adds that factoring consent into 

the transfer-of-value disclosure 

mix “means more nuance in the 

preparation process,” and the 

European challenge of data pri-

vacy will constitute another 

layer of complexity. 

But the biggest lesson from 

the US, says Bradshaw, “is 

probably making sure you have 

the support and participation 

of different business units in 

the company.” The project may 

be owned by the compliance 

team, “but it is so critical that 

the team has connections with 

the right people to make sure 

things are being done consis-

tently, that they have, or can 

quickly access, all the informa-

tion they need.”

Respective teething prob-

lems aside, there is broad con-

sensus that both the US and 

European transfer-of-value dis-

closure codes will succeed in 

changing attitudes and behav-

iors across the pharma industry 

in the long run. Although Rous-

sel points out that many Euro-

pean companies have been 

implementing temporary solu-

tions ahead of the EFPIA dead-

line, he believes that eventually 

they “will feel more comfort-

able in terms of selecting the 

tools and implementing the 

proper processes for future dis-

closure reporting.”

Future surveys will be inter-

esting in showing how company 

interactions with physicians are 

evolving, Roussel says. “Will 

companies, for example, move 

further away from face-to-face, 

science-oriented meetings? 

Transparency will affect and 

Factoring consent into the transfer-of-

value disclosure mix “means more 

nuance in the preparation process,” 

and the European challenge of data 

privacy will constitute another layer  

of complexity.

Getty Images/ tmeks
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accelerate this transition, in 

that the focus is completely dis-

connected from commercial 

incentives and more about add-

ing value to the physician’s 

knowledge.”

Even if TI’s qualified praise 

of Sunshine and the EFPIA Dis-

closure Code suggests that phar-

ma’s efforts in promoting full 

transparency so far have been 

somewhat short-sighted in the 

face of the enormous task at 

hand, it is worth remembering 

that the ultimate goal of the TI 

investigation is to provide the 

industry with “a chance to repair 

its reputational damage and 

build trust within the patient 

community again.”

And while EFPIA’s Powrie-

Smith recognizes that the Disclo-

sure Code represents just the start 

of the journey, and that the indus-

try is being required to “go 

straight from ‘zero’ to a new era 

of transparency,” over time, he 

says, full disclosure will “progress 

from a standing start to becoming 

the way that industry and health 

professionals operate together.” 

Such sentiments echo the 

words of the 19th Century poet 

and physician Oliver Wendell Hol-

mes, who famously asserted, “The 

great thing in this world is not so 

much where we stand as in what 

direction we are moving.” 

Transparency  

International: Rooting 

Out Pharma Corruption

Pharm Exec spoke to Sophie 

Peresson, Director of Transparency 

International’s (TI) Pharmaceuticals 

& Healthcare Program.

PE: What led Transparency 

International to make the decision to 

look at the pharma industry?

SOPHIE PERESSON (SP): 

Seventeen percent of people worldwide stated they had 
paid a bribe when dealing with the medical sector in a global 
survey of 114,000 citizens in 2013, and 45% believed medical 
and health services to be corrupt or extremely corrupt. 
Other surveys, such as Transparency International’s Bribe 
Payers Index, reinforce this finding.

With global spending on health of around US$7 trillion 
annually, the size of funds flowing through the healthcare 
sector makes it a lucrative and attractive target for corruption. 
Estimates of global health public procurement funds lost to 
corruption range from 10% to 25%. Yet if only 1% of global 
health spending were lost to corruption, representing US$70 
billion, and it was put back into healthcare, this would be US$10 
billion more than the sum that would have been needed to 
achieve the Millennium Development Goals on health.

The pharmaceutical industry has a responsibility to 
be transparent and accountable and to reduce its role in 
corruption, thereby increasing health equity.

The purpose of TI’s Pharmaceuticals & Healthcare Program 
is to achieve genuine change in the pharmaceutical and 
healthcare sector through reducing corruption and promoting 
transparency, integrity, and accountability. We will apply TI’s 

strengths and expertise to contribute to the program’s overall 
goal of improving global health and healthcare outcomes for 
the benefit of all people of all ages.

PE: What is the expected timeline for the program? What is to 

be looked at first?

SP: This will be a long-term project of course; fighting 
corruption involves both changes in policies but also 
attitudes. We estimate that we will need at least 10 years to 
make an impact. We are currently developing the strategy and 
anticipate that it will be ready in the second half of 2016.

We are aiming for both a long and short-term impact to 
make corrupt officials think twice about accepting bribes 
but also provide the real structural reforms that create 
transparency and limit the scope for corruption to take root.

PE: What stood out from the pilot project as areas of 

particular interest?

SP: The sector is under served by anti-corruption 
programming as a whole. There are pockets of good work; 
however, the response is hugely disproportionate to the 
threat. It is clear that the problem in the health sector needs 
a holistic approach driven by multi-stakeholder groups 
operating at various levels. This includes the private sector, 
which is so integral to the health systems. Real change will 
only be achieved if the private sector is prepared to be bold, 
commit to change, and take a leading role.

There is also a lack of clarity in policy. The regulatory and 
legislative frameworks at national, regional and global levels 
are unclear and too often legislation is poorly enforced.

Two areas of the value chain that stood out were 
procurement and service delivery. Procurement due to the 
size and number of transactions that happen within health 
systems, and service delivery because of its direct impact on 
the individual, often the most vulnerable in society.

Sophie Peresson

The ultimate goal of the TI 

investigation is to provide the 

industry with “a chance to repair     

its reputational damage.”

JULIAN UPTON is 

Pharm Exec’s 

European & Online 

Editor. He can be 

reached at julian.

upton@ubm.com
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PE: What will the geographical focus be in the early stages of 

the investigations?

SP: The program is a global one but there are regional 
projects that have been launched (e.g., in Latin America). 
Moreover, the Health Action Fund (HAF) is helping to support 
several national initiatives led by TI chapters. The HAF will 
allow disbursal of grants to TI national chapters from anywhere 
in the network to fund activities, in whole or in part, that are 
contributing towards TI’s goals.

PE: Is the global shift to further transparency and — e.g., the 

US “Sunshine” Act — likely to make TI’s work easier?

SP: Arguably, this can provide a benchmark to measure 
performance against, but compliance is box-ticking and thus it 
is essential to ensure that implementation really happens. 

Large parts of the world are not covered by compliance 
legislation and, therefore, face a higher risk of corruption 
vulnerabilities. Our research has shown that industry works 
on a self-regulation model, and is quite closed with regards to 
compliance in, for example, Africa, China, India. These are large 
markets and corruption here hurts the vulnerable the most.

PE: How does TI plan to work with the industry on finding and 

combatting corruption?

SP: We have been successful in developing a very good 
relationship with many industry players and we hope to 
continue doing so. Asking industry to see the need to combat 
corruption as going hand-in-hand with their other corporate 
social responsibility initiatives. It is in their interests to 
strengthen health systems to make sure the right treatment 
reaches the right patient at the right price.  It’s a chance for 
the industry to repair its reputational damage and build trust 
within the patient community again.

In 2016, the program plans to start work on a global 
Companies Index for the pharmaceuticals and healthcare 
sector. There is a growing body of indices that seek to 
evaluate company good governance and drive improvement 
within a sector or on an issue.

TI produces a number of indices that focus on the private 
sector, such as the Defence Companies Anti-Corruption 
Index. These indices involve the assessment of a range 
of major international companies using well-developed 
methodologies. TI aims to persuade local, international, and 
global companies working within the health sector to provide 
medicines, equipment, and services in a transparent and 
accountable way so to improve health outcomes.

— Julian Upton

Unauthorized diversion and falsification of drug products creates safety risks in the supply chain and attack 

profitability. On-dose technologies provide brand owners with a much better tool to monitor and prevent 

diverted or falsified drugs in the supply chain. Recently, developments in on-dose authentication applications 

allow a solid oral dose form (SODF) drug product to be scanned at any point in the supply chain and let the 

user know its product origin, authenticity, place of manufacture, and even lot number of the pill, without 

relying on the packaging, which is often suspect and easily falsified. 

The benefits of integrating security and product intelligence at the pill level include:

■ Decreasing supply chain infiltrations with fake goods and 

safeguarding product quality at the pill level

■ Protecting channel integrity with visibility into multiple levels 

of distribution all the way to the therapy itself

■ Quickly responding to recall incidents to contain liability and 

exposure

■ Gaining valuable distribution and commercial insights from 

the supply chain

Key Learning Objectives:

■ Identify the value of an on-dose authentication solution and 

its impact on deterring diversion, quality incidents and drug 

falsification.

■ Understand how this technology increases visibility and 

control within the supply chain and benefits stakeholders.

■ Learn the characteristics of TruTag’s on-dose solution. 

Presenters:

KENT MANSFIELD
President
TruTag Technologies, Inc.

RON GUIDO
Former VP, Global Brand 
Protection & Supply 
Chain Integrity
Johnson & Johnson

Moderator:

Casey McDonald
Senior Editor
Pharmaceutical 
Executive

Who Should Attend:

■ Upper Level Management—  

C-Suite Executives, VPs, Directors

■ Research & Development 

Personnel

■ Regulatory Professionals

■ Senior Level Scientists

■ Marketing Managers and 

Executives

■ Financial Executives

■ Product Security and Brand 

Integrity Teams

For questions, contact Daniel Graves 
at daniel.graves@advanstar.com

How On-Dose Technologies are Changing  
Pharmaceutical Product Intelligence and Security 
ON-DEMAND WEBINAR Originally aired March 23, 2016

Register free at www.pharmexec.com/pe/on-dose

Sponsored by Presented by
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How a key industry NGO is repositioning itself as the go-to place for 
the independent knowledge-driven insights that drive decisions in a 
business with no boundaries. One world. One table. Open seating.   

By William Looney

P
E: You assumed the 

top post at DIA in Sep-

tember 2013. How 

would you describe 

the industry’s strategic and oper-

ational environment since your 

arrival? What impact has it had on 

your plans to move DIA forward, 

in a new direction?  

KUNZ: My work in the life 

sciences extends back more 

than 20 years to the Battelle 

Institute and before that to 

DuPont, Thermo Fisher Scien-

tific, and ICI. What drew me to 

DIA was its position as a neutral 

convener of the multiple stake-

holders that together drive the 

industry’s principal mission: to 

ensure that safe and effective 

therapies are accessible to 

patients worldwide. DIA pro-

vides all participants the oppor-

tunity to engage with govern-

ment leaders, public health 

authorities, industry, academia, 

patient advocates, and, increas-

ingly, the payer community. 

But we do not stop at engage-

ment. We see DIA as a commu-

nity that seeks to advance all 

parts of the system. We do this 

through our own constituency 

but also through strategic part-

nerships with other organizations 

that bring special expertise to the 

table. Overall, it’s an exciting 

time in the healthcare arena in 

terms of new science, where we 

have a much greater understand-

ing of genetics and the patho-

physiology of disease as a basis 

for generating new therapies and 

cures. DIA plays an important 

role in helping to realize the ben-

efit of science for patients.   

There are 7,000 new medi-

cines in development today, 

more than any time in history. 

This is both an opportunity and 

a challenge. On the opportunity 

side, I see a heightened desire 

among innovators to apply good 

Information in Action
A Conversation with DIA Global Chief 
Executive Barbara Lopez Kunz 

Photo: Greg Fiume
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science in collaboration with 

other stakeholders, across bor-

ders. Industry is doing a better 

job f inding out what the 

patient—the ultimate consumer 

of medicines—really needs. 

Academic inst itut ions and 

patient groups are more empow-

ered, leading to a greater 

emphasis on real health out-

comes, both in the clinical care 

and R&D settings.  

The challenge is connecting 

the dots—helping everyone 

work together to raise the qual-

ity and efficiency of care. Effi-

ciency is particularly important, 

because drug development is 

lengthy and expensive. To 

accomplish this, advances on 

the clinical front must move in 

tandem with progress in regula-

tory science. Rel iance on 

accepted scientific principles is 

critical. This is the best guaran-

tor that new drug evaluation 

will be done in a timely manner, 

with due consideration of risk-

benefit, and at an appropriate 

cost to patients and society. 

Keeping pace with 

science 

PE: Do the national regulatory 

agencies have the resources and 

expertise to keep pace with sci-

entific progress?  

KUNZ: The last decade has 

seen a significant rise in invest-

ments in regulatory science. The 

brain drain of talent away from 

government service has slowed, 

while new tools like priority 

review, orphan-drug recogni-

tion, and breakthrough status 

have made the review process 

more relevant, predictable, and 

focused on real patient needs. 

This doesn’t mean that we can 

be complacent. Regulators I talk 

to are excited about leveraging 

big data analytics to improve the 

productivity of the new drug 

evaluation process as well as 

deliver measurable outcomes to 

patients. And the desire to work 

internationally and interagency 

is there, the outcome of which 

will be positive for patients.

PE: The common thread here is 

how collaboration serves as a 

“force multiplier” in transforming 

great science into products that 

help patients. It accentuates the 

importance attached to your 

description of DIA as a convener, 

to help institutionalize best prac-

tices across the life sciences 

spectrum.

KUNZ: Today’s catch-terms in 

health products regulation are 

convergence, harmonization, 

and mutual recognition. The 

growing sophistication of sci-

ence needs to be accompanied 

by a similarly broad investment 

in training and capacity-build-

ing, so that key stakeholders 

outside the lab can keep pace. 

This is particularly true in the 

developing countries, where pri-

oritization is key, given limited 

resources and the need to do 

work locally. The recognition 

that these issues must be 

addressed is there: a group of 

more than 30 heads of national 

drug regulatory agencies have 

formed the International Coali-

tion of Medicines Regulatory 

Authorities (ICMRA) to drive 

forward the process of consen-

sus-based standards interna-

tionally. We see this and the 

FAST FOCUS

» DIA, founded in 1964, is today a global organization of 30,000 members, and is active in more than 80 
countries. Besides the US and Europe, DIA holds conferences in Asia, Africa, and the Middle East, and plans to 
expand its working presence in these regions in the coming years. In Asia, for example, DIA is focusing on train-
ing in the medical affairs function.     

» DIA’s mission and expertise has evolved beyond the process of new drug development and licensure, to 
areas such as pharmacovigilance, patient-reported outcomes, real-world evidence, and the operational aspects 
of securing market access for a new product—now including the voices of payers, health technology assess-
ment agencies, and other stakeholders that are critical in defining the “value” of therapies. 

» A priority of DIA leadership is to build a communications technology platform that can be easily used wher-
ever members are present across the globe. DIA is investing in updating its content management and learning 
tools—via desktop, mobile, and cloud—to support members’ needs to access information, share knowledge, 
and advance science.

“The growing sophistication of science needs to 

be accompanied by a similarly broad investment 

in training and capacity-building, so that key 

stakeholders outside the lab can keep pace.”
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ICH (International Council for 

Harmonization) reform as very 

positive signs.

New focus on market 

access

PE: Can you succinctly define the 

mission you now have for the DIA? 

KUNZ: Our Board has set out 

the DIA mission very simply. 

DIA is a catalyzer of conversa-

tions—productive conversa-

tions—with all stakeholder 

groups. I emphasize the word 

“productive” as we are laser-

focused on ensuring we move 

forward the complex processes 

intrinsic to developing and 

delivering new therapies. We 

provide thought leadership, 

grounded in a broadly framed, 

multi-functional perspective. 

We no longer see our role as 

defined exclusively around the 

process of new drug develop-

ment. In fact, our reach extends 

far beyond licensure. DIA today 

runs from pharmacovigilance to 

patient-reported outcomes and 

real-world evidence. We have an 

entire track of programming 

centered on the operational 

aspects of securing market 

access for a new product, and 

our membership now reflects 

this breadth of expertise. 

We see DIA as an open inno-

vation forum. Because we 

engage many leaders across the 

healthcare continuum, we not 

only are aware of trends, our 

constituency is knowledgeable 

and well-positioned to influence 

priorities and use of resources. 

The outcomes of our work are 

based on sound scient i f ic 

exchange that happens amongst 

our members, volunteers, cus-

tomers, and staff. We take on 

complex topics, such as drug 

repurposing, process innova-

tion, and drug shortages.

Up to a fifth of industry 

spending on R&D now consists 

of activities conducted after the 

regulatory authority grants the 

marketing license. This also 

holds true for outlays that com-

panies devote to the pre-IND 

(investigational new drug) side, 

for basic research, and in iden-

tifying patient needs at all 

stages of the development cycle. 

We also have a remit that 

extends beyond drugs to include 

all healthcare products—vac-

cines, medical devices, diagnos-

tics, biologics, and small mole-

cule drugs. One example is our 

current effort to raise awareness 

of the industry perspective on 

new medical device legislation 

in Europe and Japan.

DIA has come a long way 

since its founding in 1964 by a 

small group of like-minded pro-

fessionals—motivated by the 

fallout from the thalidomide 

tragedy—to our position today 

as a global organization, with a 

membership exceeding 30,000.

Our mission continues to 

grow: a decade ago, who would 

believe that payers and patients 

would be a critical part of our 

constituency? Our Board wants 

DIA to be seen as a safe, unbi-

ased environment, where all 

stakeholders convene on neutral 

turf to debate the issues, with-

out constraints, and based on a 

solid scientific basis, to advance 

the conversation. 

PE: What are your current priori-

ties and how are these working to 

advance the DIA mission? 

KUNZ: In addition to serving 

as a convener, DIA is committed 

to improving the quality, rele-

vance, timeliness, and accessi-

bility of the content we share. 

Of these four measures of per-

formance, accessibility is key. 

Hence, one of my priorities is to 

build a world-class communica-

tions technology platform that 

can be easily used wherever our 

members are today. Literally, 

they are everywhere, because 

DIA is a global organization, 

active in over 80 countries. 

We are investing in updating 

our content management sys-

tems and have launched a suite 

of interactive learning manage-

ment tools that will distribute 

DIA educational and thought 

leadership content to our mem-

bers in all formats, from your 

desktop to mobile and ulti-

mately in the cloud. 

To that end, we have refreshed 

and repositioned our peer-

reviewed journal, Therapeutic 

Innovation & Regulatory Sci-

ence, under our Publications 

Editor-in-Chief, former FDA 

Deputy Commissioner Dr. Ste-

phen P. Spielberg. The journal is 

the centerpiece of our publica-

tions portfolio, which also 

includes DIA Global Forum and 

DIA Daily, both of which collect 

and synthesize our best content 

worldwide and make it accessi-

ble to  DIA members every day. 

Our country and regional con-

“We no longer see our role as defined 

exclusively around the process of new 

drug development. In fact, our reach 

extends far beyond licensure.”
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stituents are regular contributors 

to the Global Forum. 

Selling solutions

We are also reexamining what 

we mean by content. DIA exists 

to create and share more than 

raw information. It is informa-

tion applied—information that 

provides the knowledge to act 

and to execute responsibly. In 

fact, we no longer refer to DIA 

as the Drug Information Asso-

ciation. We use simply DIA, 

augmented with the tagline—

Develop. Innovate. Advance. 

These are ac t ion-or iented 

words. The message is that DIA 

is no longer an organization 

geared to simply providing 

in format ion about drugs . 

That’s way too passive for an 

industry undergoing disruptive 

change. 

Our second priority is to bet-

ter understand our members 

and their needs. We have con-

ducted “voice of the customer” 

studies, focus groups, and sur-

veys to provide trend-based 

analytics that will tell us what 

programming works best for 

each DIA audience, wherever 

they are geographically or in 

their profession or interests. We 

also rely on our Regional Advi-

sory Councils of stakeholder 

representatives and experts in 

all the principal markets: the 

Americas, Europe, Middle East, 

Africa, China, Japan, India, and 

Southeast Asia. The feedback I 

get from them is candid and 

helps us to have perspective on 

the trends we discern from the 

data. 

Events and training account 

for more than three quarters of 

our annual revenues of approx-

imately $30 million. Hence, it 

is appropriate that we maintain 

our focus squarely on improv-

ing member services. One spe-

cific outcome that members are 

already seeing is a targeted 

approach to online engagement 

through our newly launched 

Community portal. This new 

platform allows us to deliver 

precisely what individual mem-

bers say they want from us and 

eliminate the rest. People are 

busy. No one wants to keep 

receiving materials in which 

they are not interested, so we 

can tailor to individual inter-

ests. Also this platform encour-

ages interactive problem-solving 

among members and provides 

the channel to communicate 

outcomes to our community 

and beyond.

In using the information on 

member needs and expecta-

tions, we will continue to cus-

tomize our events. DIA’s annual 

meeting in Europe has been 

completely refreshed to include 

multiple formats, interactivity, 

opportunities for discussion 

and debate. Our meeting in the 

US is now truly a global conven-

tion, with diverse content, 

thought leaders, and attendees. 

And in Japan, China, and other 

countries in Asia, the Middle 

East, and Africa, DIA continues 

to invite key players to the table, 

to create the opportunity for 

discussion and action. We are 

proud that year after year, we 

see ever-increasing numbers of 

attendees at DIA events.  

Our strategic priorities are 

supported through ongoing 

financial investments by DIA to 

ensure our members have access 

to state-of-the-art knowledge 

management tools to support 

their needs to access informa-

tion, share knowledge, and 

advance science.

PE: How do you break down the 

membership in DIA? 

KUNZ: DIA’s representation 

is extremely broad. When I 

came to DIA, I took a deep dive 

to understand who our mem-

bers are and what they need 

from us. Our events continue to 

attract senior industry people. 

But it was evident that contin-

ued vigilance is required to 

“DIA is no longer an organization geared to  

simply providing information about drugs.  

That’s way too passive for an industry undergoing 

disruptive change.”

Top Threat? Emerging Diseases

Barbara Lopez Kunz also shared her thoughts 

on potential disruptive changes in the external 

environment that could challenge the efforts of 

DIA leadership in advancing its global agenda.

“What concerns me about the environment 

today is the pace of the response to emerging 

disease threats. When you evaluate the need for 

more and better medicines to fight disease, it 

is clear that we need to find ways to accelerate 

the pace. Although we have thousands of 

drugs in development, we are addressing only 

a small portion of the overall burden of disease 

worldwide. 

Unanticipated epidemics of infectious diseases, 

like Ebola or influenza, and most recently Zika, 

are becoming more common. Recent experience 

shows the global public health infrastructure 

is unprepared to handle a major outbreak. The 

world community needs better processes—led 

by a stronger sharing of capabilities—to prevent a 

repetition of these public health crises.” 
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retain these high-level connec-

tions by ensuring our material 

was relevant to this audience. 

On the opposite end, we have 

a solid base among younger 

industry professionals—those 

in the first five years of their 

careers. Students and leaders 

from academia are also counted 

in our numbers. 

Both groups carry a strong 

interest in our education and 

professional development initia-

tives. But the heart of our mem-

bership remains working indus-

t r y  p r o f e s s i o n a l s  w i t h 

operational and regulatory 

responsibilities. Their interac-

tions with DIA can be encapsu-

lated in a single question: how 

do I take this rich content back 

to my office and put it to use in 

solving a problem or creating a 

new opportunity for my organi-

zation? 

 

PE: Are there gaps in the DIA 

membership base that you need 

to fill? 

KUNZ: We are taking a closer 

look at stakeholders who work 

with us, but for various reasons 

are not active and are reaching 

out to them to encourage their 

engagement. In addition, there 

are three constituencies that 

have been very active and grow-

ing in DIA. The first is the 

patient community. DIA has 

been ahead of the times in 

bringing the patient voice into 

the policy, regulatory, and busi-

ness conversation. But we need 

to do more. 

Our goal now is to build 

more clarity around our mission 

to patients, not as a patient 

advocacy organization but as 

experts in the healthcare prod-

uct arena so that they can 

become more involved and 

influential in the regulatory 

decision-making process. Work-

ing with DIA can help raise the 

bar on their effectiveness with 

other stakeholders in the inno-

vative process. 

The second constituency is 

market access—payers, health 

technology assessment agen-

cies, and other stakeholders 

that are critical in defining the 

“value” of therapies, from 

launch right through to the end 

of the product life cycle. DIA 

wants to include their voices, 

extend our convener capabili-

ties, and spread the learnings 

from our conversations with 

them.    

The third is around the span 

of geography. DIA is committed 

to a much larger presence in 

Asia, Africa, and the Middle 

East, where key institutions in 

healthcare are relatively less 

developed compared to the 

industrialized world. We hold 

conferences in these geogra-

phies, and we plan to extend 

our working presence in these 

regions in the years ahead.

PE: Given this broad remit, how 

does DIA make decisions?  

KUNZ: Major issues that have 

a bearing on strategy or gover-

nance are addressed directly by 

our Board of Directors. But, as 

a global organization, we also 

seek direct input at the regional 

and country level. This is 

designed to ensure that our 

Board stays in touch with the 

g ras sroot s  cons t i t uenc ie s 

around the world and can inte-

grate their insights into our 

strategy. DIA is an organization 

“Our goal now is to build more clarity 

around our mission to patients, not as 

a patient advocacy organization  

but as experts in the healthcare 

product arena.”  

Africa is one region where DIA is expanding its reach.
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of many voices. Decisions taken 

by the Board are executed 

locally, with a significant degree 

of discretion based on local cul-

ture and practice. We have 

coined the phrase “We are DIA” 

to describe this continuum from 

staff to volunteers to members 

to the thousands of people who 

see themselves as part of this 

exciting movement, interlinked 

and interdependent.

I expect the trend toward 

decentralization will accelerate 

as DIA adds to its functional 

capabilities in markets outside 

our US base. There has been a 

devolution of service functions 

like finance, IT, and HR to our 

five regional offices. These are 

located in the US (Horsham, 

PA), China (Beijing), Japan 

(Tokyo), India (Mumbai), and 

Europe (Basel), which is also 

responsible for managing DIA 

work in Eastern Europe , 

Africa, and the Middle East. 

Our big investments in commu-

n icat ions technolog y a re 

designed to create a seamless 

flow of interactivity as DIA 

membership roots extend to 

more countries.

Partner of choice

PE: What role do external partner-

ships play in the DIA’s plans for 

global growth?  

KUNZ: We are doing some 

interesting things with organi-

zations at the country level, 

where we have agreed to share 

DIA’s content to engage the 

local audience. Virtual technol-

ogy allows us to do this on a 

significantly bigger scale. The 

aim is to make DIA the place 

to go to obtain relevant, high 

quality curated content on 

everything from the ins and 

outs of therapeutic discovery 

and product development to 

market access. We want DIA to 

be the essential “go-to” source 

for the latest and best insights 

available.

Partnering is how we intend 

to build capacity in regions of 

the world where expertise in 

drug regulation and develop-

ment is lagging. For example, in 

Asia, DIA is focusing on train-

ing in the medical affairs func-

tion, helping countries to make 

the transition to a new selling 

model for drugs based on the 

technical knowledge of the sci-

ence behind the therapy. 

PE: Can you highlight your leader-

ship style? How do you place your 

stamp on the organization while 

encouraging the diversity and 

decentralization you cite as key 

drivers of the new global DIA?

KUNZ: I am very strategic. 

My job is to understand how 

best to energ ize DIA col-

leagues, volunteers, and mem-

bers and to liberate their capa-

bilities so that they move the 

needle collectively. Hearing 

the many insights from DIA’s 

broad community allows me to 

generate clear priorities and 

then to implement on those 

priorit ies. The DIA Board 

plays an active role in setting 

strategic direction and ensur-

ing that our plan is distinctive 

but realistic. 

Talented people are what 

makes DIA what it is, and I am 

a talent developer. Nothing is 

more rewarding than seeing 

people learn and grow—and 

fulfill their own dreams. Also, 

I like to have fun. I am told I 

bring enthusiasm to the work-

place. Being authentic in your 

approach to colleagues and 

doing work that you really care 

about are big parts of that.

PE: What are the achievements on 

which you expect your perfor-

mance to be measured over the 

next several years?    

KUNZ: First, high quality and 

dynamic content are going to be 

key. So establishing a rigorous 

approach to our content strat-

egy is a top priority and one on 

which today’s DIA leadership 

will be assessed. However, con-

tent alone is ineffective unless it 

is coupled with a solid level of 

tailoring.  

I want this leadership team 

to be seen as catalytic in making 

DIA the unrivaled global conve-

ner of people in healthcare to 

solve problems and advance reg-

ulatory science. You are going 

to see an even higher level of 

diverse stakeholders in our 

work. We believe that a high 

level of engagement with the 

patient community is essential. 

In addition, we are bringing 

payers into our circle to create 

a dialogue with the industry 

and government regulators. In 

other words, market access will 

have a designated seat at our 

table. 

My third goal is to ensure 

DIA programming concentrates 

on the most important issues for 

our members. All of our public 

activities must be focused on 

yielding a tangible outcome. 

Being a convener means advanc-

ing the conversation so our 

stakeholders are in a position to 

decide and to act. 

WILLIAM LOONEY is 

Pharm Exec’s 

Editor-in-Chief. He 

can be reached at 

William.looney@ubm.

com. To learn more 

about DIA and its 

offerings, visit www.

diaglobal.org

“Content alone is 

ineffective unless 

it is coupled with 

a solid level of 

tailoring.”
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Charting two years of collaborative progress in clinical trial data sharing

By Patrick Homer and Matt Gross

S
takeholders across the life sciences indus-

try agree that greater access to patient-

level data is a good thing—good for sci-

ence, good for business and good for 

humanity. Data sharing can generate valuable new 

insights or hypotheses for further research. Data 

sharing enables researchers to review clinical trial 

results to find insights and opportunities not iden-

tified by the original sponsors. Data sharing honors 

the valuable information provided by patients and 

researchers in previous clinical trials and extends 

the future value of their efforts.

But for all the benefits, there are caveats as well. 

Unless appropriate safeguards are in place, open 

access to clinical trial data could compromise 

patient privacy, enable faulty science, and be a 

resource-intensive burden for trial sponsors and 

data stewards.

If data sharing is to be truly valuable to research-

ers, it will require consensus among competitors 

on many issues of process and policy. What infor-

mation should be shared, with whom and for what 

purposes? How should data access and use be man-

aged? How far back in time should study data be 

made available? How do we ensure patient privacy 

without unduly limiting the research value of the 

data? How should outputs from this open access 

be managed? To make good on the promise of 

transparency, these questions would not be 

answered in isolation.

In October 2013, our organization brought 

together leaders from across the global pharma-

ceutical industry to stimulate conversation on the 

best way to move forward, and to see what others 

Data Unleashed: Cooperation 
Among Competitors
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were doing—or not—in sharing 

clinical trial data. That event 

became the first of a series to for-

malize and facilitate discussions 

that had been taking place in 

various corners of the industry 

and academia. The fifth forum, 

held in April 2015 in Heidelberg, 

Germany, brought together 142 

delegates from 63 organizations 

in 13 countries to advance the 

data-sharing agenda in a truly 

collegial way.

Evolution in thinking

Until just a few years ago, dis-

cussions about sharing clinical 

trial data—particularly patient-

level data with enough richness 

for secondary analysis—would 

have been framed in uncertainty 

and resistance. How much work 

is this going to be? What if we 

get flooded with data requests, 

or we can’t get our hands on the 

data? How can we balance the 

public good with the imperative 

for privacy? What happens if 

researchers reach different con-

clusions from our own—or 

reach false conclusions through 

bad science or malicious intent? 

Will we be scooped or scandal-

ized by our own data?

These concerns, while real, 

can be mitigated by governance 

and stewardship. In the two 

years since convening the first 

industry forum, we have seen 

positive answers to those ques-

tions, leading to a notable shift 

in organizational culture and the 

tenor of the discussions:

 » Stage 1. “We see merit in the 

idea, but we also see many 

ways it could go wrong.”

 » Stage 2. “We need to do some-

thing before external entities 

impose a data-sharing frame-

work on us.”

 » Stage 3. “We’re excited to be 

at the forefront of creating pol-

icies and processes to make 

this work.”

 » Stage 4. “This may not be the 

final state of things, but here’s 

what has been working for us.”

That evolution in attitude in 

part reflects a growing apprecia-

tion for the benefits of transpar-

ency, but it also reflects a race 

against impending (and recently 

enacted) government regulation. 

The industry would rather define 

its own course than have one 

imposed.

Evolution in regulatory, 

industry expectations

The earliest push for data shar-

ing came from the European 

Medicines Agency (EMA), 

which in 2012 committed to 

complete transparency regarding 

patient-level clinical data and 

study results. In 2014, the EMA 

announced that it would publish 

the clinical study reports con-

tained in most all applications 

for marketing authorizations 

submitted after Jan. 1, 2015.

The pharmaceutical industry 

demonstrated further support 

for sharing clinical trial data in 

2013 when the members of Phar-

maceutical Research and Manu-

facturers of America (PhRMA) 

and the European Federation of 

Pharmaceutical Industries and 

Associations (EFPIA) developed 

and endorsed Principles for 

Responsible Sharing of Clinical 

Trial Data.

The EMA led the way, but 

there has been a constellation of 

influences. For example:

 » The Institute of Medicine (the 

health arm of the National 

Academy of Sciences in the US) 

is pressing for momentum on 

clinical trials data transpar-

ency.

 » Many government-sponsored 

studies , especial ly those 

funded by the National Insti-

tutes of Health (NIH), are 

FAST FOCUS

» For data sharing to offer true value to researchers, it must require consensus among compet-
ing life sciences companies on several issues of process and policy, including what specific 
information should be shared, with whom and for what purposes—and, equally important, 
what structure should be established to access and manage the data. 

» Over the last few years, through initiatives such as industry forums, as well as regulatory 
reform in the US and Europe, attitudes and discussions around clinical trial data sharing have 
shifted from more uncertain and resistant tones to organizational cultures now more receptive 
to the benefits of increased transparency.      

» While patient-level data sharing has officially moved from concept to reality, researchers 
stress that its success should not be measured by how many proposals are received or ap-
proved, or how much data is shared, but, instead, by the value and impact of the information in 
advancing science and public medicine. 

Unless appropriate safeguards are in 

place, open access to clinical trial data 

could compromise patient privacy, 

enable faulty science, and be a 

resource-intensive burden
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required to have a data sharing 

plan in place as part of the 

research proposal.

 » The AllTrials campaign, sup-

ported by multiple organiza-

tions, is urging registration of 

all clinical trials and disclosure 

of trial results and clinical 

study reports.

 » GlaxoSmithKline led the way 

in making de - ident i f ied 

patient-level data from hun-

dreds of studies available 

through its Clinical Study 

Data Request website (Clini-

calStudyDataRequest.com), 

which includes 12 sponsors as 

of November 2015.

 » The CEO Roundtable on Can-

cer’s Project Data Sphere is a 

voluntary initiative that pro-

vides a broadly accessible, 

easy-to-use database of oncol-

ogy clinical trial data.

 » The Yale Open Data Access 

Project reviews and makes 

decisions on all requests and 

research proposals received for 

access to Johnson & Johnson 

data.

 » Harvard University’s Open 

Translat ional Sc ience in 

Schizophrenia Project makes 

clinical trial and observational 

study data available through 

the NIH.

 » The SAS clinical trial data 

sharing environment now pro-

vides access to data from 14 

organizations, so researchers 

can request all data from clin-

ical trials (not just the control 

arm data), and aggregate, com-

pare or contrast information in 

one place from all these spon-

sors.

This type of patient-level data 

sharing, particularly where there 

are multiple trial sponsors, was 

unfamiliar ground for the life 

sciences industry until just a few 

years ago. The status quo was 

one where clinical trials data 

was released very selectively—if 

at all—at the discretion of the 

trial sponsor, unless disclosure 

was required, such as by litiga-

tion or regulation.

Data sharing has officially 

moved from concept to reality. 

For example, as of September 

2015, ClinicalStudyDataRe-

quest.com had received 165 

research proposals (including 16 

multi-sponsor proposals) and 

provided data to hundreds of 

researchers to support 72 active 

research projects.

“We’re in an environment 

where expectations around data 

transparency are enormous,” 

sa id Andy Powrie -Smith , 

EFPIA’s communications direc-

tor, at the Heidelberg forum. 

“We will create incredible 

amounts of data that we have to 

harness for the benefit of 

patients, to develop new thera-

pies that save people’s lives. At 

the same time, there’s a lot of 

work to do getting internal pol-

icies and procedures in place to 

align with new regulations. 

There has been a perception that 

transparency is an on/off button. 

Press the button and you’re 

transparent. It clearly isn’t like 

that. It’s a process, a journey 

where there’s a lot of learning 

still to do.”

Data sharing: An 

academic’s perspective

Halfway through the learning 

curve, data sharing is imperfect 

in the real world. Just ask a 

researcher on the other end of 

the data-sharing equation. Take 

epilepsy research, for example.

For about 70 percent of 

patients with epilepsy, seizures 

can be controlled with drugs, 

but which one should be pre-

scribed? Some of the more than 

30 available medications will 

have adverse effects or not work 

for a given patient. Others will 

significantly improve quality of 

life. What factors determine 

which drugs will be best suited 

for which patient? Could a com-

bination of direct and indirect 

evidence—triangulated across 

studies in comparative analysis 

—be used to better inform treat-

ment choice?

That’s what Sarah Nolan 

wanted to know. The University 

of Liverpool researcher started 

with access to patient-level data 

Data Sharing:  

A Researcher’s Wish List

t��"DDFTT�UP�BMM�EBUB�GPS�BMM�QBSUJDJQBOUT�

anonymized only as much as necessary.

t��"�TJOHMF�QPJOU�PG�DPOUBDU�GPS�BMM�SFTFBSDI�BOE�PS�

data access inquiries.

t��"�GVMMZ�USBOTQBSFOU�EBUB�SFRVFTU�QSPDFTT�J�F��

what’s required, how long it will take.

t��%BUB�BDDPNQBOJFE�CZ�BMM�FTTFOUJBM�EPDVNFOUT�

t��%BUB�QSPWJEFE�JO�B�ýFYJCMF�VTFS�GSJFOEMZ�GPSNBU�

“There has been a perception that 

USBOTQBSFODZ�JT�BO�PO�PGG�CVUUPO��

Press the button and you’re 

transparent. It clearly isn’t like that. It’s 

a process, a journey.” 
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from nearly 6,000 patients rep-

resenting 29 existing studies— 

academic, pharmaceutical and 

government studies. The research 

team had requested and received 

data from another 18 studies 

(20% of that wave of requests 

could not be fulfilled because 

data from some older studies was 

not available in digital form).

There were still rich resources 

left to tap. Nolan identifi ed 41 

new studies representing more 

than 10,000 patients. She 

requested them all—24 academic 

studies, 16 pharmaceutical stud-

ies and one government study. 

After more than two years of 

data requesting, only fi ve requests 

were successful. Nolan got only 

8% of the total data requested, 

representing only 660 patients.

The other requests stalled for 

years. Nolan would sometimes 

get an initially positive response, 

but no data ever arrived. Other 

times, she got no response to her 

emails, and didn’t even know if 

her requests had reached the 

right person.

“The consequence of this is 

that the project was completely 

delayed, with only six months 

left in the research funds,” 

Nolan said. “The problem was a 

lack of transparency in the data 

requesting process. There wasn’t 

a clear point to go to actually 

request data.”

That was then. At the April 

2015 forum, Nolan shared more 

recent experience using the Clin-

icalStudyDataRequest.com site. 

“In June 2013, a data inquiry 

was submitted for data, and a 

year later, June 2014, the data 

was provided to us in the SAS 

data access system for analysis. 

We also made three other inqui-

ries that were unsuccessful in 

2013 and 2014. It’s not ideal; we 

would have preferred to have 

that data, but at least we got a 

response and a reason.”

Nolan noted some usability 

challenges with the system, as 

well as constraints in data shar-

ing agreements, and said her  

team is working with the spon-

sors to address these concerns 

and improve both the system and 

processes.

“A multi-sponsor environ-

ment is a brilliant time saver,” 

said Nolan. “You don’t have to 

submit the same documents 

again and again to different 

companies. The steps on the 

website are very clear, and the 

process allows a good level of 

communication between the 

data provider and the researcher. 

If all the companies have the 

same data structures and consis-

tency in legal documents, that 

will save a lot of time.

“Having independent review 

panels is fair; they would see the 

science of the project above com-

mercial self-interest. The process 

is detailed and encourages good 

science in the detail of your 

request. Legal documents have 

mutual benefi t to the company 

and the researcher [because they 

specify rights to publish]. If I 

can’t publish this at the end with 

my name on it, I won’t get any 

more research money.”

Remembering the why

The trend toward clinical trial 

data transparency continues to 

gain momentum. But amid all 

the essential debate around how 

clinical data transparency can be 

achieved, it’s important we 

remember why we are doing it 

and what researchers need from 

us.

“Just because it’s online 

doesn’t mean it’s helpful,” said 

Karla Childers, director of stra-

tegic projects at Johnson & 

Johnson, at the April 2015 

forum. “We shouldn’t measure 

the success of data sharing by 

how many proposals were 

received or approved, or how 

many terabytes of data shared.”

“There should be a value in 

terms of advancing science and 

publ ic  med ic ine ,”  added 

Childers. “We need to think 

creatively to ask the tougher 

questions. How are people 

using the systems? What has 

been the impact of sharing 

data? How can we tell it is 

working? Have treatment guide-

lines changed? Have we affected 

public health? What measures 

should we be capturing now to 

be able to answer those ques-

tions? As leaders in R&D, we 

need to be thinking about how 

we’re going to answer these 

questions.

“If we have improved public 

health, we’ve seen the value—if 

we can do this in a way that pre-

serves innovation, protects 

patient privacy and protects con-

fi dential information. We have 

to move forward. There is no 

reverse on this.” 

Amid all the essential debate around 

how clinical data transparency can be 

achieved, it’s important we remember 

why we are doing it and what 

researchers need from us
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E
ven before Martin 

Shkreli, former CEO 

of Turing Pharmaceu-

t icals , became the 

poster child for price-gouging 

with an overnight price increase 

of roughly 5,000% on Daraprim, 

the US pharmaceuticals industry 

was primed for a sanity check on 

its pricing practices. But Shkreli 

was simply the most notorious 

player in the pharmaceutical 

price game, as 2015 saw several 

instances of purportedly aggres-

sive pricing practices. 

In the US, the growth in pre-

scription drug prices has 

exceeded inflation rates over 

many years, raising the ire of 

consumers, policymakers, and 

politicians. As a result, pharma-

ceutical manufacturers will 

increasingly need to demonstrate 

value to global payers and health 

technology assessment (HTA) 

bodies as a prerequisite for pre-

mium prices and/or significant 

price increases.

Reframing risk sharing  

One approach to ensuring 

value is a form of “risk-shar-

ing,” wherein the cost of a ther-

apy is linked directly to patient 

outcomes, as with a perfor-

mance guarantee. Unfortu-

nately, the potential for such 

outcomes-based, risk-sharing 

arrangements to deliver on the 

promise of value has been hin-

dered by contract complexity, 

data limitations, monitoring 

issues, price reporting regula-

tions, and other implementa-

tion hurdles. 

With drug pricing practices 

now a cause célèbre in the US, 

it is imperative for pharmaceuti-

cal manufacturers to address 

these challenges as part of their 

value proposition. Making out-

comes-based arrangements sim-

ple and workable for payers will 

be critical to mitigate additional 

price regulation and access 

restrictions that are being pro-

posed by public and private pay-

ers, politicians, and other stake-

holders. 

Innovative or alternative 

pricing refers to a wide range 

of arrangements between man-

ufacturers and payers, includ-

ing price-volume agreements, 

capitation agreements, and 

patient access schemes (PAS); 

performance-based risk-shar-

ing arrangements (PBRSA); 

pay-for-performance (P4P); 

coverage with evidence devel-

opment (CED); outcomes-

based guarantees; etc. 

From arrangements that are 

mainly financial to those that 

limit total cost or utilization, 

or guarantee outcomes, the aim 

is to help allay payer concerns 

about excessive cost and utili-

zation, while ensuring improve-

ments in patient outcomes.  

These arrangements have been 

the subject of much attention 

both within the industry and 

among academics.

Implementation 

hurdles

One recent review of risk-shar-

ing agreements in the US focused 

specifically on current trends, 

success factors, and challenges 

in the use of outcomes-based 

a rrangements .  The s tudy 

reported that only 18 outcomes-

based arrangements have been 

implemented (i.e., disclosed pub-

licly) in the US, with 11 of these 

being public sector CED (“cover-

age with evidence development”) 

schemes and only seven agree-

ments with private payers.  

Given the intense scrutiny of 

drug pricing practices, and payer 

interest in demonstrating value 

of drug therapies, why have 

more agreements that guarantee 

patient outcomes not been imple-

mented?  Figure 1 on the facing 

page highlights the reasons pro-

vided by the study respondents 

as key barriers to implementing 

outcomes-based, risk-sharing 

agreements. These reasons are 

dominated by challenges associ-

ated with the incremental effort 

and resources to evaluate risk 

exposure, negotiate contracts, 

overcome data infrastructure 

limitations, and address mea-

surement and contracting com-

plexity.  

In short, outcomes-based, 

risk-sharing agreements are 

Raising the Stakes On 
Value-Based Pricing
The importance of betting on outcomes, not simply risk 
sharing, when implementing pharma-payer arrangements 

Getty Images: Adam Gault
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considerably more diffi cult to 

implement than traditional 

payer/manufacturer rebate 

agreements. Some payers have 

suggested that manufacturers 

may not be motivated to pro-

vide real value through such 

ag re ement s ,  but  i n s t e ad 

attempt to use outcomes-based, 

risk-sharing agreements to 

achieve access and utilization 

for therapies that might other-

wise face reimbursement and 

access restrictions.  

Manufacturers as 

solution providers

The authors have worked with 

several pharmaceutical compa-

nies to develop outcomes-based, 

risk-sharing agreements that 

have been implemented by com-

mercial payers in both the US 

and EU, and can attest that the 

reasons for limited use of these 

agreements are real. Nonethe-

less, changing the paradigm of 

pharmaceutical manufacturer 

as product supplier to solution 

provider is critical, and out-

comes-based, r isk-shar ing 

agreements are one approach to 

accomplish this change (see Fig-

ure 2 on page 48).  

The goal is for pharmaceuti-

cal manufacturers to transition 

from a “price-per-pill” or even 

“price-per-course-of-therapy” 

mentality to one based on 

improved patient outcomes at a 

competitive cost vis-à-vis exist-

ing standard of care (i.e., value 

for cost).  In the context of a 

rapidly evolving consumer, 

payer, political, and regulatory 

environment—focused singu-

larly on drug prices and price 

controls, rather than the intrin-

sic value of innovative thera-

pies—it is critical that the phar-

maceutical industry take the 

lead in delivering value for cost.

One important step is to 

make outcomes-based, risk-shar-

ing agreements more common-

place and payer-friendly. Beyond 

demonstrating value to payers, 

there are intangible benefi ts asso-

ciated with guaranteeing product 

performance, and “putting your 

money where your mouth is” as 

evidenced by the high levels of 

interest in such arrangements. 

While some industry observers 

have described outcomes-based, 

risk-sharing agreements as PR 

stunts, they can be effective in 

capitalizing on genuine interest 

in demonstrating and delivering 

value.

Taking the mantle

Pharmaceutical manufacturers 

are well-equipped to address 

the key challenges associated 

with implementing outcomes-

based, risk-sharing agreements:

TRANSACTION COSTS – There can 

be incremental costs associated 

with outcomes-based, risk-

sharing agreements (both for 

manufacturers and payers) 

compared with more conven-

tional pricing and contracting 

arrangements.  For example, 

when negotiating a contract, 

manufacturers and payers will 

incur costs associated with 

evaluating the risk-exposure 

implied by the contract terms. 

The evaluation often includes 

analysis and modeling of his-

torical data on the variation in 

incidence and prevalence of 

patient conditions, costs of 

therapy, and the direct and 

indirect cost offsets relative to 

standards of care.  

Many payers do not have the 

resources or capabilities to under-

take such evaluations. Pharma-

ceutical companies that are seri-

ous about a long-term partnership 

Significant 
additional effort

Data infrastructure
inadequate

Medicaid best price

Significant resources/
costs of adjudication

Difficulty in reaching
contractual agreement

Challenges in measuring
relevent outcomes

Fragmented,
multi-payer market
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defining outcomes

Challenges in 
assessing risk upfront 

Lack of control over how
product will be used 

Require 3rd party payer; difficult
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Risk Sharing: Top Challenges

Source: “Private Sector Risk-Sharing Agreements in the United States: 

Trends, Barriers, and Prospects.” Garrison, L.P. et al., American Journal of 

Managed Care, September 2015
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Figure 1. Survey fi ndings of the top barriers to the 
use of risk-sharing arrangements in the US.

Manufacturers will increasingly need 

to demonstrate value to global payers 

and health technology assessment 

bodies as a prerequisite for premium 

prices and/or signifi cant price 

increases
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with payers could seize the 

opportunity to change the para-

digm by funding risk evaluations 

and sharing data, models, and 

analyses with payers. Beyond 

funding to develop and standard-

ize models to evaluate risk and 

contract terms, the models, data, 

and contract can be refi ned in the 

context of a sponsored “pilot” 

with payers to assess risk expo-

sure and identify data limitations 

and potential solutions.

OUTCOMES MEASUREMENT – The 

cost and level of effort involved 

in accurately measuring out-

comes typically exceeds that of 

a traditional manufacturer-

payer contract. For example, 

each agreement will need to 

defi ne whether payment will be 

based on outcomes and cost at a 

patient-level, for the entire 

patient population or a sub-pop-

ulation. It may be crucial to 

define and identify “eligible 

patients” and a baseline or con-

trol group. Furthermore, if cri-

teria such as patient adherence 

to therapy are required, the 

agreement must be precise with 

respect to the methodologies for 

estimating such terms. Often the 

complexity involved in precisely 

measuring outcomes can derail 

negotiations, when simplifi ca-

tions or fi rst-order approxima-

tions may be acceptable to both 

parties. 

It is in the interest of pharma-

ceutical manufacturers and pay-

ers to standardize and simplify 

the measurement approach.  

Once a core contract structure is 

established, contract templates 

and examples can be used to 

align the specifi c contract terms 

(see Figure 3 on facing page).

DATA SYSTEMS INFRASTRUC-

TURE – One of the more chal-

lenging aspects of outcomes-

based contracts could be the 

need to compile data from 

sources that may not typically 

reside in one system. For exam-

ple, patient-level medical records 

are required to determine that a 

The goal is for manufacturers to transition from a 

“price-per-pill” or even “price-per-course-of-

therapy” mentality to one based on improved 

patient outcomes

Patients/caregivers 

Payers 

Pharmacies 

Providers 

Treatment 

Distribution 

Supply 

Reimbursement Access 
Risk 

Sharing  

Agreements 

Manufacturers as 
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Manufacturers 

Value-added services, e.g.: 

� Patient Hubs 
� Disease / medication mgmt. 

� Adherence support programs 
� Homecare services 

� Specialty product support 

� Contract support 

Outcomes-Based Risk Model

Source: adapted from “Risk Sharing – a Driver to Achieve Better Outcomes,”

 Dr. Urs C.H. Wiedemann, Euroform Rethinking Healthcare conference, Berlin, (October 2013)

Figure 2. Changing the paradigm for manufacturers from product supplier to solution provider.
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procedure was performed or that 

multiple related procedures were 

performed within a given time 

period, while pharmacy records 

are required to establish adher-

ence to therapy. In addition, lab-

oratory records may be required 

to validate specific lab values 

(e.g., HbA1c, HDL/LDL, Hgb). 

For integrated health sys-

tems, these data may be readily 

available, but for other types of 

health plans and pharmacy ben-

efit managers (PBMs), assimilat-

ing such data can be difficult and 

costly. In addition, allowing 

access of patient-level data to 

third parties for measurement 

and evaluation is fraught with 

HIPPA-related issues. Pharma-

ceutical manufacturers could 

become solutions providers, 

addressing these data issues for 

payers and removing a potential 

roadblock to the implementation 

of outcomes-based, risk-sharing 

contracts.

INDEPENDENT EVALUATIONS – 

Even if manufacturers agree to 

take on the incremental admin-

istrative, measurement, and data 

costs necessary to implement 

outcomes-based agreements, 

there remains a need to indepen-

dently evaluate a risk-sharing 

arrangement. The very nature of 

such agreements implies that 

both parties are exposed to some 

risk, and neither party is likely 

to be willing to accept the other 

party’s analysis as independent.  

While some outcomes-based 

agreements have been success-

fully implemented by a core team 

with representation from both 

parties, another approach would 

be to “outsource” the contract 

evaluation to a third party.  

Funding such an independent 

contract evaluation may repre-

sent an opportunity for a manu-

facturer or a consortium of man-

ufacturers to gain broad-based, 

buy-in from key payers for the 

use of outcomes-based, risk-

sharing agreements.  Over time, 

as evaluations become more effi-

cient and commonplace (and less 

contentious), the cost to support 

contract evaluations will decline. 

The imperative

Until recently, outcomes-based, 

risk-sharing agreements were 

often perceived as a last-resort 

“objection handler” to achieve 

market access goals and to 

address payer uncertainty 

regarding the cost and outcomes 

associated with high-priced ther-

apies. While the investment in 

resources and infrastructure to 

make these agreements more 

workable for payers can be sub-

stantial, we believe that the 

return will more than offset the 

impact of not doing so. 

Together with other conven-

tional pharmaceutical company 

offerings (e.g., disease manage-

ment program support and care-

delivery “hub” services), these 

arrangements have the potential 

to change the dialogue between 

manufacturers and payers, from 

price to value. Until the industry 

consistently provides solutions 

to reinforce the value of new 

therapies, consumers, payers, 

and politicians will continue to 

focus on the cost side of the 

equation, applying price caps 

and arbitrary access “austerity” 

measures that do not recognize 

or reward innovation. 

NOTE: The authors would like to 

acknowledge the helpful input of Dr. Robert 

Navarro, and colleagues in the Life Sciences 

Practice at CRA. The views expressed 

herein are the views and opinions of the 

authors and do not reflect or represent the 

views of Charles River Associates or any of 

the organizations with which the authors 

are affiliated.

Until the industry consistently provides solutions 

to reinforce the value of new therapies, 

consumers, payers, and politicians will continue to 

focus on the cost side of the equation

Figure 3. An example of a contract template between manufacturer and payer.

Contract definition: Manufacturer will refund the hospitalization costs for patients who require 

hospitalization due to serious adverse event (SAE) while on therapy, in excess of baseline SAE rate

Patient Eligibility t Must be taking manufacturer’s drug and compliant with therapy

t Must be admitted with one or more specific ICD9 codes: TBD

Performance Baseline  

(and other assumptions)

t Baseline rate of serious adverse event = 3% (per label)

t Avg. cost of hospitalization for therapy-related SAE = $19,000

Payment to Plan (Example) Low SAE Scenario High SAE Scenario

Patients Started on Therapy 100% 1,000 patients 100% 1,000 patients

Eligible Patients 90% * 1,000 = 900 patients 90% * 1,000 = 900 patients

Rate of AEs vs. Baseline Rate 3% - 3% = Same rate 6% - 3% = 3% excess

Eligible Patients Hospitalized N/A N/A 3% * 900 = 27 patients

Total Manufacturer Refund N/A N/A $19,000 * 27 = $513,000

Manufacturer Terms Exclusive position on Tier 2 of formulary

Source: Adapted from “Making Risk-Sharing and Clinical Performance Contracts Win-Win,” Andrew Parece, Risk Sharing and Value-Based Pricing  

Conference, NextLevel Pharma, (October 2009)

Contract Terms Template
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P
harmaceutical compa-

nies selling prescription 

drug products in the US 

market are in the pro-

cess of implementing programs to 

uniquely label each drug package 

sold using a serial number and 

corresponding database. This 

work, requiring tens of millions of 

dollars and years of diligent proj-

ect management, is being man-

dated in the US by the Drug Sup-

ply Chain Security Act (DSCSA).  

The DSCSA is part of the Drug 

Quality Safety Act signed into law 

in 2013 and is intended to produce 

end-to-end product traceability 

throughout the entire distribution 

supply chain. The original intent 

behind the DSCSA is that by coor-

dinating transaction records with 

pharmaceutical distributors and 

retailers, authorized supply chain 

workers can “theoretically” fol-

low a drug’s chain of custody to 

help flag the source of fake or sub-

standard drugs entering the chain. 

Does the DSCSA really 

supply security?

As we canvass the pharma industry 

from manufacturers to wholesal-

ers/distributors to pharmacies, 

there is a growing debate over the 

ultimate effectiveness of a fully 

implemented drug security law. 

These concerns are categorized in 

three interrelated limitations.

1.) The package alone bears the 

security elements, not the drug 

product itself. Fake or expired 

drugs can be encased in a package 

that is compromised but, nonethe-

less, resembles a genuine one. “The 

only absolute truth is the proof of 

product integrity regardless of the 

package markings,” says Ron 

Guido, an expert in the practices 

of supply chain security known as 

brand protection. Guido con-

fronted these matters while at 

Johnson & Johnson for many 

years, most recently as vice presi-

dent of global brand protection 

and supply chain integrity. 

“We have seen many examples 

of serialized bar codes being re-

imaged from genuine packages and 

applied to fake packages,” says 

Guido. “In some instances, ‘fake’ 

authenticating features such as 

rogue phone numbers, websites, 

and holograms are added to pack-

ages to fool inspectors, traders, and 

even patients.”

Unless the product within the 

package can be authenticated, 

there remains doubt as to whether 

serializing packages alone can reli-

ably detect fake or unauthorized 

drug product in the normal course 

of distribution. 

2.) The law requires “tracing” 

capabilities once a suspicious 

trade or violation to the system 

surfaces. The DSCSA was 

designed primarily to retroactively 

trace the chain of custody of fake 

goods, permitting trading partners 

ample time to investigate an inci-

dent. In the time it takes for this 

inspection process to conclude, 

dangerous drugs could enter the 

legitimate supply chain and unsus-

pecting patients could be exposed 

to the fake drugs, with often tragic 

consequences. Alternately, under a 

truly real-time tracking system, the 

first indication that a falsified code 

is introduced into the legitimate 

supply chain will immediately alert 

the system users so that not only 

can the suspicious drugs be 

removed at that point from further 

trade and quarantined, but the 

trading agent can also be detained 

and investigated by the authorities. 

There is a huge difference in 

the level of supply chain integrity 

between retroactively culling the 

product from the supply chain 

after it has made its way to points 

of dispense or patient administra-

tion, versus identifying the bad 

actors at the time and place their 

goods are introduced into the sup-

ply network.

3.) The drug distribution system 

in the US lacks interoperability 

among trading “partners.” While 

it’s unreasonable to require legisla-

tors to dictate the detailed business 

processes that support the com-

merce of pharmaceuticals while 

also protecting patients, it is also 

recognized that manufacturers, 

distributors, and retailers in legiti-

mate drug trade now lack end-to-

end visibility over transactions 

throughout the supply chain. The 

reasons are many, ranging from the 

“perceived value” of harboring 

commercial data within one’s busi-

ness domain to fear of being disin-

termediated from the chain if trad-

ing records were shared. 

However, such lack of “infor-

mation shorting,” as Guido 

describes it, opens the door for all 

kinds of vulnerabilities, including 

gray market diversion, counter-

feits, pilferage, poorly managed 

recalls, drug shortages, returned 

goods, fraud, and more generally, 

suboptimal inventory manage-

ment. Anytime there are “hand-

offs” or blind spots in a complex 

Closing the Gaps in Drug 
Chain of Custody
Limitations of the Drug Supply Chain Security Act for 
pharma—and three strategies to fix them



51

WWW.PHARMEXEC.COM

APRIL 2016 PHARMACEUTICAL EXECUTIVE Supply Chain

system, cracks are created for the 

bad guys to squeeze into the legiti-

mate supply chain and exploit 

these weaknesses. However, in a 

fully interoperable track and trace 

system, the integrity of scanned 

inventory would be easier to verify 

at the point of sale. For example, 

the serial codes of stolen cargo 

would be flagged as such in the 

interoperable database, and any 

attempts to reintroduce those 

goods into the legitimate supply 

chain would be denied. 

The DSCSA is creating the 

opportunity for real-time sharing 

of transactional information, and 

financial data associated with 

trade, to illuminate an otherwise 

dark supply chain. Yet, until all 

players participate in a fully 

interoperable pharma supply chain 

using unique serial numbers (that 

can be duplicated)  as the “new cur-

rency of trade,” the aforementioned 

vulnerabilities will still exist.

Overcoming DSCSA 

limitations: 3 Steps

First, the DSCSA should be 

amended to require some form of 

authentication on the drug itself. 

There are many scientific solutions 

to this issue of what is known as 

“on-dose” authentication, such as 

placing inert markers or markings 

on or in solid oral dosage form 

drug product, which constitute a 

substantial portion of the drug 

market. There are a number of 

intriguing on-dose technologies 

that can complement the serializa-

tion measures found on packaging, 

such as covert taggants that can 

identify drug product origin back 

to the source of manufacture. 

This kind of technology fea-

ture would then allow manufac-

turers to create a digital lock 

between an identification code on 

the package with the identification 

code on the dosage form. When 

these two codes match exactly, the 

information on the package is 

confirmed as authentic and accu-

rate down to the pill itself.

Second, the law should add 

“tracking” requirements to the 

transaction history elements of the 

current “tracing” rules of engage-

ment. In time, scans of genuine 

serial numbers can drive the finan-

cial and inventory records of each 

transaction and signal the legiti-

macy of the package. If the pack-

age has been compromised, per-

haps by duplicating an active 

serial code, that transaction 

would be electronically suspended 

until an investigation on-site is 

conducted. Verifications of the on-

dose features in the field with 

immediate feedback will allow for 

confirming that the right drug is 

in the right place, at the right 

time—true “tracking”—rather 

than merely providing informa-

tion for an investigation after the 

harm has already been done.  

Given the amount of invest-

ment the pharmaceutical industry 

has made to date attempting to 

comply with the legislation, it 

would be a shame to stop short of 

a more fully effective and true 

“track and trace” system. And 

with the ability to track and flag 

suspect packages on-the-spot with 

on-dose identification measures, 

the product inside could then be 

immediately authenticated to help 

inspectors react faster and miti-

gate the effects of the compromise.

Third, in the spirit of public-

private collaboration, all trading 

partners should coalesce with regu-

lators around the design of a fully 

interoperable system. Rules regard-

ing fees for sharing information 

and disintermediation decisions 

can be orchestrated to break the 

seemingly archaic beliefs that infor-

mation harboring is the source of 

business success. Other industries, 

including online retailers of con-

sumer goods, have demonstrated 

the efficiency and cost-effectiveness 

of sharing logistics information 

among commercial partners.

With on-dose authentication 

measures, true “track and trace” 

capabilities, and full access to all 

of the data throughout the supply 

chain, pharma companies would 

be able to better ensure the secu-

rity of their supply chain and close 

the current gaps in the DSCSA.

Any risk is bad risk

US legislators and regulators rec-

ognize the importance of safe-

guarding pharmaceuticals supply, 

particularly when global trade 

practices and international sourc-

ing of goods have increased the 

potential of substandard and fake 

drugs being inserted into the 

domestic distribution network. 

Our society should adopt a “no tol-

erance” culture when it comes to 

counterfeits. Most authorities agree 

that the rate counterfeit drugs in 

the US is in the single digits, but for 

every 1% increase in this rate, it 

means over 40 million times that 

patients are ingesting fakes. That is 

one prescription for every eight or 

nine patients in the country every 

year—an intolerable risk. Certainly 

we can do much better.

Given the amount of investment pharma has 

made attempting to comply with the legislation, it 

would be a shame to stop short of a more fully 

effective and true “track and trace” system
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T
he ancient practice of 

drug compounding 

has become one of the 

most controversia l 

issues in the pharmaceutical 

industry. While public health 

concerns have inspired the FDA 

to implement comprehensive 

safety reforms, compounded 

products continue to represent 

a significant cost burden for 

government and commercial 

health plans. However, just as 

insurers and regulators have 

sought to tamp down com-

pounding costs and utilization, 

observers  have begun to 

acknowledge that compound-

ing may sometimes serve as an 

essential antidote to spiraling 

drug prices. Thus, in the topsy-

turvy world of drug pricing and 

reimbursement, compounding 

is viewed as both a cause for 

escalating drug prices as well 

as a potential catalyst for 

reform.

‘Compound’ growth:   

The good and bad

Drug compounding has histor-

ically been performed on a 

small scale in the independent 

pharmacy or physician office to 

create customized versions of 

drugs for patients desiring a 

more convenient dosage form 

or flavor Nevertheless, com-

pounding has grown in scope 

and prevalence to meet growing 

market demand for drug prod-

ucts tailored to  unique health 

and cosmetic needs. For several 

years, this trend progressed 

unabated in a relatively lenient 

regulatory environment. How-

ever, in 2012, a deadly fungal 

meningitis outbreak was linked 

to a Massachusetts’s-based 

sterile compounding facility—a 

tragedy that brought to light 

safety concerns surrounding 

c omp ou nd i n g .  C o n g r e s s 

responded with the passage of 

the Drug Quality and Security 

Act (DQSA), which clarified 

the FDA’s regulatory authority 

and outlined a new legal frame-

work to ensure safer com-

pounding practices.

While government action 

has been taken to address 

safety concerns, compounding 

has become one of the central 

contributors to drug price infla-

tion in the US. According to the 

Express Scripts Drug Trend 

Report, overall US prescription 

drug spend increased by 13.1% 

in 2014, whereas compounding 

spend increased by as much as 

218% during the preceding two 

years. 

This upward trend is largely 

based on the actions of drug 

manu fac tu rer s  t hat  have 

inflated the average wholesale 

prices (AWPs) for certain bulk 

substances—the constituent 

ingredients in compounded for-

mulations  In addition, many 

believe that costs are being 

driven by unscrupulous physi-

cian prescribing habits and 

compounding pharmacies that 

have employed creative profit-

making schemes.  

The combined growth in 

compounding costs and utiliza-

tion has negatively impacted 

many commercial and govern-

ment payers, particularly those 

that base reimbursement on the 

prices of bulk ingredients. 

Commercial insurers have been 

quick to question the value and 

efficacy of many compounded 

products while implementing 

reimbursement caps and cover-

age restrictions. 

Likewise, some government 

healthcare programs have over-

hauled their reimbursement 

mechanisms to dramatic effect. 

Notably, on May 1, 2015, TRI-

CARE, the government health 

plan covering civilian health 

benefits for military personnel, 

revised its reimbursement pol-

icy to screen for all ingredients 

in compounded prescriptions 

and reject coverage for any 

non-FDA approved ingredients. 

In the month following this 

change, spend on compounded 

claims decreased by 74% and 

the number of filled prescrip-

tions dropped from 105,200 to 

over 41,800.  

Although reform has pro-

gressed more slowly in the 

workers compensation arena—

where generous reimbursement 

policies are the norm—several 

states have implemented mea-

sures to better control costs and 

utilization. For example, sig-

nificant progress in managing 

workers compensation medical 

spend was achieved in Okla-

homa, Texas, and Washington 

State, which adopted closed 

drug formularies, and in Ohio 

and Mississippi, which imposed 

Drug Compounding:       
A Cause and Cure for 
High Drug Prices?
The practice’s emerging—if improbable—cost-saving potential
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reimbursement caps on com-

pounded products.   

But while compounding is 

often viewed as one of the cen-

tral contributors to rising drug 

costs, the practice has emerged 

as an apparent—if unlikely—

solution for the seemingly 

intractable problem of generic 

price increases. Public outrage 

stems from the actions of cer-

tain drug makers that have 

obtained rights to selected sole-

source generic drugs and then 

dramatically increased their 

prices.  

In one now-notorious exam-

ple, Turing Pharmaceuticals 

a c qu i r e d  t h e  r i g h t s  t o 

Daraprim—a drug that is crit-

ical for the treatment of the 

parasite-borne disease, toxo-

plasmosis—and then ratcheted 

up its price from $13.50 to 

$750 per pill. While consumer 

advocates and lawmakers have 

bemoaned their limited options 

in combating this practice, San 

Diego-based compounder, 

Imprimis Pharmaceuticals Inc., 

announced plans to produce a 

formulation of Daraprim’s 

active ingredient, pyrimeth-

amine, for about $1 per cap-

sule. The proposal received 

support from Express Scripts, 

which announced on Dec. 1, 

2015, that it would cover 

Imprimis’ formulation when 

supported by a patient-specific 

prescription. Imprimis now 

intends to produce cheaper 

alternatives for other sole-

source generic drugs that have 

been the subject of price goug-

ing schemes.

Complexity is costly 

The cost-saving potential of 

compounded drugs was recog-

nized during a December 2015 

hearing convened by the Senate 

Special Committee on Aging to 

address the causes and effects 

of generic drug price increases. 

Nevertheless, critics maintain 

that compounding is a disfa-

vored remedy, given its safety 

concerns, non-FDA approved 

status, and contributory role in 

rising drug costs in certain set-

tings. Moreover, under the 

FDA’s new regulatory scheme, 

facilities that engage in large 

scale and sterile compounding 

activities are required to regis-

ter as “outsourcing facilities,” 

pay annual fees, comply with 

current good manufacturing 

practices (cGMPs), and submit 

to FDA inspection. In addition, 

outsourcing facilities may only 

compound from bulk sub-

stances that appear on a drug 

shortage list or on an impend-

ing list of bulk drug substances 

for which there is a recognized 

“clinical need.”  

Many industry players are 

waiting on the sidelines to see 

whether the scope of the bulk 

drug substances list will be suf-

ficiently broad enough to war-

rant registration as an out-

sou rc ing fac i l i t y.  I n  the 

meantime, given the added 

costs and burdens, there may 

be an insufficient number of 

outsourcing facilities that are 

willing and capable of provid-

ing cost-saving formulations on 

an appreciable scale. 

At a time of growing anxiety 

and confusion about drug pric-

ing issues, policymakers will 

need to understand compound-

ing’s Janus-like nature, and its 

real and potential impact on 

the pharmaceutical industry. 

Reforms may be appropriately 

focused on closing regulatory 

loopholes, ensuring patient 

safety, and containing run-

away costs. 

On the other hand, policy-

makers should avoid overly 

broad and categorical limita-

tions that may restrict the 

availability of products that are 

often needed and desired by 

patients. Likewise, recognition 

should be paid to the advan-

tages of compounding as a lever 

against certain sources of high 

drug costs, particularly in the 

generic sector.

 

Creative combat

At a time when many lawmak-

ers are calling for radical costs 

controls, the Daraprim incident 

has revealed how traditional 

market mechanisms and the 

creative employment of existing 

pharmacy practices, such as 

compounding, may serve as 

effective checks and balances. 

This is an important consider-

ation as our society confronts 

the challenge of structuring 

suitable drug pricing reforms, 

which inevitably involve diffi-

cult trade-offs between innova-

tion, patient need, and cost. 

The Daraprim incident has revealed how 

traditional market mechanisms and the creative 

employment of existing pharmacy practices,  

such as compounding, may serve as effective 

checks and balances 
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LAND OF OPPORTUNITY

Many picture Egypt as a sun-drenched paradise defi ned by pyramids, tombs, and sarcophaguses. 

Others may associate the country with political turmoil, given the two revolutions of the last fi ve years. 

Portrayals of Egypt drawing too heavily on either of these themes miss the heart of what this country is 

today; a growing, energetic, vibrant society, brimming with ambition and permeated with opportunity. 

Such opportunity is particularly visible in healthcare and pharmaceuticals; currently Egypt’s best per-

forming sector. Janssen’s Khaled Mansour asserts that, “Egypt is one of the top three markets in the re-

gion…. The market is still between four and fi ve billion USD, but at current growth rates it should reach 

a signifi cant volume threshold in the next few years and continue to attract more and more investments.” 

October Pharma CEO Ahmed Zaghloul explains, “basic demographic trends and market fundamentals 

are still very attractive and the population is growing by roughly two people per year,” and as such 

the retail pharmaceutical market is undergoing “predictable double-digit growth in local currency, with 

reasonable USD growth of 8.3 percent in 2014 and 5.5 percent in 2015, with the potential to be much 

higher if the wider economic situation were to stabilize.”
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EGYPT: LAND OF  

OPPORTUNITY 

The potential for stronger growth lies 

in the fact that Egypt’s healthcare 

sector has only just begun to meet 

the needs of its 90 million people. 

Novo Nordisk’s GM Mohamed El 

Dababy describes how Egypt, “only 

spends USD 35 per capita on health-

care, which is alarmingly low. This 

is a third of what countries with  

similar economic conditions to Egypt 

are spending, for example Lebanon or 

Iraq.” Given the low levels of health-

care spending, Ashraf El Khouly, vice-

chairman of the Egyptian Society for 

Pharmaceutical Research, argues that, 

“despite the fact that the multina-

tional pharmaceutical industry estab-

lished its production sites in Egypt in 

the 1960s, I identify Egypt as a virgin 

market… any healthcare project, how-

ever small, can only contribute to and 

enhance the current market growth of 

15 percent (in local currency).” Or, 

as Osama Rostom, of the Federation 

of Egyptian Industries (FEI) Pharma, 

Cosmetics, and Medical Appliances 

Chamber explains, “Egypt is one of 

largest countries in the region, and 

the pharmaceutical market is on the 

cusp of a major boom… the important 

figure to measure the current market 

growth is the growth of units sold 

which, at four percent, is still very 

good - but can be higher!” 

ON THE CUSP OF CHANGE

A key factor behind Egypt’s low per 

capita healthcare spending is that “50 

percent of our population lives under 

the poverty line and they cannot afford 

healthcare services,” as Mahmoud Ba-

gneid, CEO of medtech provider BM 

Egypt, explains. ACDIMA chairman 

and former Minister of Health, Awad 

Tag Eldin, asserts that Egypt already 

has “public medical insurance, but only 

52 percent of the population is cov-

ered.” Generally, those eligible for cov-

erage are formally employed and there-

fore above the poverty line. 

However, change 

is on the horizon. 

“We are aware of the 

underlying challenges 

ahead of us, but there 

is a clear intent and 

determination to put 

in every means to 

reach our objective to 

create a reliable sys-

tem for a healthy society and promote 

the well-being of all Egyptians,” confi-

dently declares Egypt’s president,  Ab-

del Fattah el-Sisi. “Egypt has embarked 

upon a long process of re-engineering 

its economic model… and have already 

started to readjust our fiscal budget to 

allocate at least 3% of GNP to govern-

ment spending on health sector, as stated 

in our constitution,” he affirms. Eva 

Pharma’s CEO Riad Armanious declares 

that, “currently just under 70 percent of 

medication is paid for out-of-pocket in 

Egypt and I expect that increased pub-

lic investment in healthcare will soon 

help to extend access to medication to 

a broader segment of Egyptian society, 

as has occurred in many other countries. 

In post-revolution-Egypt, any govern-

ment will seek to provide better care for 

the Egyptian people and, although this 

is a complicated goal, there are signs of 

progress.” Tag Eldin echoes Armanious’s 

comments, indicating that while, “this 

has been a very long story… the Minis-

try of Health is working harder than ever 

to make this a reality and it is clear that 

Awad Tag Eldin, former Minister & 

chairman, ACDIMA; Osama Rostom, deputy 

head FEI Pharma Chamber & Commerical 

Director EIPICO Abdel Fattah  

El-Sisi, President 

of Egypt

EGYPT BY THE NUMBERS
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Novo Nordisk at a Glance
Novo Nordisk is a global healthcare company with more than 90 years of innovation and 
leadership in diabetes care. This heritage has given it experience and capabilities that also 
enable it to help people defeat other serious chronic conditions: haemophilia, growth disorders 
and obesity. Headquartered in Denmark, Novo Nordisk employs approximately 41,000 people 
in 75 countries and markets its products in more than 180 countries. Novo Nordisk is ranked 
among the top 100 most valuable companies globally and is the most valuable in Scandinavia. 
Building on 90 years of pioneering diabetes research, Novo Nordisk is currently the only
company with a full portfolio of human and modern insulins.

Novo Nordisk Egypt (We believe in the future of Egypt)
Novo Nordisk has been working in the Egyptian market for more than 80 years. The company 
is a pioneer in introducing insulin in Egypt, backed with its global expertise and leadership in 
diabetes care. Collaborating with the relevant stakeholders, Novo Nordisk Egypt is currently 
working on several initiatives to best serve Egyptians with diabetes.
During a very uncertain period in which most companies have been downsizing, Novo Nordisk 
Egypt has not only maintained its position but also expanded its presence in the country. The 
number of employees has more than doubled during the period 2011–2015.
Novo Nordisk’s approach goes beyond doing business to working in partnership with 
stakeholders to upgrade healthcare for people with diabetes in Egypt, building on the 
experience gained from its long-standing and strong presence in the country. 
We are guided by our Triple Bottom Line, which means taking into account the financial, social 
and environmental aspects of every decision we make. 

Statement from Mohamed El Dababy, 
General Manager of Novo Nordisk Egypt 
Over the years, Novo Nordisk Egypt has lead the way in raising diabetes awareness as well 
as treating and preventing diabetes locally through launching different initiatives. There are 
currently 28 Novo Care Centers across Egypt, the first of which was established in 2006. To 
date, Novo Care provided education and support to around 33,000 people with diabetes 
as well as offered tens of thousands of free NovoPens to patients through awareness and 
prevention campaigns. 
Elaborating on the important role the company plays in the Egyptian market, Mohamed El 
Dababy, General Manager of Novo Nordisk Egypt, says “In Egypt, an estimated 7.8 million people 
have diabetes; this is equivalent to 14.8% of the adult population. Egypt has the eighth highest 
prevalence of diabetes worldwide. It is predicted that by 2040 there will be an additional 7.3 
million people with diabetes in Egypt, bringing the figure up to 15.1 million. In response to this, 
we continue to launch impactful initiatives in collaboration with national stakeholders, aiming to 
better the lives of people with diabetes. We recently signed a memorandum of understanding with 
the Egyptian government to establish 26 state-of-the art Diabetes Centers of Excellence across 
the country, one in each of the 26 governorates of Egypt, where Novo Nordisk is refurbishing and 
equipping clinics in major hospitals and training physicians and nurses to provide the best possible 
diabetes care. The first of these Centers of Excellence was opened in May 2015 and functions as 
a ‘one-stop-shop’ for treatment of diabetes and related complications.”
Furthermore, Novo Nordisk supplied the Egyptian government with a fully automated patient 
management system and established a central server for the 26 Centers of Excellence. These 
two systems are synchronized in order for the relevant governmental bodies to have access to 
updated data about the numbers of people diagnosed with type one and type two diabetes and 
the severity of complications caused by this condition.
Novo Nordisk’s key contribution to the markets where it operates is to discover and develop 
innovative biological medicines and make them accessible to patients throughout the world. 
Building on 90 years of pioneering diabetes research, Novo Nordisk is currently the only company 
with a full portfolio of human and modern insulin in Egypt. 
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there is high level support for this goal within the Egyptian gov-

ernment. We are now approaching a point in time where large 

changes will be possible.” 

The government’s commitment is clear, and there have 

been several signs that progress is being made. Minister of 

Health Ahmed Emad El Din Rady states that, “over the last 

six month I have been in constant discussions with the Minis-

try of Finance to develop a sustainable financial model for an 

expanded health insurance system. Today, the law is almost 

finalized and we will most likely be presenting it to parliament 

in the near future: the criteria have been set, the various items 

and articles laid out and written, and all we are waiting on are 

some financial reports and studies that are now nearly com-

plete.” Moreover, the FEI’s Rostom explains that “according 

to the new constitution [of January 2014] the government 

will double its healthcare spending to three percent of GDP.” 

Progress has already been made as, according to Roche’s Ehab 

Yousef, “the [2015] government budget for healthcare repre-

sents almost two percent of Egypt’s GDP, and five percent of 

the government’s budget; other countries in the same econom-

ic category allocate closer to ten percent of public funds to 

healthcare. However, looking at [the 2016] budget, the por-

tion being allocated to healthcare is increasing from five to 

7.5 percent, signalling the government’s intention to support 

healthcare, and that they are working towards meeting the 

constitutional goal of three percent of GDP.”

EVOLVING HEALTHCARE NEEDS

Across the MENA region, “the nature of diseases for which 

there is the most treatment demand is shifting from communi-

cable diseases to non-communicable and chronic diseases, a shift 

which multinationals are well prepared for given their global 

portfolios and current research objectives,” 

according to Janssen’s Khaled Mansour. 

This trend has certainly reached Egypt; 

Amre Mamdouh, of Egyptian market leader 

GSK, explains, “as life expectancy in Egypt 

increases with better disease management 

and improved access to healthcare, rates of 

lifestyle driven and chronic diseases are in-

creasing.”

AstraZeneca’s country president Khaled 

Atef Elmounayri notes that, “in Egypt we 

have around 7 million diabetics, 14 mil-

lion patients suffering from hypertension 

and one in 100,000 is a cancer patient, so investing in oncol-

ogy, hypertension, diabetes and chronic disease is important 

because the potential is very high. There are a lot of unmet 

needs.” Servier’s Gerard Charles concurs, saying that, “cardio-

vascular disease is the leading cause of death, accounting for 

nearly 15 percent of deaths in Egypt, with another roughly ten 

percent caused by cancers. It is estimated that there are around 

15 million Egyptians who have diabetes and a similar number 

are hypertensive. The percentage of these patients with a dis-

ease which is controlled ranks between 10 and 15 percent, and 

awareness is very low in general.” Thus, even for the roughly 50 

percent of Egyptians who have some access to healthcare, there 

is significant progress to be made in terms of raising awareness, 

diagnosing, and treating lifestyle driven diseases. 

Despite this, progress is definitely being made. Novo Nor-

disk’s El Dababy admits that, “awareness regarding diabetes 

From left: Khaled Mansour, market access director for 

EMEA emerging markets, Janssen; Amre Mamdouh, 

vice president and Area general manager, Egypt and 

North Africa, GSK; Ahmed Emad El Din Rady, Minister of 

Health and Population

Mohamed El 

Dababy, general 

manger, Novo 

Nordisk

TOP 10 PHARMA COMPANIES RANKING IN EGYPT

Source: IMS
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in Egypt is low but it is getting better,” 

and that his company has “recently ob-

served a shift towards a more proactive 

stance towards diabetes.” Additionally, 

the strength of Egypt’s private market 

means that even higher priced innovative 

products can be successful; El Dababy 

illustrates the point, saying “our recent 

launch of Victoza was very successful... 

It has been a high impact product in all 

markets and Egypt is no different despite 

the cost barrier.” Similarly, AstraZen-

eca’s Khaled Atef Elmounayri says that, 

“over the past few years the Ministry 

of Health has improved dramatically in 

terms of access and we have been suc-

cessful in bringing some of our oncol-

ogy products to the public sector,” and 

that for oncology products in general 

“the government supports the impor-

tation, grants them a fast track [regis-

tration process] and reimburses them, 

which confirms [oncology] is high on the 

agenda.” Indeed, according to Roche’s 

regional GM Ehab Yousef, “oncology is 

the therapeutic category with the second 

largest budget after hepatitis within both 

the Ministry of Health and the Health 

Insurance Organization,” the largest 

parstatal healthcare payer. Given eco-

nomic realities, healthcare providers are 

“not really able to grant the use of all 

innovative drugs because of pricing,” as 

Elmounayri explains, but “nonetheless, 

Egypt is one of the largest markets across 

the Middle East for oncology.”

This progress in treating non-com-

municable diseases has been made de-

spite the enduring challenges posed 

by infectious diseases in Egypt. The 

market is still driven by these primary 

healthcare needs with GSK’s Augmen-

tin brand of amoxicillin as the lead-

ing product in the market. Moreover, 

Hepatitis C plays a dominant role in the 

healthcare sector because, as Abbvie 

GM Amjad Laimoun explains, Egypt is 

the country with “the highest prevalence 

of the hepatitis C 

virus (HCV) in the 

world with more 

than 14 percent of 

the adult population 

carrying the virus.” 

Novo Nordisk’s El 

Dababy says that in 

fact,  “public discus-

sion of healthcare is 

dominated by com-

municable diseases, 

mainly Hepatitis C, and thus the atten-

tion the government and media are able 

to dedicate to non-communicable dis-

eases like hypertension, diabetes, and 

other non-communicable diseases is 

limited… Hepatitis C is a major health-

care issue for the country, and one that 

negatively impacts the productivity of 

our people and ultimately the economy, 

yet the same can be said about diabe-

tes. In fact, at present the number of 

deaths caused by diabetes and related  

Khaled Atef 

Elmounayri, 

country 

president, 

AstraZeneca
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complications is higher than the num-

ber of deaths related to hepatitis.”

Seeing as “each year between 

150,000 and 180,000 individuals are 

infected,” and according to Laimoun, 

“the majority of these new infections 

actually occur in hospitals and medical 

facilities,” there are certainly adequate 

grounds for fighting the disease to be 

made a national priority. Roche’s Ehab 

Yousef explains that Hepatitis C is the 

therapeutic category with the largest 

budget within the Ministry of Health 

and Health Insurance organization, and 

as Abbvie’s Laimoun makes clear, “the 

level of the government’s commitment 

is very strong, as fighting HCV is the 

president’s highest healthcare priority; 

in fact, the president has been involved 

in several initiatives himself.” 

The primary public treatment initia-

tive is run by the National Committee for 

the Control of Viral Hepatitis, and, ac-

cording to Laimoun, “at present 180,000 

patients are being treated by the national 

program each year, with an additional 

30,000 treated by the Health Insurance 

Organization.” The Minister of Health, 

Ahmed Emad El-Din Rady, has made 

his “goal to reduce the cost of treatment 

for hepatitis C as much as possible,” and 

improve the accessibility of private treat-

ment. As a result, prices for a bottle of ge-

neric Sofosbuvir fell from EGP 2670 (USD 

330) to EGP 900 (USD 110) in the retail 

market, and EGP 520 (USD 65) in public  

tenders at the start of 2016. Given these 

two measures, demand for anti-virals 

such as Sovaldi and generic Sofosbu-

vir (which became available in Egypt in 

2015) have skyrocketed so much so that 

according to October Pharma Ahmed 

Zaghloul, “roughly four of the 5.5 per-

cent [retail pharma market] growth [in 

2015] was realized within one therapeu-

tic segment; antivirals such as Sofosbuvir 

which are used to treat Hepatitis C.” 

DIFFERENTIATION 

THROUGH TECHNOLOGY 

With traditional generics seeing 

shrinking margins and mounting com-

petition, it has become increasingly 

important for Egyptian manufactur-

ers to differentiate themselves through 

their technical capabilities. ACDIMA’s 

Awad Tag Eldin highlights that gener-

ics players are increasingly “facing a 

much greater challenge from products 

that utilize new methods of delivery,” 

citing the growing adoption of insulin 

injection pens by diabetes patients as 

an example. He argues that for Egyp-

tian pharmaceutical manufacturers to 

remain both domestically and region-

ally competitive, they “must increase 

their level of technical sophistication 

and begin some upstream operations.”

Several companies have recently 

taken steps to increase their technical 

capabilities via major equipment invest-

ments and technology transfers. One 

such example is Medical Union Phar-

ma (MUP), which acquired an insulin 

vial manufacturing facility from Lilly. 

Managing director Ahmed Kelani ex-

plains, “acquiring this facility was the 

best opportunity for us to manufacture 

high quality human insulin vials… A 

significant level of technology is being 

“Since most domestic pharma compa-

nies and the national drug authorities 

are preoccupied with today’s pharma 

challenges (pricing, competition, etc.), 

limited attention has been given to de-

veloping strategies to accommodate 

growing demand for biologics,” says 

Minapharm’s CEO, Wafik Bardissi. “The 

proof is quite simple, as Minapharm is 

the only biotech player to have emerged 

in this part of the world during the last 

15 years.”

Minapharm took more than “ten years to establish the in-

tellectual capital and organizational culture capable of deal-

ing with the complex manufacturing and analytical processes 

essential for a variety of recombinant technologies,” and be-

gan their efforts in the biotech industry by establishing a joint 

venture company with Rhein Biotech (now part of Dynavax 

Europe) in 2001. The Rhein-Minapharm Biogenetics manu-

facturing facility was constructed in 2003 in the Tenth of 

Ramadan City, outside of Cairo, and their first co-developed 

therapeutic protein was launched in 2005; an interferon 

alpha 2a product called Reiferon. This first launch was fol-

lowed in 2006 by a pegylated interferon, Reiferon Retard, 

and in 2007 by the first recombinant hirudin. 

“In 2010 Minapharm acquired ProBiogen, the Berlin-

based internationally renowned cellular engineering spe-

cialist and global provider of intelligent proprietary tech-

nology to the international biotech industry,” explains 

Bardissi. Continuing, he describes the tremendous inter-

est this transaction has gained “from the German and 

European public as for the first time, the buyer of an es-

tablished leading European biotech enterprise is from an 

emerging market.” Probiogen will primarily have free reign 

to expand its business with clients which include global 

leaders in biopharmaceuticals such as Novartis and Boeh-

ringer Ingelheim, while parent company Minapharm will 

be “focusing on maintaining and consolidating our posi-

tion at the forefront of the biotech industry,” according to 

Bardissi. However, he confirms “Minapharm has benefited 

from a cooperative development plan with our subsidiary 

Probiogen to assemble a first-rate pipeline of immuno-

therapeutic agents that are currently at various stages  

of development.”

Egyptian Biotech

Wafik Bardissi, 

chairman & CEO, 

MinaPharm
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transferred to MUP from Eli Lilly, and 

[we are] integrating the experience and 

knowledge of Eli Lilly employees into 

our operations and business.” 

Marcyrl, a domestic manufacturer 

which entered Egypt’s top ten high-

est grossing pharmaceutical compa-

nies in 2015, is also making significant  

investments to acquire and even devel-

op new technologies. Wagdy Mounir, 

the GM responsible for manufactur-

ing, explains that the company recently 

“purchased the machinery to produce 

bilayer tablets… [which] will be the 

first bilayer tablet manufacturing line 

in Egypt.” However, much more signifi-

cantly, Marcyrl is “currently undertak-

ing … the development of a separate 

hormone manufacturing facility… that 

will take Marcyrl to the next level in 

terms of working with multinational 

pharmaceutical companies and export 

activities; there are only a few such 

facilities in the Middle East… and we 

will be seeking EMA and FDA approval 

from the outset with the goal of export-

ing products from this facility to mar-

kets all over the world.” 

However, Marcyrl has also success-

fully developed two incrementally in-

novative products. Saad Ibrahim, scien-

tific office manager, explains that as of 

January of 2016, Marcyrl “received the 

approval for a unique dosage form of 

bromocriptine… Normally this product 

comes in tablet form; however, nearly 40 

percent of patients experience gastric is-

sues as a side effect. To avoid causing this 

side effect, we have developed a vaginal 

suppository containing bromocriptine. 

We completed a series of phase II and 

phase III trials to get it approved… This is 

a unique product, although we are aware 

than an Indian company has been work-

ing on developing a bromocriptine vagi-

nal suppository as well.” Having com-

pleted phase II and III trials, and received 

domestic marketing authorization for the 

product, Marcyrl will soon be launching 

the product on the Egyptian market.

While there are a few such instances 

of modest innovation in terms of prod-

uct differentiation, the Egyptian Minis-

try of Health has not generally support-

ed such efforts. October Pharma CEO 

From left: Wagdy Mounir, general 

manager, Marcyrl; Farid Habib, 

managing director, Marcyrl; Saad 

Ibrahim, general manager, HSO.

Guided by our 
passion to care for 
the well-being of 

patients and driven 
by the talents of 
our empowered 
and dedicated 
employees, 

Marcyrl is committed 
to provide cost 
effective solution 

for our customers

Life is our Vision...  
Health is our Mission

Marcyrl Mission

HEADQUARTERS: El Obour City, The West Extension, Block 20005 T:  (+202) 4665 1641/42/43   

F: (+202) 4665 1650 M: marcyrl_co@yahoo.com W: www.marcyrl.com
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Ahmed Zaghloul reveals that, “the Ministry of Health is …  

not particularly supportive of even incremental innovation 

in Egypt, as officially we cannot register products that don’t 

have an exact reference product registered in one of our 23 

officially recognized reference countries; an October Pharma 

product was recently rejected because we wanted to package 

30 tablets in each box, whereas the reference product only 

contained 15 per box.” 

EXTERNAL ECONOMICS

Janssen’s Khaled Mansour summarizes the Egyptian phar-

maceutical market as an investment destination by saying, “I 

would approach Egypt as a sizable opportunity and say I am 

moderately optimistic about the future of the market here, 

with the moderation stemming from some short-term chal-

lenges that we must work through before the full potential 

can be realized.” Indeed, the current economic situation is a 

major limiting factor. Mansour holds that “although over the 

last year the political and security situation has stabilized sig-

nificantly under the new regime… today the main risks exist 

within the economic and 

financial sphere, as there 

is limited hard currency 

availability and the Egyp-

tian pound’s value versus 

the dollar is unstable.”  

Osama Rostom of EIPI-

CO and the FEI cham-

ber for pharmaceuticals, 

explains that “the tradi-

tional sources of foreign 

currency have always been the Suez Canal, tourism and Egyp-

tian people working abroad; recent hopes in the Suez Canal 

of providing the country with foreign currency have proved 

elusive as revenues have fallen significantly, tourism has not 

yet recovered from the political unrest of a few years ago, and 

Egyptian people abroad generally prefer to utilize the black 

market to get their money into Egypt.”

October Pharma’s Ahmed Zaghloul explains that his “con-

cern is not the current economic situation, but rather the fact 

that there does not appear to be a clear vision for how Egypt 

can overcome these challenges... The current government has 

not shared any clear plans for economic reform with the busi-

ness community. Moreover, given that the current shortage 

of hard currency, there is a clear need for Egypt to drive ex-

port growth and to attract foreign investment, yet there has 

been very limited guidance in this regard.” Zaghloul goes 

on to explain that the Egyptian pharmaceutical industry has 

abundant “excess production capacity and can easily produce 

pharmaceutical for the export market at competitive prices,” 

yet “there are certain barriers that we would need the govern-

ment to help address if this is to become a reality.”

Aside from the very low pharmaceutical pricing in 

Egypt, which causes significant challenges in export mar-

kets due to country of origin reference pricing, the primary 

hurdle to achieving exports is that at present, Egypt has no 

EMA or GCC accredited bioequivalence study center, so 

any “manufacturer seeking to develop a product that can 

be exported to a regulated market must complete bioequiv-

alence studies outside of Egypt,” according to Eva Pharma’s 

Riad Armanious. The situation is further frustrated by the 

fact that according to October Pharma’s Zaghloul, “cur-

rently, the Egyptian Ministry of Health does not recognize 

bioequivalence studies performed outside of Egypt, even 

when conducted at highly accredited facilities certified by 

the EMA. Thus, to develop a product for the export mar-

ket currently we must carry out bioequivalence studies in 

Egypt as well as abroad.”

The hard currency shortage has also caused significant chal-

lenges for companies focused purely on the domestic market. 

Janssen’s Mansour explains that “multinationals are unable 

to repatriate their income, [so] as the pound depreciates com-

panies are effectively losing a portion of the value of the sales 

Ahmed Zaghloul, CEO, October 

Pharma; Ahmed Kelani, managing 

director, MUP

TOP PRODUCTS RANKING IN THE EGYPTIAN MARKET

Source: IMS

SALES BY VALUE (USD)

1 GSK [Amoxicillin & Potassium Clavulanate]

[Diclofenac Potassium]

[Cefotaxime Sodium]

[Glimepiride]

[Bisoprolol Fumarate]

[Amoxycillin + Flucloxacillin]

[Diclofenac Sodium]

[Pantoprazole]

[Diclofenac Potassium]

[Amoxicillin & Potassium Clavulanate]

2 Novartis

3 EIPICO

4 Sanofi

5 Merck KGaA

6 EIPICO

7 Novartis

8 Takeda

9 Novartis

10 Sandoz

Sales (USD) Growth Product Active ingredient

394,935,016 13.2%

258,731,954 8.4%

256,564,734

218,591,710 12.7%

211,235,333 20.3%

-2.6%

19.1%

13%

28.4%

Augmentin

Cataflam

Cefotax

Amaryl

Concor

Flumox

Voltaren

Controloc

Catafast

Curam

7.3%

209,260,069

204,764,150 10.9%

185,546,428

179,456,688

177,775,922
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they already made. At the same time, pharmaceutical prices 

are fixed in Egypt, so we’re seeing our margins on current sales 

continue to shrink as well.” More worryingly, “the foreign 

currency shortage has limited manufacturers’ ability to pur-

chase raw materials, inducing some shortages of medications 

in Egypt already,” according to Servier’s GM Gerard Charles.  

Yasser Hefny of Hefny Pharma Group, further details that “un-

fortunately Egypt experiences a shortage of these essential phar-

maceutical products: local drug authorities have even decided 

to add a department dedicated to drug shortage to get a better 

overview of hospital usage of drugs and what kind of life-saving 

products are missing.” For Hefny, who started in the pharma-

ceutical industry with “a pharmacy chain specialized in supply-

ing hospitals with life-saving products and supplies for Intensive 

Care Units (IUC),” such shortages have motivated him “to start 

importing and registering additional pharmaceutical products 

which have high demand to be manufactured locally.”

The situation has been further complicated by Egypt’s fixed 

pharmaceutical prices, which have placed significant pressure 

on manufacturers as the cost of imported materials, labour and 

other costs has risen due to wider economic inflation. EIPICO’s 

Rostom explains that “the Ministry of Health is largely unwill-

ing to increase pharmaceutical prices because of the reaction 

that it would cause amongst the public and media, even though 

current pricing levels are unsustainable, causing relative and 

absolute shortages of many products, and making it unfeasible 

for manufactures to invest in their own development.” Rostom 

admits that EIPICO was recently “forced to take 12 products 

of the market that provided Egyptian patients with quality 

“Egypt has very strong ties to 

our African neighbors and has 

played an important political 

role in the region for many years, 

thus Egypt has a relative ad-

vantage throughout the region,” 

explains Eva Pharma’s Riad Ar-

manious. He admits that many 

of these “African markets have 

limited potential in the short 

run,” but believes that given his-

torical and geopolitical factors, 

“in the long run Egypt is likely to 

play a strong role in African economies,” and is also 

confident that significant opportunities exist in the 

long term; “if you look at a country like Nigeria with a 

population of nearly 160 million people, the market is 

roughly USD 2 billion, so spending per capita is very 

low yet prices are much higher than in Egypt; right now 

these markets are quite small, but could have huge 

potential if access can be improved.”

Armanious sees an opportunity for Eva Pharma to 

make a difference in this regard, and hopes “that 

in the coming years Eva can make a strong impact 

in terms of improving access to affordable and high 

quality medicine across Africa.” Making progress is 

difficult however, as “at present, there are many bar-

riers to entry given disparate regulatory systems and 

infrastructure challenges.” Even with Egypt’s relative 

advantage in the region, the only way to build a sus-

tainable presence in small African markets is to estab-

lish operations on the ground, however, these “local 

operations can be managed from Egypt, which can and 

already does act somewhat as an economic hub for Af-

rica.” As such, Eva Pharma is developing operations on 

the ground in Ethiopia at present, and is investing in a 

shared facility in Equitorial Guinea (alongside ACDIMA, 

Global Napi, and EUP). 

Aiming at Africa

Riad Armanious, 

CEO, Eva Pharma

Quality everyone  can afford

P lot  190, 1st Industrial Zone ,

6th of October City, Egypt 

T +202 3833 0329 / +202 3833 1832 

F  +202 3833 0653 

www.octoberpharma.com

 A n Egyptian pharmaceutical company  

 manufacturing and selling advanced,

high-quality    and affordable

generics drugs.
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treatment for a fair price,” and ironically “now only signifi-

cantly higher priced alternatives remain.” 

However, it appears some relief may soon arrive. EIPICO 

chairman A. Borhan El-Din Ismail says that “over the last 

six months, the Ministry of Health has indicated that they 

are open to adjusting some prices. However, there has been 

no solid commitment yet, or any real progress, but they are 

speaking to us regarding increasing some prices, and we shall 

wait and see what transpires.” He reflects that back in “the 

early 1970s the government had begun to depress prices to a 

great extent,” but that since then the government “occasion-

ally … give[s] some small price increases for a few products 

and then freeze prices for another ten years.” Mansour agrees 

that some changes seem possible, and says, “the government is 

realizing this dilemma [given the devaluation of the Egyptian 

pound], and seems more willing than ever to discuss moving 

the prices of pharmaceutical products.” 

Moreover, as Bayer’s managing director Hatem Safei ex-

plains, “there are some recent and relevant positive economic 

and political developments to take into consideration. With 

the opening of the new Suez Canal, a variety of large scale 

industrial and investment projects, and of course the recent 

discovery of the largest gas field in the Mediterranean by ENI 

within Egyptian waters, Egypt will begin to see an influx of 

hard currency. Considering just these confirmed developments, 

it is clear that they will positively impact economic output and 

bring more hard currency into the country.” Finally, given the 

government’s declared and demonstrated investment priorities, 

it is clear that as cash becomes available for investment, a sig-

nificant portion will be directed toward healthcare. 

Until the status quo changes and progress begins to mate-

rialize, the Egyptian pharmaceutical market will continue on 

its present course of roughly four percent volume growth and 

15 percent value growth in local currency. Such growth of-

fers many attractive opportunities, and if and when progress 

is made in the realm of politics and regulatory policies, such  

opportunities could become absolutely beautiful. 

A. Borhan El-Din Ismail, chairman & executive director 

of EIPICO; Gerard Charles, general manager, Servier; 

Yasser Hefny, CEO, Hefny Pharma Group
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J
ohn Wayne used only one 

match each day, to light 

his fi rst cigarette. He lit all 

his other cigarettes with 

the one he was putting out. From 

his early teens he smoked 

between three and six packs 

daily. It caught up with him in 

1964, when he was 57. Barely 

able to get through a scene of 

Otto Preminger’s (presciently 

titled) In Harm’s Way without a 

coughing fi t, he went for a med-

ical examination that revealed a 

golf-ball-sized tumor on his left 

lung. 

As Wayne’s daughter Aissa 

writes, a lung cancer diagnosis 

in 1964 was effectively a death 

sentence. But the Duke said, 

“Screw it.” He went ahead with 

surgery to remove most of the 

diseased lung. The surgeon had 

to go in through his back, the 

tumor was so big. The operation 

laid Wayne low for a while, but 

it was a success. Ten weeks later 

he called a press conference to 

say he’d “licked the Big C.” “I 

don’t want to end my life being 

sick,” he told the assembled 

crowd. “I want to go out on two 

feet—in action.” He then fl ew 

off to Mexico with his one good 

lung to start work on The Sons 

of Katie Elder. He kept on smok-

ing, but switched to cigars.

If fans had feted Wayne 

before his cancer, they lionized 

him afterward. Five years later, 

in 1970, although he was well 

out of step with the zeitgeist, he 

got the Oscar for True Grit, a 

career high. And he was still 

cancer free.

The star worked on until he 

was almost 70. The Shootist 

(1976) would be his last fi lm; he 

was sick again while making it. 

In March 1978 he had open-

heart surgery, a risky procedure. 

Once again, he got through it. 

He bought himself some new 

gym shoes for his daily walk 

around Newport Beach. He 

started making plans. He 

thought about moving to Mex-

ico and began taking Spanish 

lessons.

But the Big C was back. 

Stomach lining this time. The 

smell of most food made him 

want to vomit. In January 1979, 

surgeons removed Wayne’s 

stomach and made a new one 

from his intestines. They found 

the cancer had spread. Still he 

said, I’m going nowhere, and 

began radiation treatment. His 

weight much depleted, he 

ordered a new tuxedo for the 

April Oscar ceremony; he was 

set to present the award for Best 

Picture.

He made it to the show. He 

had to wear a wetsuit under the 

tux to fill it out, but he was 

buoyed by the standing ovation 

as he walked on stage. That’s the 

only medicine a fella really 

needs, he told the audience. But 

by the end of May he was on 

intravenous morphine in his hos-

pital bed at UCLA. He stuck it 

out until June 11, 1979.

That Wayne dodged his 1964 

“death sentence” was a testa-

ment not just to his treatment 

but to his state of mind. It helped 

him “kick cancer’s ass,” in Rich-

ard Pryor’s words. Enough to 

grab another dozen good years 

of life, anyway. 

Patients everywhere might 

benefi t from taking a leaf out of 

Wayne’s book. To that end, the 

John Wayne Cancer Foundation, 

the organization set up in the 

star’s name in 1985, is running 

a social media campaign (http://

bit.ly/12EP9kk) asking patients: 

“How do you show your 

#GRIT?” 

It’s looking for “individuals 

willing to share their personal 

cancer experiences.” Of course, 

not everyone can or wants to face 

cancer with the Duke’s brand of 

laconic stoicism. But as the man 

himself said, “When you stop 

fi ghting, that’s death.” 

Reference

Aissa Wayne with Steve Delsohn, 

John Wayne, My Father (Random 

House, 1991)

#Grit: Fighting Cancer, 
John Wayne Style
How John Wayne viewed his battles with cancer was 
consistent with the heroic, tough-guy persona he projected 
onscreen. He’s still inspiring patients today, writes Julian Upton 

That Wayne dodged his 1964 “death 

sentence” was a testament not just to 

his treatment but to his state of mind
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