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From the EditorJULY 2019 PHARMACEUTICAL EXECUTIVE

LISA HENDERSON

Editor-in-Chief

lhenderson@mmhgroup.com

Follow Lisa on Twitter:

 @trialsonline

Top Trends, Takeaways from DIA
THE DIA ANNUAL MEETING held in late June offered its signature high-quality educational sessions that 

address numerous topics, with much global regulatory authority presence. The exhibit fl oor, however, 

showcased more often than not, services and technology applications for clinical trials and operations, 

many of which focus on patient centricity. Clearly, as we addressed in-depth in Pharm Exec’s March 

issue, patient centricity is not just a way to get patients recruited more quickly into trials; it is a more 

holistic approach that spans a pharmaceutical company’s overall approach or philosophy to its mission. 

A
t DIA, Parexel held a private roundtable 
and unveiled research that shows when a 
company employs patient centricity in its 
drug development designs, the likelihood 

of launch increases 19%. Suffi ce to say, there 
will be more news coming out around that 
report. However, other trends or observations 
heard around DIA comprise the remainder of 
this column.

Change management. Culture may eat strat-
egy for lunch but change management within an 
organization hoping to improve and innovate 
processes through improved technologies is a 
reality. From implementing patient-centric pro-
cesses throughout an organization, to the ever-
present frustration around implementing risk-
based or targeted monitoring, it seems getting 
people to let go of the old and bring in the new 
is the norm. Even a reference to companies that 
still use paper-based data collection will get a 
chuckle in a room, but, be sure, it is still a wide-
spread practice. 

Crossover technologies. I heard from many 
newer companies coming from the healthcare side, 
hoping to implement what they do here on the 
pharma side. Mostly in regard to patient-facing 
or person-facing technologies, uses include tele-
medicine platforms, training, home health, and 
apps. Even technologies used in postmarket drug 
approval, such as registries for longer-term out-
comes data, are seeing the opportunities to apply 
their knowledge upstream to the research area.

Personalized medicine and powering smaller 
population trials is here. While the general notion 
is that this direction is relegated to the rare and 
orphan disease space and is a longer way in the 
future, practice says it’s here. And while the rare 
space has more experience with it, there are 
larger oncology organizations utilizing adaptive 
trial designs that address sub-types, to apply the 
person with the phenotypes best-suited for suc-
cess. Patients seeking trials will smartly be look-
ing for the ones that present maybe only a fewer 
percentage points better for their specifi c muta-
tion, but 5% to 10% differences will matter to 
the trial in which they commit.

Continued frustration with CROs. As a whole, 
CROs run the gamut of services, sizes, and pro-

vider models, but no matter how a provider may 
want to change what category they are labeled, 
CROs are what they are stuck under. And, as a 
whole, one bad experience with a CRO can leave 
a pharma company swearing off of all types of 
CROs forever. One bad apple spoils the bunch, 
so to speak. 

We have reported before in our pages on the 
less-than-ideal experiences that emerging bio-
pharma is experiencing with their CROs. From 
inattention to detail, to performing (and charg-
ing) for unnecessary patient tests, to execution 
failures in dealing with smaller patient popula-
tions with rare diseases. Emerging biopharma has 
a range of needs with limited resources, and in 
some cases, limited knowledge on where to start. 
CROs need to start upping their relationship 
game and communication skills to get into the 
weeds with emerging biopharma on what is truly 
needed in whatever capacity—trial to commer-
cialization—to get to some core understandings.

Data. It can’t be stressed enough that the only 
way forward is through data. Even those that 
collect information and conduct processes on 
paper, while getting a laugh, are setting them-
selves up for longer-term pain. Large pharma 
can afford to buy data sets, to acquire assets to 
improve, manage, and integrate data toward 
improvements on all levels of uses for predictive 
analytics, risk-based approaches to everything, 
and eventually artifi cial intelligence to model 
and simulate scenarios. Smaller companies are 
left with choosing the best service providers to 
help them with those needs. Data collection, 
cleanliness and handling for trials, submissions, 
and all else requires data experts and data sci-
entists. Look for more organizations to push 
data scientists closer to all needs for pharma 
companies. Learn to be data smart. 

By the end of this month, the Pharm Exec 
team will have completed our content calendar 
for 2020, determining the month-by-month edi-
torial topics for the specifi c issues. This doesn’t 
include the majority of our information that is 
posted online, which also focuses on these and 
many more trends and observations. But these 
topics will continue to dominate the headlines for 
the remainder of this year, and into the next.  
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T
o further the development 

and approval of compet-

itive biotech therapies, 

FDA recently fi nalized 

its recommendations for devel-

oping interchangeable biosim-

ilars, a much-anticipated and 

hotly debated option expected 

to enhance consumer access to 

innovative medicines. The guid-

ance document (see https://bit.

ly/2VyxVWp) updates a draft 

advisory from January 2017 

that attracted extensive com-

ment from stakeholders on all 

sides. The new version retains 

many key provisions of the orig-

inal, but with some changes in 

emphasis and wording designed 

to encourage manufacturers to 

adopt this route to market. 

A main provision continues 

to call for sponsors of inter-

changeables to conduct switch-

ing studies, which FDA says are 

important to demonstrate clear-

ly to physicians and patients that 

safety and effi cacy are not affect-

ed by pharmacy-level switching. 

While some fi rms consider ex-

tensive switching studies unnec-

essary, FDA justifies this ap-

proach as key to gaining public 

trust in these products, and says 

it usually will require switching 

studies to approve an inter-

changeable label. 

At the same time, the new 

guidance supports wider use of 

non-US-licensed comparator 

products to conduct tests and 

produce the data needed to 

demonstrate interchangeability. 

Even though FDA wants data 

from bridging studies to for-

eign-made reference products, 

manufacturers still should ben-

efi t from leeway to obtain sam-

ples from foreign markets where 

biologics often are less expen-

sive than in the US and thus can 

help reduce the cost and time for 

developing interchangeable 

therapies. 

The new guidance also ap-

pears less didactic by dropping 

the frequent use of terms such as 

“residual uncertainty” and “fi n-

gerprint-like” similarity between 

reference and interchangeable 

products, which were common 

in earlier advisories. FDA, here, 

aims to set general standards 

and requirements for these ther-

apies, while noting that the spe-

cifi c data and testing needed to 

document interchangeability 

may vary with the structural and 

functional complexity of the spe-

cifi c product and with clinical 

experience with the reference 

product. Sponsors may seek to 

justify an exemption from 

switching studies, and FDA says 

it will take a fl exible approach.  

Demonstrating quality

FDA also looks to advance the 

development and production of 

both biosimilars and inter-

changeable therapies through 

another guidance on ensuring 

product quality and similarity. 

Here, the agency advises on de-

veloping comparative analytical 

assessment plans to demonstrate 

biosimilarity, with some specif-

ics on procedures for document-

ing quality in a range of produc-

tion lots to make biosimilar 

development and production 

more predictable and effi cient. 

The document (see https://bit.

ly/2Fhl40n) replaces an earlier 

guidance on quality consider-

ations for biosimilars issued in 

2015 and updates a 2017 draft 

guidance on statistical approach-

es, both withdrawn by FDA due 

to industry concerns and objec-

tions. This revised document 

clarifi es how assessments should 

cover key manufacturing and 

analytics processes, including 

physicochemical properties, im-

purities, reference product stan-

dards, and stability, and how to 

present scientifi c and technical 

information in the chemistry, 

manufacturing, and controls 

(CMC) section of a biosimilar 

application. To address concerns 

about lot-to-lot variability, FDA 

requests data from multiple ref-

erence product lots acquired over 

several years and from six to 10 

lots of the proposed biosimilar. 

At the same time, FDA provides 

the usual caveat that it will con-

sider alternative approaches 

from sponsors in analyzing and 

presenting requested data.  

Access to insulin

In moving forward with stan-

dards for interchangeable prod-

ucts and for meeting quality 

standards, FDA sets the stage for 

the development and approval of 

lower-cost insulin products, 

which are scheduled to transi-

tion to biologic status in March 

2020. There is great anticipation 

that interchangeable insulin 

therapies, which can be dis-

pensed by pharmacists without 

a specifi c prescription for the 

follow-on version, will provide 

important alternatives to in-

creasingly expensive diabetes 

FDA Maps Pathway to More 

Accessible Biosimilars 

JILL WECHSLER is

Pharmaceutical

Executive’s

Washington

Correspondent. She

can be reached at

jillwechsler7@gmail.

com

New guidances open the door to interchangeables and less 

costly insulin 

Washington Report
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treatments as multiple sponsors 

move into this fi eld.

These issues were discussed 

at an FDA public meeting in 

May on the future of biosimilar 

insulins, just days after the ap-

pearance of the interchangeable 

biologics guidance. As a relative-

ly simple biotech product that 

has been available as a drug for 

100 years (but ineligible for ge-

neric drug competition), manu-

facturers expect to be able to 

utilize a rather streamlined and 

straight-forward process for 

documenting similarity and in-

terchangeability for these well-

known therapies. Firms plan-

ning to produce competitive 

insulin therapies propose that 

FDA require data from only one, 

small immunogenicity study, as 

opposed to multiple switching 

studies, and that analytic char-

acterization, bridging studies, 

and clear pharmacokinetic and 

pharmacodynamic data should 

provide sufficient support for 

interchangeable insulins.

FDA says it plans additional 

guidance on standards for and 

data needed on product contain-

er closure systems and delivery 

device constituent parts to sup-

port the presentation of a pro-

posed interchangeable product. 

Of interest is how a biosimilar 

or interchangeable determina-

tion may be affected by delivery 

of insulin through a pump or 

over-the-counter device. 

So far, FDA has not approved 

any biosimilars as interchange-

able, but this is expected to 

change with continued clarifi ca-

tion of the regulatory process 

and testing requirements. The 

rising price of insulin therapies 

has become one of the most con-

tentious issues in the escalating 

drug pricing debate, with Con-

gressional hearings generating 

multiple legislative proposals on 

this issue, many supporting the 

development of biosimilar and 

interchangeable products. A 

strategic decision for biosimilar 

makers is whether to seek bio-

similar approval fi rst, and then 

pursue interchangeable status. 

Or to develop an interchangeable 

product from the beginning. An 

incentive for that approach is 

that the sponsor developing the 

first interchangeable product 

may be eligible for an added year 

of market exclusivity. 

The rising price of insulin therapies has 

become one of the most contentious issues 

in the escalating drug pricing debate

Advancing non-prescription medicines, including CBDs

FDA offi cials are proposing new rules, beefi ng up regu-

latory resources, and promoting digital technologies to 

support the development and marketing of safe and in-

novative over-the-counter (OTC) therapies. The agency 

and manufacturers continue to hope that Congress will 

approve legislation authorizing new user fees to modern-

ize the OTC monograph review program, a plan that has 

been high on the legislative agenda for several years. But 

even without fi nal agreement on that reform initiative, 

offi cials at the Center for Drug Evaluation and Research 

(CDER) expect to establish an expanded review offi ce for 

non-prescription drugs as part of a broader reorganiza-

tion of the Offi ce of New Drugs (OND). In addition, the re-

vamped offi ce will better manage new drug applications 

(NDAs) for non-prescription medicines, including the new 

Nonprescription Safe Use Regulatory Expansion (NSURE) 

initiative to facilitate switches of prescription therapies to 

non-prescription status. 

“OTC monograph reform remains a top priority for the 

agency,” stated FDA Chief of Staff Lauren Silvis at the 

recent meeting of the Consumer Health Products Associa-

tion (CHPA). She described agency plans to facilitate pre-

scription-to-OTC switches to increase consumer access to 

medicines that can be used safely without a prescription. 

Draft guidance issued last year should encourage man-

ufacturers to provide additional information on proper 

product use than what is found in the approved drug facts 

label (DFL). 

Considering cannabis

Of great public interest is FDA’s recently launched review 

of appropriate regulatory approaches for assessing the 

safety, risks, and benefi ts of foods, dietary supplements, 

and therapies with cannabidiol (CBD) ingredients. This 

initiative arose from Congressional approval of legislation 

in late 2018 that removed hemp from the federal con-

trolled substances list, launching a stampede to market 

products made or infused with CBD. 

  The measure also authorized FDA to examine how its au-

thorities apply to CBD products, Silvis explained, and what 

“scientifi c uncertainties” should be addressed for legal 

marketing. FDA aims to protect the public from unsafe or 

ineffective products, including those that make unproven 

disease claims.

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

Pharmaceutical 

Executive’s

correspondent in 

Brussels

I
s it wrong for European 

pharma executives to worry 

about the risks of ever-tighter 

price controls on their prod-

ucts? Should they lightly dismiss 

signals of public and political 

concern over rising drug bills, 

disregarding them as merely 

exaggerated rhetoric from radical 

hotheads? Is the climate of suspi-

cion, distrust, and even open hos-

tility toward industry profi ts just 

more of the same old thing, 

merely a continuation of the crit-

icisms that have rumbled on since 

the 1970s? After all, despite 

nearly half a century of recurrent 

image problems, some would 

argue that the underlying profi t-

driven business model of the 

industry has survived very well.

That contentious relationship 

between prices and profi ts received 

yet another sharp twist during 

exchanges in mid-June in the UK 

parliament. The debate also 

revealed much about the evolution 

of thinking among the political 

class of what will remain—with 

or without Brexit—of one of 

Europe’s leading research centers 

and an infl uential player in the 

world drug market. The argu-

ments turned specifi cally upon the 

non-availability of Vertex’s cystic 

fibrosis treatment, Orkambi, 

through the UK’s national health 

system. But the debate served as a 

signifi cant surrogate for opinions 

on a much wider range of issues. 

As one MP expressed it: “The 

problem is not that there is not 

enough money, but that big busi-

ness is not willing to spend it.”

Long-standing resentments 

among staunch anti-capitalists 

are crystallizing into more ana-

lytical assessments of the dilemma 

inevitably posed by public pay-

ment for private-sector develop-

ment. How can some concept of 

fairness be factored into the sys-

tem is now a respectable question. 

Having a dig at the drug industry 

is no longer the preserve of the far 

left, the equivalent of a call to the 

barricades. Greater momentum is 

perceptible in the growing curios-

ity—even skepticism—among a 

much wider class of commenta-

tors about the rights and wrongs 

of the current calculus.

 A Conservative minister of 

state told MPs in the House of 

Commons that the debate made 

the case “that Orkambi and 

other drugs for people with cys-

tic fi brosis should be available on 

the NHS at a price that is fair and 

affordable,” and added: “The 

government and I share that 

view.” Parliamentary Under-Sec-

retary of State for Health and 

Social Care Seema Kennedy 

freely acknowledged “how abso-

lutely desperate sufferers and 

families are for access to treat-

ments.” What is needed is “a per-

manent solution for everybody 

living with cystic fi brosis.”

UK’s lightning rod

Orkambi offers a pertinent exam-

ple—almost an epitome—of the 

dilemma. It is a breakthrough 

innovative medication offering 

unique relief to sufferers. It is 

already available in countries 

such as Austria, Denmark, 

France, Germany, Luxembourg, 

the Netherlands, Italy, Greece, 

and the US. But Vertex and the 

UK reimbursement agency NICE 

have been unable, even after three 

years of talks, to agree on a 

price —in a country with a dispro-

portionately large market. Cystic 

fi brosis affects about 10,500 peo-

ple in the UK—a far higher fi gure 

than in other countries, and rep-

resenting 12% of the global cystic 

fi brosis population (the UK rep-

resents just 2% of the world pop-

ulation). If a country with a high 

standard of living, a legendary 

national health service, an evident 

unmet need, and a long tradition 

of supporting and embracing 

innovation cannot resolve this, 

what hope is there for wider reso-

lution, the argument runs.

 And clearly patience is run-

ning out, and sympathy for the 

innovator is wearing thin. 

“Shocked and angry” opposition 

health minister Sharon Hodgson 

called Vertex “spiteful,” accusing 

it of wanton destruction of out-

of-date stocks at the same time as 

reporting a 40% rise in revenues 

and a doubling of net income in 

the most recent quarter. And “by 

refusing to play fair with NHS 

England, Vertex is holding lives 

at ransom,” she said. Thelma 

Walker pointed out that Vertex 

“is not struggling to make ends 

meet. It is a $43 billion company. 

That is about the same as the 

GDP of Bolivia or Tunisia.” Karl 

Turner branded Vertex “a perfect 

example of predatory capitalism.”

 Even self-declared free-mar-

ket liberal economists such as 

Conservative MP Paul Scully—

who led this debate—fears that 

drug prices are reaching a tipping 

point: “I recognize that private 

companies must be allowed to 

deliver fair profi ts for their share-

European Pricing Talks: A 

lot of Smoke—or is it Fire?
What to make of the simmering public and political angst  
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holders, which will further 

research and future investment, 

but they are sailing close to the 

wind if they are profi teering from 

human suffering,” he said.  “The 

market clearly needs to be looked 

at in relation to big pharma and 

how it can hold the NHS over a 

barrel,” he warned, in a message 

that will resonate beyond the cor-

porate headquarters of Vertex.

Vertex stands accused of per-

sistent obfuscation, and a resis-

tance to supplying evidence to back 

its pricing demands. “Vertex is 

willing to accept only its own val-

uation of Orkambi,” said Kennedy.  

The chair of the parliament’s 

health and social care committee, 

Dr. Sarah Wollaston, reported 

that when she wrote to Vertex and 

NICE about the failure to make 

progress, “Vertex assured me that 

it had contributed ‘substantial 

new evidence.’” But, she went on, 

“I subsequently heard from NICE 

that it had received only ‘an over-

view of the clinical evidence,’ 

rather than genuine engagement.”

The minister concurred that 

“unfortunately, it has continued 

to refuse to accept the process or 

has suggested unacceptable con-

ditions on the NICE value assess-

ment of its product, which would 

render the outcome meaningless.” 

“Vertex must reengage with the 

NICE process,” she insisted, 

pointing to an “unprecedented” 

proposal by NHS England to 

grant reimbursement ahead of a 

positive NICE recommendation, 

to help Vertex to demonstrate the 

value of its medicines with real-

world data collection, and to offer 

“signifi cantly increased prices.”

For its part, Vertex, in a state-

ment provided at the end of June, 

said it remained “highly commit-

ted to the negotiations with NHS 

England” and welcomed the 

attention of MPs on the issue of 

securing access to Orkambi, shar-

ing “their urgency to fi nd a solu-

tion.” The company added that it 

would continue to provide medi-

cines through its compassionate 

use program.

Balancing options

The parliament debate featured 

repeated calls for breaking down 

Vertex’s monopoly by resorting 

to compulsory licensing or cir-

cumventing it via the deployment 

of large-scale clinical trials.

One of the new intake of MPs 

in the current Commons, Clive 

Lewis, urged compulsory licens-

ing, “given that we are dealing 

with people’s lives, the quality of 

their lives, and a company that is 

quite simply being intransigent, 

and greedy.” In addition, such a 

move “would send a message to 

those pharmaceutical compa-

nies—that global pharma indus-

try—that if they are going to be 

greedy and put people’s lives at 

risk, despite being made fair 

offers, this option could be used 

by our government.”

“Unless Vertex changes its 

approach and behaves responsi-

bly, I have a moral obligation to 

look at these other options,” said 

the minister. And plenty are being 

explored. Rachael Maskell argued 

for a national value-based rebate 

to refl ect the difference between 

the asking price and what the 

health service is willing to pay—

with the “incentive” that manu-

facturers of more effective drugs 

at affordable prices “would not 

need to pay a rebate, but those 

that charged more would pay a 

higher rebate.” And if a manufac-

turer failed to supply a product 

when its production costs meant 

it could do so without making a 

loss, “it could lose its patent.”

“That would provide the 

required leverage,” she went on, 

adding: “We need to hold discus-

sions about this, not just across 

the sector, but with the European 

Medicines Agency; the impact 

could be greater with more coun-

tries on board.”

A united front

These are remarks that echo a new 

consciousness among European 

national authorities and govern-

ments of the merits of acting 

together to combat the power of 

the international pharma industry. 

It is the same consciousness that is 

leading to new forms of coopera-

tion, ranging from the resolution 

adopted at the May World Health 

Assembly on greater transparency 

on drug pricing to a proliferation 

of smaller-scale joint exercises 

such as the fi rst joint health tech-

nology assessment to emerge from 

the agencies of Finland, Norway, 

and Sweden (FINOSE), or to Bul-

garia’s signature in mid-June to 

the nascent European joint pro-

curement agreement for medical 

countermeasures—the 25th coun-

try to sign up.

The classic “divide and rule” 

approach of the international 

industry to negotiations with indi-

vidual national authorities has 

survived so far. Concessions have 

been made from time to time. The 

question that industry strategists 

now face, however, is whether the 

world is changing around the 

industry so far and so fast that its 

traditional approaches may not 

survive much longer. 

Having a dig at the drug industry is no longer the 

preserve of the far left

http://WWW.PHARMEXEC.COM/
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Compliance Disruptors
Big pharma compliance leaders discuss the strategic move to principles-

based policies at their companies and the impact of other emerging forces 

infl uencing industry compliance practice, including data analytics and 

security and training approaches adaptable to new workplace dynamics

By Lisa Henderson

A
t CBI’s recent 16th Annual Pharmaceutical 

Compliance Congress (PCC), over 300 com-

pliance professionals from all sizes of phar-

maceutical companies came to Washington, 

DC to discuss the latest developments in their func-

tion. Conference Chairperson Bryant Aaron, vice 

president, chief compliance offi cer, US country head, 

ethics and compliance for Novartis, noted that more 

than half the companies represented at the meeting 

were smaller pharma organizations. He also noted 

that the docket of topics at PCC was diverse. 

Aaron joined colleague Jennifer McGee, vice 

president, chief compliance officer for Otsuka 

America Pharmaceutical, Inc., in a sit-down with 

Pharm Exec during PCC to discuss the current dis-

ruptors in compliance, including the transition to 

principles-based policies, training and data, and 

analytics usage as a risk predictor for compliance 

professionals. 

PE: Many functional departments in pharma are see-

ing disruptors or innovations that are coming, or are 

here, for the compliance function. What are you cur-

rently facing?

BRYANT AARON: We moved to principle-based pol-

icies and, though we were not the fi rst, we have 

found it to be very benefi cial for our company. It 

takes some training for people to get used to it, 

because it’s a move from rules-based policies, 

where all the rules are spelled out. So they aren’t 

looking for rule 12 anymore. You can’t have a rule 

for every potential eventuality, instead you have 

principles that are built into the policy.

We still need rules, but the principles really help 

guide people when there isn’t a rule. It gets them 

thinking in the right way. I tell them that you’ll 

always have the compliance team to help you—we 

aren’t going away—but the principles help to guide 

your decision-making. We are all leaning toward 

the same goal, which is to have the business 

involved in compliance. 

Jennifer McGee, Otsuka 
America Pharmaceutical, Inc., 
and Bryant Aaron, Novartis.

Photo/Matthew Rakola
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JENNIFER MCGEE: We also are 

moving to principles-based poli-

cies. I liken it to teaching people 

how to fi sh, rather than giving 

them the fi sh. Rather than having 

a 30-page policy, with paragraph 

1.2.3.5, with a million different 

rules, we’re actually distilling all 

of our policies down to a very 

short length to provide examples 

on how to apply the principles. 

What I’m very excited about is 

that we just moved all of our pol-

icies and procedures to an app, so 

everyone in our company can 

access the web-based and search-

able information. So even if they 

are out in the fi eld, they can search 

in the app, for example, what is 

the meal limit, how to report a 

potential confl ict of interest, etc. 

AARON: We approached ours 

very similarly. We provide the 

principles upfront, so that we 

could start a discussion about it, 

and as we developed the princi-

ples-based policy, it was co-

developed with folks across the 

business and from every level, 

from sales to marketing to qual-

ity, and everyone was involved 

in it. We had many collective dis-

cussions and created a policy 

that was easy for our colleagues 

to understand and apply in the 

real world.

The discussions became great 

engagement sessions...people 

really began to think about the 

policy, and “why” we do certain 

things. The policy became much 

more than a rule that is dictated 

from legal or compliance. Dur-

ing the meetings, we discussed 

why we have certain rules, and 

the basis for the principles. Then 

associates get it—they under-

stand it and internalize it and 

they become ambassadors back 

to others in their organization. 

MCGEE: It becomes a culture of 

integrity. 

AARON: You are absolutely 

correct. The seven principles of 

compliance have been around 

for a long time, but how do you 

make a compliance program sus-

tainable? How do you drive 

toward development of a compli-

ance culture? You can’t have a 

compliance person every place. 

You can’t audit and monitor 

every potential activity you 

engage in. But a principles-based 

policy, where everyone in the 

organization has complete buy-

in, helps to drive a culture of 

compliance and develops com-

pliance champions throughout 

the organization.

PE: Where are you in moving the 

organization to the principles-

based policies?

AARON: We’ve had it in place 

for a little over a year now. And 

it’s a lot of work—it requires 

change management to help peo-

ple think past just the rule, and 

to consider the purpose and 

intent of an activity. Also, it’s 

not a one and done. As with any 

policy, you need to constantly 

revisit it and revise it as neces-

sary.

MCGEE: It is a lot of work. We 

are still in the process of chang-

ing ours, and we started at the 

beginning of last year. We hope 

to be done by the end of this 

year. But we tried to do it on a 

change management schedule 

that was sustainable. Just for one 

example, we took our Confl icts 

of Interest policy from 11 pages 

to two. It was challenging to do 

that, but that reduction alone 

has gotten us huge buy-in.

AARON: We cut our policy page 

count in half. Associates were 

very engaged in the process of 

the co-creation and development 

of the policy. If you think back 

only a few years ago, when asso-

ciates were hired and on-boarded 

and given a large compliance 

book, with rule after rule (and 

many subparts), it was daunting. 

But when an associate is on-

boarded and is trained on our 

fi ve basic principles, which are 

supported by guidelines and 

rules, it’s much more palatable 

and easier to understand. 

The change management 

piece cannot be underestimated. 

In our industry, we have primar-

ily operated with a strictly rules-

based approach for a long time. 

But once associates understand 

how a principle-based policy 

enables better decision-making, 

more often than not, there is 

huge buy-in. And there is cer-

tainly huge buy-in from the 

senior executives in the company 

because they recognize the value 

of associates, in the absence of a 

clear rule, using professional 

judgement and thoughtfully con-

sidering the purpose and intent 

of an activity.

FAST FOCUS

» A principles-based policy system provides company functions with fl exibility in the 

decision-making process. It is based on the trust generated by corporate culture, where the com-

pliance function emphasizes ethical behaviors and acting with integrity as the norm, as opposed 

to simply focusing on rules. 

» According to a report by Deloitte Center for Health Solutions, life sciences companies often lack 

an enterprise-wide view of compliance risk, and big data’s role in compliance is often overlooked.

» The Deloitte survey found that the most progressive companies are building data warehouses 

and using smartphones, tablets, and apps with drill-down capabilities for specifi c functional 

needs, such as site-specifi c manufacturing and the monitoring of high-risk local affi liates.
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MCGEE: The most diffi cult part 

of change management in chang-

ing to principles-based policies 

is in investigations and disciplin-

ary actions. You invariably will 

have someone that will say 

“well, where does it say that’s a 

rule?” and you have to be will-

ing to stand behind that you 

trained them on the principles, 

that you trained them on how to 

apply the principles and they 

didn’t act in accordance with the 

principles, even if there wasn’t a 

specifi c rule. 

For us, that was a big barrier 

because there were a lot of peo-

ple who had angst around that 

aspect of the change. 

PE: How do you manage that 

change? How do you train your 

employees on principles-based 

policies?

MCGEE: The training is so very 

different from what we did in the 

past. When we were under a CIA 

(corporate integrity agreement), 

we had a very prescriptive two-

hour training, so much so that 

people told us how dreadful and 

boring it was. 

Now, every month, we do a 

three-to-fi ve-minute micro-learn-

ing course that talks about a cou-

ple of our principles. We keep 

them fresh throughout the year, 

and every month they get an ani-

mation or video with links to the 

policy with a couple of questions. 

These teach them how to apply 

the principle, provide commonly-

asked questions about the prin-

ciple, and that has received huge 

response from our stakeholders.

AARON: We do something sim-

ilar. We’ve gotten away from sim-

ply having the talking head on a 

training video. In our online 

training, we allow associates to 

select upfront their level of confi -

dence about the topic being pre-

sented, so the information that 

follows is geared toward that 

selection. For example, if the 

associate feels confi dent about a 

topic, there is a very challenging 

mini-quiz upfront, and if the 

associate gets those all correct, 

the balance of the course goes a 

lot faster. People love that. 

We still have some training 

videos as part of our online train-

ing, but they are much more inter-

active and include elements of 

gamifi cation and cartoons as well. 

Speaking of training, 50% of our 

workforce are millennials. Their 

expectations around training are 

YouTube-esque. We found it effec-

tive and impactful when we talked 

to them to fi nd out their views of 

training. Of course, like everyone, 

we have vendors that pitch us on 

new ideas about how to develop 

more impactful training, but 

when you engage with your own 

people in the organization and ask 

them how they would do training, 

they are very helpful in how they 

think training could work better. 

We’ve incorporated some of those 

ideas. It’s been very benefi cial and 

it’s the first time we’ve gone 

deeper into the organization for 

those viewpoints. It’s been very 

educational for the team, a really 

good process.

MCGEE: We’ve found that dif-

ferent parts of the organization 

have very different learning 

styles and requests. We did a 

video mini-series that was cre-

ated with Second City (comedy 

production), and our sales and 

marketing teams loved them. But 

other teams in the organization 

did not fi nd them as engaging. It 

is very interesting to see how oth-

ers perceive them; so, not only 

generationally, but functionally. 

PE: What other disruptors do you 

face?

AARON: Another potential dis-

ruptor, in a good way, is data ana-

lytics. One day we will have the 

ability to perform predictive ana-

lytics. In the future, we will have 

mined enough information and 

artificial intelligence will have 

developed to the point that 

machines will predict that, for 

example, based on the upcoming 

launch of product X, in geo-

graphic area A, and factoring in 

the training that was provided,  

and other results from prior mon-

itoring/analytics, you may experi-

ence certain types of issues and 

you may want to consider addi-

tional training on a particular 

topic or increased auditing and 

monitoring. We are making very 

good progress along the analytics 

journey. We have developed a 

 “We are collecting so much more 

data than we ever have and collecting 

a lot more personal data than we ever 

have—and even from an IP perspective, 

information security is going to become 

more and more critical.”

— JENNIFER MCGEE, OTSUKA AMERICA PHARMACEUTICAL
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pretty robust data analytics pro-

gram that is also tied into our risk 

management process, and looks 

at not only what has happened, 

but helps to inform what we 

should do next. A very basic 

example is from the training 

arena. When there is a sales meet-

ing, we are able to tailor our train-

ing based on what we are seeing 

in our online training statistics.

To me, data analytics is one 

of the most exciting things that 

will transform the compliance 

function, because we will really 

be able to focus our efforts and 

resources in the right places. 

Going forward, I believe having 

a data analytics program, com-

bined with a robust risk assess-

ment and mitigation program, 

will be an absolute requirement 

of an effective compliance pro-

gram. 

MCGEE: I agree completely. I 

think we have three disruptors…

one is moving to the principles-

based policy, and two is clearly 

data analytics. The government is 

already expecting us to be doing 

those data analytics, so if you as 

a company are not doing data 

analytics, your program needs to 

consider strongly whether you are 

appropriately resourced and need 

to do them because, to me, exactly 

as Bryant said, it allows us to bet-

ter use our resources to monitor 

and audit where our real risk 

areas are. Because pulling a ran-

dom sample is just not enough 

anymore. And it’s not a good use 

of our resources.

The third disruptor that has 

changed the fi eld of compliance 

and will continue to be a big dis-

ruptor is—it goes along with the 

data—privacy and information 

security. Any company that says 

its top risk is not information 

security, is not being very 

insightful. At this point, we are 

collecting so much more data 

than we ever have and collecting 

a lot more personal data than we 

ever have—and even from an IP 

perspective, information secu-

rity is going to become more and 

more critical.

AARON: All of this data also 

brings huge responsibility. Now 

that we have more of an idea of 

the amount and types of data we 

have, even when it is stored in 

disparate systems, we have to 

make sure we protect that data 

and use it appropriately.  

MCGEE: Here’s a good exam-

ple. We collect a lot of clinical 

trial patient data. And we have 

consents on how that data can 

be used for certain specifi ed pur-

poses. And you as a company 

may have that data stored all in 

one place, but each data set has 

a different consent for a different 

purpose. 

So how do you ensure that 

when all that data is put together, 

you are only using it in accor-

dance with the specifi c consent? 

And even now, we are expected, 

at least in Europe, to provide 

clinical trial results and patient 

lay summaries, and data sets for 

research purposes. We have to 

check each data set to see if we 

are allowed to provide all of that 

data in that set or not. There are 

a lot of moving pieces. 

In addition to clinical trial 

data, we have employee data, we 

have former employee data, we 

have customer data, patients that 

sign onto patient assistance pro-

grams data—we have a lot of 

data coming from disparate 

sources. 

For the smaller companies, 

they have the opportunity to put 

controls in place from the outset. 

We are at a disadvantage because 

we are trying to cobble some-

thing together after the fact 

because we’ve been collecting 

data for so long. But a smaller 

company is in a great place to do 

privacy-by-design and informa-

tion security-by-design, and 

that’s the ideal way to do it. You 

have all those controls upfront.

AARON: Agree. Sometimes in 

larger companies, you may have 

legacy systems that are not fully 

integrated. That can be a chal-

lenge. And that’s why I think it’s 

great that there are a lot of 

smaller and larger companies 

here at the conference sharing 

best practices. 

MCGEE: Many of the small 

companies are pioneering in the 

rare disease space and they don’t 

have the developed compliance 

programs that some of the larger 

companies do, so I think we can 

all learn from each other as this 

space moves forward. 

“When you engage with your own people 

in the organization and ask them how 

they would do training, they are very 

helpful in how they think training could 

work better.” 

— BRYANT AARON, NOVARTIS

LISA HENDERSON 

is Pharm Exec’s 

Editor-in-Chief. She  
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Asia’s Complex 

Compliance Landscape
A look at some of the compliance challenges prevalent in the 

Asia-Pacifi c region

By Julian Upton

A
lthough it is a longstanding business practice 

to divide international functions into a hand-

ful of huge geographical territories, each 

comprising what can sometimes be a daunt-

ing variety of local cultures, languages, and policies, 

tackling Asia-Pacific (APAC) as a “standalone” 

region is particularly complex. This complexity can 

be amplified when crafting an organizational 

approach to compliance, which in itself is notably 

susceptible to the fl uctuating infl uences of cultural 

identity and ingrained behaviors. Both established 

and developing markets can present their own set 

of problems. Japan, for example, is still fi nding its 

way toward a “speak-up culture.” The vastness of 

India is subject to its own array of regional varia-

tions. And parts of Southeast Asia—

smaller countries such as the Philippines 

and Indonesia—still suffer from emerg-

ing market problems, with the issues of 

corruption and small or non-existent 

compliance functions.

Compliance maturity

There is broad agreement that the gen-

eral concept of compliance—and the 

building of compliance teams—has 

evolved considerably in APAC in recent years. 

“When I fi rst moved to Beijing in 2008, there were 

only a couple of dozen people who had compliance 

on their business card,” says Eric Carlson, a partner 

at Covington & Burling, now based in Shanghai. “It 

just wasn’t a job in China then. Ten years later, there 

are several thousand people working in compliance.” 

Ann Beasley, a director in Navigant’s healthcare 

and life sciences governance, risk management and 

compliance practice, says, “I was really impressed 

with the quality of the people I was interacting with 

at the Pharmaceutical Compliance Forum conference 

in Asia last year.” She adds, “Just a couple of years 

earlier, there was more naivety around the concepts 

of compliance. The level of conversation sophistica-

tion is defi nitely higher now.” 

Maria Eugenia Quindimil, executive director, 

JAPAC regional compliance at Amgen, told Pharm 

Exec that the company’s new hires in the region are 

given “a signifi cant induction training in compli-

ance, including all relevant internal SOPs, regula-

tions, code, and local laws.” She explains: “Besides 

the induction training, the worldwide compliance 

and business ethics (WC&BE) function implements 

a competency model assessment to all (new and 

mature) compliance professionals to ensure right 

developmental actions will be implemented during 

the year.”

There is, however, the issue of “compliance matu-

rity,” which still leaves the problem of “massive 

demand and very limited supply in the region,” says 

Carlson. In China, he explains, nearly 

all of the compliance professionals 

“have emerged in the last seven years 

or so.” While multinationals “are des-

perate for seasoned compliance offi -

cers, there are very few people with 

more than six or seven years’ experi-

ence, and almost no one with 10–15 

years’ experience.” 

The result is that most of the people 

leading compliance functions in China 

are relatively young. “There’s nothing wrong with 

that, per se—they can bring novel ideas and can be 

more profi cient with new technologies—but we see 

a lack of industry experience and sometimes a lack 

of maturity of judgment when it comes to handling 

diffi cult or novel situations,” says Carlson. “Com-

pliance is about making diffi cult choices about lim-

ited resources and managing and balancing risks. 

That can sometimes cause problems when you have 

someone who has a senior-level job title but a junior 

level of experience.”

In addition, even a long-established market can 

harbor some cultural resistance to compliance. On 

the issue of Japan’s “speak-up culture,” for exam-

ple, Beasley observes, “When I was working in 

Japan years ago, even the compliance and legal 

Eric Carlson
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people were not necessarily iden-

tifying issues and raising them.” 

In China, notes Carlson, there 

has “never been much of a prob-

lem with people speaking up, but 

this depends on the individual 

company, of course.” In Korea, 

employees were quite reluctant 

to share information outside of 

the company or outside the coun-

try, but Carlson says that this has 

changed over the last few years, 

as “society, in general, is becom-

ing more aware of things like 

corruption.” Like everything 

else, the “speak-up” issue varies 

strongly country by country. But 

Carlson says that “the good com-

panies are doing what you expect 

them to be doing: establishing 

hotlines in local languages and 

actually responding to and inves-

tigating information received.” 

Amgen, for example, is “com-

mitted to working on this topic 

from within,” says Quindimil. 

“All of our staff is encouraged to 

understand and adhere to our 

Business Code of Conduct, and 

we have channels to report con-

cerns through the Business Con-

duct Hotline that guarantees 

anonymity and confi dentiality.” 

Amgen will also launch a new 

campaign at the end of Q4 2019 

called “Safe to Speak up – Listen 

up,” which “will be not just for 

the individual employees but for 

the managers to interact with 

their employees whenever con-

cerns are raised,” says Quindimil.

Large and small

Not surprisingly, the biggest mul-

tinationals “are typically quite 

robust when it comes to compli-

ance in the region,” says Carlson. 

They have a lot more people on 

the ground, as well as sophisti-

cated electronic systems for track-

ing and monitoring. In China, he 

explains, “There’s a huge amount 

of visibility across a company’s 

different functions, a huge 

amount of awareness of what’s 

going on, and an ability to see 

real-time problems.” While big 

companies still have problems, 

“they tend to be more modest and 

more isolated; you typically don’t, 

for example, have whole sales 

teams or entire regions doing 

what they’re not supposed to be 

doing,” says Carlson.

For Beasley, however, the mul-

tinationals “are in a difficult 

place.” She says: “They can have 

fragmented systems, fragmented 

policies; when they grew and 

became multinationals, people 

weren’t thinking about these 

things. It’s easier to build than it 

is to fi x. To align a multinational 

on a similar process and similar 

technology is a massive undertak-

ing. And, initially, they won’t get 

a whole lot back, because they 

haven’t been able to look at the 

data, which has all been hidden 

in little pockets or on spread-

sheets or on local systems.” 

Smaller companies, however, 

“started to think about things like 

that earlier,” says Beasley. “They 

tend to be more SAS- and web-

oriented, and don’t have the kind 

of “clumsy and clunky systems” 

that require a lot of internal 

tweaking to get the systems 

aligned. “Weaning a large com-

pany off clunky systems, however, 

is really hard,” says Beasley. “Part 

of it is down to who’s going to pay 

for it. Not all the countries are 

going to buy in, because they don’t 

see the benefi t; they’ve already got 

something that works for them 

locally. So, it’s a real philosophical 

challenge for some of the big com-

panies, as well as a technical chal-

lenge, a man-hour challenge, and 

a fi nancial challenge.” 
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She notes, however, that the big companies “are 

now really starting to think about APAC as part of 

a broader global risk profi le as well as a source to 

achieve insights across the organization.”

The third-party question

Adding to the challenge of standardizing proce-

dures across the APAC region is “a 

trend where companies are consolidat-

ing their legal and compliance roles 

and, in effect, reducing headcount,” 

says Beasley. “They may just have one 

person for APAC, for example.” She 

explains, “Part of me understands this, 

because corporations are starting to 

think more about global minimum 

standards. But how people understand 

and deal with challenges is internalized differently 

in each of these very different markets.”

And Beasley points out that the laws differ as 

well. “When looking how to organize the market 

entry business model, the head of APAC is likely 

looking at bringing in the most economic value for 

the organization,” she says. “The cost of going in 

direct and having the right infrastructure in place 

is a major challenge. For the smaller markets, it’s 

hard to justify having all the appropriate standards 

implemented.”

Beasley notes that a question that a head of 

APAC will inevitably face is, “Do we pay the dis-

tributors to do the market entry or do we do it our-

selves?” A large pharma distributor may have the 

right infrastructure “but they’re not necessarily 

going to give you the attention, the mind space, or 

the bag space that you want in some of these coun-

tries.” Using smaller or local distributors opens up 

the third-party question, which is “really issue num-

ber one, two, and three from a compliance perspec-

tive. How can you make sure that they’re managing 

everything correctly?”

On this “third-party question,” Quindimil says 

that Amgen has “a full-scope process for third-party 

management, which involves due diligence, contract-

ing, monitoring, and risk assessments. We engage 

third parties through an external partner to complete 

the due diligence reports. After this, we do a risk 

mitigation plan depending on the fi ndings and kind 

of engagement at local levels.” 

As Amgen expands in new geographies, “there 

is a retrofi t process to inform the WC&BE function 

to fi ne-tune the different challenges and ways of 

working in different countries through 

the JAPAC compliance head,” Quin-

dimil adds. While Amgen’s business 

compliance process and systems “are 

the same all over the world, there are 

some local adaptations based on local 

regulations, risk matrix, and affi liate 

cycle management to ensure compli-

ance with local laws and regulations,” 

she says.

Each culture is different when it comes to the man-

agement of third parties, not just from the perspective 

of the company but from the third parties themselves, 

notes Beasley. While Quindimil says that the region 

presents “an opportunity more than a challenge,” 

Beasley observes, “It’s a really diffi cult thing for some 

of the people who are responsible for the region to 

get it right. And there’s a lot of pressure on them to 

make sure it’s not only right but profi table.”

Pushing the balloon

As the drive for transparency and ethical business 

practices intensifi es on a global level, the rapidly 

transforming APAC region will continue to present 

its own challenges for compliance leaders and their 

teams. In accordance with the points discussed, last 

year’s Asia Pacifi c Life Sciences Compliance Survey 

by Deloitte identified compliance maturity, the 

“speak-up culture,” and third-party risk mitigation 

as some of the areas for particular attention. At this 

year’s Pharmaceutical Compliance Congress Asia 

(CBI), the more general takeaways were that ethics 

and compliance should be embedded in all aspects 

of the business, and that the best way to foster com-

pliance is for the C-suite to support it. 

That conclusion, of course, seems fairly obvious. 

But it reminds us that, cultural variations notwith-

standing, the basic tenets of compliance, and the 

problems associated with it, can be universal. As 

Carlson points out, “Compliance is kind of like 

pushing a balloon. Once a company fi gures out one 

way to address an issue, something else pops out that 

they didn’t think about. There tends to be a revolv-

ing door of different problems that companies are 

trying to fi ght against.” 

Cultural variations notwithstanding, the 

basic tenets of compliance, and the 

related problems, can be universal

JULIAN UPTON 
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P
harmaceuticals execu-

tives and health authori-

ties have always recog-

nized that organizational 

quality is inextricably linked to 

compliance. However, more 

recently, regulators have been 

shifting from a primary compli-

ance focus to more of a continu-

ous improvement and quality 

focus. The challenge is to keep 

the pharmaceutical industry’s 

investments in quality and com-

pliance in lock-step with regula-

tors’ focus and expectations.

Historically, pharmaceutical 

manufac turers have been 

“checking the boxes.” Given the 

continued success and pace of 

drug product introduction and 

availability, they’re generally 

achieving compliance. At the 

same time, continuous improve-

ment efforts by health authori-

ties like FDA have continued 

over the last few decades in the 

form of revamping and releasing 

regulations. Likewise, manufac-

turers have stayed in step to 

comply with the new regula-

tions. The expected result of 

health authorities’ and manufac-

turers’ continuous improvement 

is less recalls, alerts, and short-

ages—but that has not been the 

case.  

The imperfect correlation 

between compliance and drug 

quality is not a recent discovery. 

In 2002, FDA created the “21st 

Century Initiative,” which 

included an assessment of the 

correlation between current 

good manufacturing practice 

(cGMP) regulations and quality 

systems. In 2006, the initiative 

resulted in a guidance for a qual-

ity system approach suggesting 

that “an effective quality system, 

by lowering the risk of manufac-

turing problems, may result in 

shorter and fewer FDA inspec-

tions.” Continuing the pursuit of 

higher quality, FDA launched 

the “Case for Quality” in 2011, 

and in 2014, the agency created 

the Office of Pharmaceutical 

Quality.  

Manufacturers are in agree-

ment with regulators, as they 

too have emphasized a focus on 

quality for years now. Initiatives 

such as “Quality by Design” and 

“Culture of Quality” are com-

mon across the industry.  Sparta 

Systems’ 2018 survey on Pharma 

Quality Outlook reported that 

quality teams are taking on 

expanded roles such as “driving 

operational effi ciency, improv-

ing manufacturing perfor-

mance, and accelerating time to 

market.”    

The life sciences industry rec-

ognizes the key elements of an 

effective pharmaceutical quality 

system as:

 » Process performance and 

product quality monitoring 

system

 » Corrective action/preventive 

action (CAPA) system 

 » Change management system 

management review

But a challenge that has yet 

to be met is how to measure 

quality, and thus how to effec-

tively manage it.

At a 2014 conference at 

Xavier University, Russell Wes-

dyk, scientifi c coordinator for 

FDA’s Offi ce of Pharmaceutical 

Science, explained that there are 

no objective measures for track-

ing quality improvement. He 

said, “We don’t even have a def-

inition of what ‘quality’ means. 

Quality standards just don’t 

exist.” 

Measuring quality can help 

manufacturers toward their goal 

of producing higher-quality 

products, as well as relieve some 

of the regulatory pressure for 

compliance. For example, Wes-

dyck explained that industry 

metrics can assist FDA in prior-

itizing their fi eld investigations. 

In 2015 and again in 2016, 

FDA’s quality metrics program 

released guidance to gather 

industry feedback to inform the 

agency on how best to implement 

a widespread reporting program. 

FDA recognizes that by adopting 

a quality measurement program, 

Compliance as Usual Doesn’t Cut it Anymore
How pharma companies can bolster their quality management programs to 

meet FDA’s evolving compliance requirements   

By Brad Pedrow

A challenge that has yet to be met 

is how to measure quality, and 

thus how to effectively manage it
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companies will improve their 

overall quality systems. 

A 2018 Sparta Systems survey 

reported that only half of respon-

dents anticipate using quality 

data to “improve manufacturing 

performance” during the next 12 

to 16 months. One explanation 

for why the industry is still strug-

gling to leverage quality data is 

that it is still not well-defi ned and 

remains diffi cult to gather. Off-

the-shelf pharmaceutical quality 

system (PQS) and quality man-

agement system (QMS) tools do 

include some quality metric 

reporting, but it is not compre-

hensive. Quality metrics should 

refl ect quality as it relates to prod-

uct speed to market, effectiveness 

of processes and functions, orga-

nizational culture, and, of course, 

patient well-being. 

Measuring all these elements 

of an organization’s quality 

requires gathering data from 

many sources beyond just the 

PQS and QMS. Valuable quality 

data also lives in sources such as: 

 » Electronic data management 

systems (EDMS)

 » Clinical trial management 

systems (CTMS)

 » Regulatory information 

management systems (RIM)

 » Enterprise resource planning 

systems (ERP)

 » Marketing/sales intelligence 

systems

 » Budget impact models (BIM)

 » Manufacturing execution 

systems (MES)

 » Electronic drug accountabil-

ity system

 » Finance/accounting systems

 » Interactive voice/web 

response systems (IVR/IWR)

 » Electronic data capture 

systems (EDC) 

 » Electronic case report form 

systems (eCRF)

 » Learning management 

systems (LMS)

 » Inform accountability and 

compliance through on time 

metrics

 » Compliance management 

system

 » Enterprise MS outlook

 » Complaint management 

systems

 » Human resource information 

system (HRIS)

 » Correspondence management

 » Audit/inspection management 

At fi rst look, some of these 

sources (e.g., EDMS and LMS) 

do not appear to hold quality 

data. However, an EDMS stores 

milestone data that informs the 

speed and effectiveness of the 

regulatory processes, and an 

LMS informs accountability and 

compliance through on-time 

training metrics.

Near real-time quality ana-

lytics metrics can empower an 

organization to fully realize a 

culture of quality. With stan-

dardized scores, executive lead-

ership and functional heads can 

measure daily and control the 

quality, identifying problematic 

trends and root causes sooner 

(see fi gure). 

FDA is depending upon the 

industry to inform its quality 

metrics program. Comments 

from manufacturers, along with 

monitoring and collaborating on 

quality analytics dashboard 

development efforts, will form 

the basis for future metrics 

reporting requirements and pri-

oritization of FDA inspections. 

When Wesdyk was asked in 2014 

if reporting good quality metrics 

would cancel an FDA inspection, 

he replied “It’s too early to tell. 

But certainly plants ranked high 

[for quality] would not be on a 

priority list to inspect.”   

In addition to relief from the 

burden of inspections from the 

FDA incentive programs, com-

panies with effective quality 

management programs have 

improved top-line and bottom-

line performance. Hence, those 

organizations that engage in the 

development and usage of these 

analytics will likely have a com-

petitive advantage over their 

peers. Compliance will become 

a natural byproduct of a culture 

of quality, where quality and 

continuous improvement is busi-

ness-as-usual. Without effective 

measurement ,  cont inuous 

improvement will struggle and 

compliance issues will continue 

to haunt the industry. 

Culture

Patient
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Overall

Metric Indicators
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A sample quality dashboard. Source: Grant Thornton LLP

Quality: Scoring Snapshot
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Creating an ‘unbossed’ environment in the workplace

How one company’s cultural transformation aims to strengthen and 

empower its talent base

By Lisa Henderson

N
ovartis executives say the big pharma 

giant is strategically building a focused 

medicines company built on advanced 

therapy platforms and data science—but 

to succeed in this plan, it is focusing on its employ-

ees, or “associates” as they are referred to across 

the organization. Relatively new CEO Vas Nara-

simhan, who took the helm at Novartis in February 

2018, has begun a cultural transformation where, 

according to the company, the associate is at the 

center of change. One aspect of this approach is to 

unleash the power of Novartis’s talent base and 

establish an environment where associates are 

leveraging their skills and passion to work—in 

hopes of cultivating a reimagined approach to med-

icine and biopharmaceutical innovation. 

Pharm Exec spoke recently with Daniel Manea, 

Novartis’s US head of people and organization 

(Manea oversees over 14,000 Novartis associates), 

to discuss how his team is developing a next-gen-

eration workforce by creating an “unbossed” envi-

ronment where the culture determines the com-

pany’s performance and its ability to better serve 

patients.

PE: Novartis CEO Vas Narasimhan has spoken about 

a culture change—what does this mean?

MANEA: Our CEO and the entire executive com-

mittee, as well as our US leadership, have been 

critical in driving this change across the organiza-

tion. We are building a culture of learners that 

breeds innovation and experimentation both 

within and beyond science. The objective of our 

culture change is to unleash the power of our peo-

ple. To do this, we need to ensure that all associates 

are acknowledged, respected, and their voices 

heard. Associates need to have a sense of belong-

ing. We know our people are our biggest asset and 

we want to create an environment where they can 

bring their best ideas. How do we do this?

Firstly, we want everyone at Novartis to feel 

inspired by our purpose to reimagine medicine and 

to feel empowered every day. 

We also want them to be energized by con-

tinuous learning and self-improvement to achieve 

their personal and professional goals and to cre-

ate meaningful impact through collaboration and 

teamwork. We need associates who are exter-

nally focused and constantly curious about new 

ideas that can produce better outcomes for 

patients, physicians, customers, and healthcare 

systems. 

Finally, we need leaders who serve their teams, 

enabling them to reach their full potential, take 

smart risks, and learn from failures. We are striv-

ing for a culture of inspiring leaders, curious 

minds, and unbossed associates.

PE: What does an “unbossed” culture mean?

MANEA: To help improve our workplace, 

unbossed is about creating clarity and account-

ability. It is to empower and support others and to 

remove obstacles. For us, this is about fl ipping the 

pyramid. This means that we want to create a cul-

ture in which leaders serve their people from the 

bottom up, by setting clear goals, removing obsta-

cles, and empowering their teams, rather than 

sticking to a hierarchical, top-down structure. At 

the heart of this is that you do not have a team in 

support of a boss; you have a boss in support of a 

team. Our associates are excited about this new 

way of working.

Culture change is a business imperative, it 

drives performance, and enables us to attract and 

retain the best talent. We are in the business of 

discovery, and we will deliver more for society and 

patients if we break down barriers to innovation, 

shift away from a perfectionist culture, and unleash 

the power of our people. As a leader, I believe it is 

important to provide space and align aspiration.

It Pays to Empower
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PE: Any obstacles to implementing 

this change? 

MANEA: We have over 14,000 

associates here in the US, so 

effecting change across the size 

and scale of Novartis takes time 

and is a concerted effort. It starts 

with leaders, rolling out a new 

and fundamentally different 

approach to leadership takes sig-

nifi cant time and effort, and this 

is a major focus for us. 

We are privileged at Novartis 

to have a large number of leaders, 

which hold a wealth of in-house 

knowledge and experience. How-

ever, this can also bring chal-

lenges because these leaders need 

to learn to lead differently as we 

seek to transform our culture. 

Personal accountability is a 

big requirement for successful 

culture change and it takes time 

for everyone to understand what 

is expected of them and to prac-

tice the new behaviors required. 

PE: How does the company 

develop and manage talent? 

MANEA: Talent is at the heart 

of Novartis. To develop and 

manage talent, we foster a cul-

ture of curiosity and experimen-

tation. Supporting our employ-

ees in lifelong learning and 

professional development is a 

priority for our associates and 

we are making signif icant 

investment in this area. Glob-

ally, our associates now have 

f ree access to 3,000 -plus 

courses via Coursera, through 

which associates can earn cer-

tifi cates from 190 top universi-

ties worldwide.

They also have access to 

LinkedIn Learning, providing 

14,000 courses in seven lan-

guages in short format, bite-

sized learning covering hot top-

ics in business and IT/digital 

from leading experts.

We have several developmen-

tal programs to support leader-

ship growth.

In addition, we have pro-

grams where we are able to 

share the culture of Novartis 

externally and do our part to 

help shape a better, more inclu-

sive society by inspiring the 

next generation of thought lead-

ers, risk takers, and problem 

solvers. For example, recently 

we hosted over 160 middle and 

high school students from 53 

schools in New Jersey. Over 120 

associates f rom our East 

Hanover headquarters and the 

fi eld force served as mentors. 

Our mentors provided insights 

and guidance to the students on 

school and career opportuni-

ties.

PE: New technologies require dif-

ferent talent—what are you doing 

to appeal to a new generation and 

new talent pool?

MANEA: We are on our way to 

becoming a data- and digital- 

driven organization; scientific 

advancements are unfolding faster 

than ever before, and the emerg-

ing workforce has vastly different 

expectations on how work gets 

done in the 21st century. We need 

to be constantly transforming to 

meet the demands and to set 

Novartis up to thrive and deliver 

transformative medicines for 

decades to come. 

We are also responding to the 

voice of our associates (our 

 Generate Action initiative) and 

seeking to create a sustainable 

work environment that  promotes 

a healthy work-life balance 

(called Energized for Life), allow-

Daniel Manea,
US head of people

and organization,
Novartis

You do not have a team in 

support of a boss; you have 

a boss in support of a team
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ing our people to fulfill their 

goals in their personal and pro-

fessional lives. Mentoring pro-

grams are important to appeal to 

new talent. For example, we men-

tor students from marginalized 

areas, where associates mentor 

young girls to encourage their 

interest in STEM.

PE: How do you foster diversity 

across the organization? 

MANEA: We want to create a 

diverse and inclusive work envi-

ronment embracing all forms of 

diversity so that our people can 

bring their best selves to work 

every day. To this end, we have 

created a diversity and inclusion 

(D&I) strategy to refl ect business 

priorities, implement Novartis-

wide initiatives, and increase 

internal and external visibility. 

We were the first pharma 

company to support the UN 

Human Rights global LGBTI 

business standards to stand up 

to fair treatment and equal rights 

for LGBTI people, and have 

ranked as one of the top compa-

nies for LGBTQ inclusion by the 

Human Rights Campaign’s Cor-

porate Equality Index.

On gender diversity, we cur-

rently have 48% women in man-

agement (35% of executives) and 

have committed to achieving gen-

der equity in management by 

2023. We are proud to be recog-

nized as a Military Friendly Com-

pany by Victory Media/GI Jobs, 

and our representation of associ-

ates who self-identify as individu-

als with disabilities is nearly 3%.  

We also promote diversity by 

encouraging fl exibility and fl ex-

ible work schedules so that our 

associates can balance their 

 personal and professional needs. 

Our benefit offerings help to 

attract and retain a diverse 

workforce, such as our on-site 

childcare center, unlimited sick 

leave, generous parental leave, 

tuition reimbursement, and 

emphasis on professional 

 development.

I am particularly proud of 

our Employee Resource Groups 

(ERGs) in the US, which are vol-

untary groups of employees with 

shared interests and experiences 

that help promote organiza-

tional values and behaviors. 

Each ERG has an annual budget 

and has the opportunity for 

additional funding to support 

non-profits aligned with their 

individual missions. 

GenNext (GN), for example, 

provides a support network for 

Novartis associates early in 

their career, facilitates their 

career development, and devel-

ops relationships across depart-

ments and generations.

The African Ancestry & Cul-

tural Exchange (AACE) helps 

build an environment that fos-

ters professional growth, leader-

ship opportunities, networking, 

and mentoring. 

And CapABLE aspires to 

empower people with visible and 

invisible disabilities by creating 

awareness and fostering a cul-

ture of understanding, inclusion, 

and belonging. 

So for us, diversity is not just 

about doing the right thing; it is 

fundamental in achieving our 

purpose of reimagining medi-

cine, as it allows us to tap into a 

broad range of experiences and 

backgrounds, to be constantly 

open to new ideas and ways of 

thinking. 

We are in the business of 

discovery, and we will deliver 

more if we break down barriers 

to innovation and shift away 

from a perfectionist culture 

LISA HENDERSON is 

Pharm Exec’s 

Editor-in-Chief. She can 

be reached at 

lhenderson@mmhgroup.

com

Novartis has several support systems for associates early in their careers to help facilitate career growth.
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A review of market performance and trends in 2018 and fi rst quarter of 

2019 for the life sciences industry

By Peter Young

I
t has been an exciting and a challenging year  

so far for the pharmaceutical and biotechnol-

ogy industries. On the positive side, the num-

ber of new drugs approved and under develop-

ment has increased for pharma and biotech 

companies. Big pharma development productivity 

was weak for a number of years, but has visibly 

improved at many pharma organizations. Several 

of the large pharma manufacturers have adjusted 

their approach to development. Biotech companies, 

as a group, continue to demonstrate their positive 

drug development capabilities. 

The emergence of a host of new therapeutic 

methods, such as immuno-oncology, CRISPR, 

personalized medicine, and stem cells has been 

exciting, albeit with the normal periodic setbacks 

such as the one we are seeing in CRISPR. In addi-

tion, there have been many proposed and imple-

mented changes in US FDA and Chinese FDA 

policies with regard to drug approvals that are 

favorable. Time will tell if the actual results match 

the intent.

This article reviews market performance results 

and developments through year-end 2018 and the 

fi rst quarter of 2019.  As we will document, biotech 

companies have been able to raise considerable 

equity capital through private placements, IPOs, 

and secondary public offerings. 

But the challenges are also visible as well. For 

pharma companies, the hurdles continue to 

include low sales growth relative to history, the 

high cost of drug development, controversies 

around pricing, the scrutiny of orphan drug pric-

ing, lower profi tability relative to history, increas-

ing price and formulary pressure from payers, 

weak pricing leverage outside the US, and struc-

tural changes in healthcare and government pol-

icies in large countries such as the US and China 

that are impacting pharma. Biotech companies 

are facing some of the same challenges.

PHARMA
AND

BIOTECH:
Financial Pulse-Check and Outlook
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This article will also look at 

what happened from an M&A, 

stock market, and fi nancing per-

spective in 2018 and the first 

quarter of this year and what we 

expect in the future. We will also 

comment on the implications of 

these trends for senior executives 

and investor decisions in the 

pharma and biotech industries. 

Pharma equity 

market performance

During 2018, the US equity mar-

kets did poorly, with the S&P 

500 decreasing 7%, while Euro-

pean markets fared worse, with 

the FTSE 100 dropping by 12%. 

Most of the Young & Partners 

(Y&P) pharma indices also did 

poorly, heavily infl uenced by the 

overall market.

The Y&P US Pharma index 

increased by 10.2%, while the 

Eu ropean Pha rma index 

decreased by 1.2%. The Y&P 

Generic Pharma index did poorly, 

dropping by 23%, driven by a 

decline in patent expirations, an 

increase in low-cost competitors 

from India and China, and 

declining product prices. The 

Y&P Specialty Pharma index 

decreased by 3.6%.

Fortunately, there was a 

rebound in the overall markets 

and many of the pharma indices 

in the fi rst quarter of 2019. US 

equity markets did well, with the 

S&P 500 increasing 12.9%. The 

European markets were also 

solid, with the FTSE 100  jump-

ing 8.1%. 

There was a big difference in 

the US and European Pharma 

stock market performance. The 

Y&P US Pharma index increased 

by 4.4% while the European 

Pharma index grew by 12%.

The Y&P Generic Pharma 

index also performed well, 

increasing by 6.1%, and the Y&P 

Specialty Pharma index was up 

18.1%—both rebounding from 

signifi cant declines in 2018.

Pharma equity 

fi nancing and M&A

Equity issuance in pharma has 

always been modest relative to 

the size of the industry. Equity 

issuances in 2018 totaled $11.3 

billion, versus $7.6 billion for all 

of 2017, a signifi cant increase. In 

addition, there were 13 pharma-

ceutical IPOs last year. Equity 

issuances in the fi rst quarter of 

2019 totaled $5 billion, a mean-

ingful increase versus $3.5 bil-

lion in the fi rst quarter of 2018.

On the M&A front, 25 deals 

were completed last year worth 

$26.4 billion, compared to 24 

completed for $47 billion in 2017. 

This was a signifi cant decrease in 

dollar volume, but the number of 

deals held up. In either case, how-

ever, when measured against 

long-term historical numbers, 

these levels are relatively modest.

As of Dec. 31, 2018, the pipe-

line of the deals announced but 

had not yet closed was $87.9 bil-

lion, with the since-finalized 

Takeda acquisition of Shire 

accounting for most of the total. 

In the first quarter of this 

year, fi ve M&As were completed 

worth $66.8 billion, versus four 

deals completed worth $13.4 bil-

lion in the fi rst quarter of 2018 

and the 25 for $26.4 billion in 

all of 2018. The Takeda-Shire 

merger accounted for $62 billion 

of that amount, so the rest of the 

market saw only $4.8 billion and 

four deals. Without that mega 

deal, the fi rst quarter of 2019 fell 

far short of the fi rst quarter of 

2018 in M&A volume and, on 

an annualized basis, with last  

year’s full-year numbers.

As of March 31, the pipeline 

of the deals announced but not 

closed was $104.9 billion (fi ve 

deals), with the Bristol-Myers 

Squibb acquisition of Celgene 

accounting for $74 billion of the 

total. So, again, a mega deal is 

dominating the totals for the 

M&A market going forward.

 Why the overall slowdown 

during these periods (although, it 

should be noted that activity 

picked up in the second quarter 

with AbbVie’s announced $63 

billion acquisition of Allergan 

and Pfi zer’s purchase of Array 

BioPharma for $11.4 billion)? It 

is partly due to several uncertain-

ties facing the industry, but also 

due to a resurgence in the R&D 

productivity of many pharma 

companies, their recognition that 

past mega mergers did not accom-

plish much other than cost syner-

gies, and a fl ood of biotech part-

nering and M&A transactions. 

The Takeda acquisition of Shire 

is different because it is a major 

geographic move on Takeda’s 

part, so that it will be less depen-

dent on the Japanese market.                                        

Biotech equity 

market performance

During 2018, the US equity mar-

kets did poorly, with the S&P 

500 decreasing 7%, while Euro-

pean markets fared worse, with 

the FTSE 100 dropping 12%. 

The Y&P Large and Mid 

Cap Biotech indices also per-

formed poorly, decreasing by 

7.2% and 18.6%, respectively. 

Only the Small Cap Biotech 

index performed well, growing 

by 24.2%.

There was a rebound in the 

overall markets and many 

of the pharma indices in 

the fi rst quarter
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The signifi cant uncertainties 

around the macro trends in the 

biotech industry contributed to 

the overall weakness of biotech 

stock market prices.

The stock market staged a 

dramatic recovery in the first 

quarter of 2019, with the S&P 

500 increasing 12.9% and the 

FTSE 100 by 8.1%.

The Y&P Large and Mid Cap 

and Small Cap Biotech indices 

also performed well, increasing 

by 10%, 32.6%, and 23.8%, 

respectively.

The biotech share prices are 

being buffeted by the negative 

publicity about drug pricing, 

some initial payer pushback 

against orphan drug pricing, and 

the ongoing struggle to fund 

research and clinical trials in a 

volatile private funding and pub-

lic equity market.

Biotech equity 

fi nancing and M&A

Equity issuance (secondary and 

IPO) in 2018 totaled 250 offer-

ings worth $26.6 billion, a record 

deal count and dollar amount. Of 

those, 68 were IPOs worth $7.4 

billion, a surge over the 44 com-

pleted totaling $3.9 billion in the 

previous year. This was not a 

record number of IPOs compared 

to the 74 in 2014, but it was by 

far the record dollar amount.

The equity fi nancings con-

tinued at a strong, but lower 

level in the fi rst quarter of this 

year. Equity issuance (second-

ary and IPO) totaled 46 offer-

ings worth $5.5 billion, versus 

69 offerings worth $7.3 billion 

in the fi rst quarter of 2018 and 

250 offerings worth $23.7 bil-

lion completed for all of 2018. 

Ten of those equity offerings 

were IPOs worth $1.4 billion. 

Biotech M&A activity has 

almost always been modest 

 historically, with small spurts 

of activity from time to time. 

Last year saw a record dollar 

volume of $35.4 billion from 

35 biotech M&A deals com-

pleted. This was a signifi cant 

increase compared to 2017, 

when 25 deals worth $15.4 bil-

lion were completed.

In fi rst quarter 2019, M&A 

volume was four deals worth 

$7.4 billion completed, versus 

seven deals worth $13.1 billion 

in the first quarter of 2018. 

However, one deal dominated: 

the acquisition of Loxo Oncol-

ogy by Eli Lilly for $7.2 billion. 

This was a signifi cant decrease 

on an annualized basis com-

pared to 2018, when 35 deals 

worth $35.4 billion were com-

pleted. So the M&A market has 

slowed signifi cantly.

The dollar value of the pipe-

line of deals as of March 31, 

2019 was also very modest at 

$2.5 billion (fi ve deals).

The modest M&A volume is 

understandable as the strong 

IPO and secondary equity issu-

ance markets have allowed bio-

tech companies to raise capital 

and avoid an early sale to a stra-

tegic pharma company. But, 

more importantly, the ongoing 

use of partnering, out-licensing, 

non-dilutive research grants, and 

other vehicles create opportuni-

ties to collaborate without sell-

ing the company or to get fund-

ing that allows the biotech to 

build shareholder value as an 

independent company. 

Outlook: Pharma 

Business. The business outlook 

for pharma companies will con-

tinue to be moderately positive 

with regard to drug develop-

ment, with promising drugs in 

the pipeline. The industry’s 

 trajectory in drug development 

innovation and productivity, 

directly, has been moderate and, 

indirectly, through the biotech 

industry, has been and will con-

tinue to be strong.

Pharma organizations are 

pursuing new business models 

and strategies with a range of 

successes and failures. 

Generic pharma companies 

are under severe profi t pressure 

and will continue to consolidate, 

cut costs, and try to push selec-

tively into higher value and more 

protected product areas. They 

are under intense pricing and 

competitive pressure.

Specialty pharma has been 

partnering, in-licensing, and 

acquiring to maintain growth 

and the strength of their overall 

business portfolios, but the busi-

ness models of many of these 

companies are failing.

Equity markets. The stock market 

prices and valuations of the eth-

ical pharma industry companies 

have weakened as the negative 

pressures on the industry 

remain, in spite of a mixture of 

R&D and commercial successes. 

It is our expectation that the 

negative news will continue to 

counterbalance the positive 

news for the biopharma indus-

try.

Specialty and generic pharma 

company share prices will con-

tinue to suffer as these organiza-

tions deal with serious business 

issues/pressures. 

Equity financing. We expect the 

equity financing market for 

pharma to be modest, but very 

healthy. The pharma industry 

tends not to raise new equity 

very often unless an individual 

company has to raise equity to 

repair its balance sheet after an 

acquisition.
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PETER YOUNG is CEO 

and President of Young 

& Partners, a life 

science and chemicals

investment banking

fi rm, and a member of

Pharm Exec’s Editorial

Advisory Board. He can

be reached at pyoung@

youngandpartners.com

M&A. Young & Partners expects 

M&A activity, with the excep-

tion of a handful of mega deals, 

to continue to be modest for the 

reasons mentioned. Mega deals 

that merge existing mature bio-

pharma companies are no longer 

being pursued as CEOs and 

boards recognized that cost syn-

ergies alone are not long-term 

creators of value. Hence, large 

deals have either a strategic 

rationale or a theme around add-

ing new and growing technolo-

gies and products. On the other 

hand, the need to fi ll the shrink-

ing drug pipeline will also fuel 

in-licensing arrangements, part-

nerships, and joint ventures with 

biotech companies and other 

pharmas.

Outlook: Biotech 

Business. The development capa-

bilities of biotech companies 

have been and will continue to 

be positive overall. Although 

there will be successes and fail-

ures by individual companies, 

biotechs have demonstrated their 

ability to develop new drugs at 

a faster pace than the larger 

pharma companies. There is also 

the hope that novel drugs and 

arrangements with payers will 

allow biopharma organizations 

to achieve attractive and sustain-

able pricing. 

Equity markets. The stock market 

performance of biotech compa-

nies was volatile and strong in 

the fi rst quarter of 2019, except 

for the large-cap companies. We 

believe the volatility will con-

tinue this year, with fl uctuations 

driven by the likely volatile 

industry news.

Equity fi nancing. Biotech compa-

nies will continue to tap the 

equity markets, partnering, 

licensing, and royalty monetiza-

tion for funding and for share-

holder liquidity. 

Secondary equity offerings 

have been exceptionally strong 

and will continue to be strong 

and IPOs will also perform well 

as long as the overall stock mar-

ket environment is positive. 

M&A. Although the pipeline of 

deals announced but not closed 

at the end of the fi rst quarter was 

relatively modest, we believe that  

the industry will end up with a 

moderate volume of biotech 

M&A activity this year.

However, the buyer interest 

will be focused on specifi c tar-

gets in favored therapeutic and 

technology areas and on bio-

techs that have made signifi cant 

clinical progress.

Implications for 

senior management

For ethical pharma companies, 

there will continue to be a wide 

variety of tools to acquire rev-

enues and pipeline drugs, but 

the M&A valuat ions wi l l 

remain challenging, particularly 

for companies with promising 

drugs in late-stage clinical trials 

or in FDA approval. The chal-

lenge will be to pick the right 

overall mix of M&A, licensing, 

and partnering to accomplish 

corporate strategic goals and 

defend and deliver shareholder 

value.

For specialty pharma organi-

zations, the key will be a rethink-

ing of their strategies, since it is 

not clear that the pursuit of 

niche and orphan drug markets 

will continue to bear fruit in the 

same way that they have in the 

past. The high price of acquisi-

tions and the pressure on drug 

pricing, even for orphan drugs, 

will have a disproportionate 

impact on specialty pharma 

companies. 

Generic pharma companies 

will face a number of remaining 

industry challenges. This will 

result in a continuation of the 

current industry consolidation 

and selective strategies around 

diversification. The CEOs of  

generic drugmakers must be pre-

pared to shift to very different 

strategies to survive and to 

thrive.

For biotech companies, pub-

lic and private, the future is 

exciting from the drug develop-

ment side in terms of the drug 

approval environment and inno-

vation and the improvement that 

they have seen in the IPO, sec-

ondary equity financing, and 

M&A markets. However, pros-

perity or disappointment will 

vary by the story of each com-

pany. Unfortunately, the mar-

kets have been volatile and have 

played favorites with regard to 

therapies, technologies, and 

stages of development. 

The key for biotech organiza-

tions will be to properly assess 

their cash fl ow requirements and 

to create and execute a fl exible 

fi nancing/M&A plan that prop-

erly assesses how much capital 

and at what cost of equity the 

various alternatives will provide, 

whether it is private placements, 

partnering, IPOs and secondary 

offerings, royalty monetizations, 

or sources of non-dilutive 

fi nancing. 

Biotechs will continue to 

tap the equity markets, 

partnering, licensing, 

and royalty monetization 
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Data driven strategies for 
success in patient enrollment, 
engagement and retention
By Tom O’Leary , Chief Information Officer, ICON plc

I
n recent years there has been an 

exponential surge in the amount of 

data available in clinical develop-

ment. But access to and acquisition of 

large volumes of patient data simply 

hasn’t necessarily translated into better 

outcomes in clinical trials, particularly 

in challenging areas such as patient 

recruitment and speed to market. The 

transformation from data to insight 

will happen in a way that improves 

trial outcomes – in phases and through 

targeted analytics. It is generally ac-

cepted that data will be democratised 

so that the cost of acquiring data will 

no longer be a barrier to insights and 

opportunities. Leveraging analytics ca-

pabilities that truly understand drug 

development and patients will be key 

in drive this transformation.

As the landscape evolves, it makes 

sense to adapt a strategy of using 

leading-edge tools to leverage the 

best of what is available in the mar-

ketplace for optimum results, wheth-

er that is proprietary technology or 

collaboration with technology part-

ners. It is also advisable that the data 

strategy incorporates partnerships 

with leading edge analytics organ-

isations that can provide the most 

up-to-date patient information for 

the protocol requirements and treat-

ments in question. This enables you 

to tackle the more complex issues 

facing drug development outcomes, 

whilst focussing on the health and 

well-being of patients.

Building partnerships

There are a number of technology 

partnerships in the industry that use 

advanced search engines and tools to 

tap into a wealth of digitally trans-

formed, standardised subject data, 

which have helped to shorten study 

start up and feasibility times, feed 

advanced analytics and analyse RWE 

across patient populations, while 

maintaining patient confidentiality.

With the steady growth of digital 

transformation across the healthcare 

sector, it is important to recognise 

that collaborating with the right 

partners with a common goal set 

can be central to your data strategy. 

Therefore due diligence is needed be-

fore choosing a partner to identify 

the range of options available; assess 

how you can optimise its use and re-

alise the benefits and ROI.

Electronic health records 

and patient matching

• A major challenge with analysing 

patient data for the purposes of 

clinical research has been the lack 

of standardised, real-time digital 

records across disparate health-

care systems. Greater investment 

by healthcare providers in EHR 

systems has facilitated clinical re-

search with data that can help to 

identify patient populations that 

relate directly to the protocol.For 

example TriNetX have the abil-

ity to explore, assess and down-

load fully anonymised data from 

a select set of healthcare organ-

isations. This has extended spon-

sors’ ability to interrogate large 

amounts of data of unidentified 

patient live data in an anonymised 

way to find patients who meet 

specific criteria for a particular 

indication. This also enables iden-

tification of patients with the re-

quired criteria in a specific state, 

country or region. These types of 

technologies have advanced the 

ability to locate relevant patients 

and sites in a timely manner, model 

the effects of modifications to the 

trial’s protocol on recruitment fea-

sibility and timelines, and achieve 

faster patient recruitment. The use 

of EHR has the potential to trans-

form the effectiveness of trial de-

signs and the speed at which trials 

recruit patients.

Patient-centric clinical trial definition

Encouraging patients to become part 

of a study in drug development is 

acknowledged in the industry and is 

mainly due to a lack of awareness of 

the availability and benefits of clini-

cal trials. Although research suggests 

that patients have a high willingness 

to participate (76% according to CIS-

CRP Perceptions and Insights Study 

2017), it is estimated that only 3-5% 

of eligible patients actually enroll. 

Educating patients on how to access 

clinical trials and position clinical 
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trials as a care option is paramount, 

as is achieving outcomes which are 

meaningful to patients. For example, 

when developing a prostate cancer 

drug historically the end points have 

been centred on lowering PSA levels, 

as well as the reduction or elimina-

tion of the cancer. Although these are 

very important end points, especially 

from a clinical and scientific perspec-

tive, the patient’s primary concerns 

may surround more everyday per-

sonal issues, such as: will I be able to 

resume a normal life; will I be able 

to exercise again; will my appetite re-

turn; will I be incontinent. However 

the influence of health care provid-

ers in increasing patient participation 

cannot be underestimated, according 

to CISCRP 2017 Perceptions and In-

sights Study 83% of patient consider 

their physician’s recommendation a 

top factor influencing their decision 

to participate. Therefore using data 

to select high performing sites that 

are going to be fully engaged and mo-

tivate is also key.

Access to clinical and real world 

data will also enhances the ability to 

move towards more patient-centric 

clinical trial definition and execu-

tion. This data also enables you to 

engage patients more effectively, by 

leveraging anticipated “quality of life 

outcomes” data. This gives patients 

tangible results that can motivate 

them to enter and remain in the study, 

based on real world data from holistic 

and effective treatment therapies.

Real world evidence

Greater access to broader and deeper 

Real World Data (RWD) is continu-

ally being enhanced by the advent of 

standardised EHRs, mHealth and 

integrated healthcare systems. Such 

data supports the deep analytics 

that underpin more informed deci-

sion making, which enables proactive 

management of and focus on patient 

populations who are at risk, as well 

as improving the efficiency of the 

drug development lifecycle. However, 

the ability to realise the full poten-

tial of RWD has eluded companies 

to date, as privacy laws, technical 

complications and evolving regula-

tions have all hindered the access and 

speed with which RWD can be put 

to use to improve patient enrolment 

speed and efficiency. By leveraging 

the right intelligence about how many 

patients are eligible, and where they 

are, RWD can be used in 3 key areas;

1. Protocol feasibility assessment – 

Estimation of the available patient 

population using the protocol’s in-

clusion/exclusion (I/E) criteria, and 

demonstrating impacts on patient 

counts based on adjustments to 

specific I/E criteria, enables timely 

adjustments to the protocol that 

can yield the best recruitment rates;

2. Site/physician identification – With 

refined I/E criteria, trials can focus 

on sites/physicians more strategi-

cally with a well-informed recruit-

ment model;

3. Patient identification – Once the re-

fined I/E criteria are included into 

EHR provider networks, the soft-

ware can alert physicians of suit-

able patients whom they can seek 

to engage in the trial.

The future

We live in an information age where 

data volumes are increasing at an 

extraordinary rate, but so too are 

the challenges of gathering, secur-

ing, processing, analysing, visualis-

ing and sharing data. It is imperative 

to rise to this challenge by exploring 

new technologies such as devices, 

robotic process automation, various 

forms of artificial intelligence and 

even motion-based gaming platforms 

to move beyond the status quo. Tech-

nology partnerships that maximise 

the utilisation of valuable patient 

data, while meeting the expectations 

of clients, healthcare providers, regu-

lators and patients is also essential in 

achieving improved trial outcomes. 

Innovation is essential to succeed in 

producing high quality data and ac-

celerating time to market for new 

drug and devices.

Greater access to 

broader and deeper 

Real World Data 

(RWD) is continually 

being enhanced 

by the advent 

of standardised 

EHRs, mHealth 

and integrated 

healthcare systems.

https://iconplc.com/
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T
oday’s pharmaceutical 

industry leaders under-

stand the importance of 

capturing patient voices. 

Patient journeys inform the 

strategies of clinical and com-

mercial teams. Regulatory agen-

cies support the move toward 

increased patient centricity. To 

that end, the FDA, last month, 

released the fi rst of four draft 

guidance documents addressing 

how stakeholders can “collect 

and submit patient experience 

data” from patients and caregiv-

ers for medical product develop-

ment and regulatory decision-

making.  

Different journeys

Some companies have fully inte-

grated patient voices into their 

clinical and commercial deci-

sions; others are just beginning 

to do so. Companies have long 

interviewed patients, caregivers, 

and healthcare professionals 

(HCPs) about living with and 

managing a disease. More 

recently, they have been taking 

such steps as adding patients to 

their advisory boards and having 

patients participate in trial 

design as members of protocol 

development teams—piloting 

studies to identify and address 

challenges prior to launch. 

Patient advocacy leadership 

positions are being created to 

increase emphasis on patient 

perspectives in all clinical and 

commercial endeavors.

These steps help companies 

understand the impact of a dis-

ease on patients and caregiv-

ers—but there is more to do. 

Companies need to understand 

the impact of their new product 

on the lives of patients and care-

givers over time. For example, 

most medications prescribed for 

chronic health outcomes are 

meant to treat patients across the 

course of months or even years, 

which may not always be 

refl ected in the design of a fi nite, 

shorter-term clinical trial. 

As such, if companies don’t 

know how the new product 

affects patients over time, espe-

cially as they age or develop 

comorbidities, they will be 

unable to clarify what patients 

should expect over the course of 

their health outcome and treat-

ment journey beyond just the ini-

tial intervention.

In the case of rare diseases or 

scenarios where there is little 

known about the outcome, 

patients are often the sole real-

world longitudinal source of 

information on disease progres-

sion, impacts to the body, and 

sustained effi cacy of treatment 

pathways.

Many biopharmaceutical 

companies are expanding their 

patient-centricity initiatives to 

include patients receiving a new 

product during clinical trials. 

This is most often done through 

interviews of interested partici-

pants conducted after database 

lock, and it can provide the study 

sponsor with many insights that 

previously weren’t available. 

Such research can confi rm posi-

tioning, determine perceived 

onset and duration of action, 

and clarify the new drug’s affect 

on participants’ and caregivers’ 

lives. Companies are using these 

insights to go beyond clinical tri-

als in optimizing patient support 

services and identifying patient 

“ambassadors,” compensated 

individuals who might:

 » Participate in launch meetings.

 » Provide insights on clinical 

trial design. 

 » Collaborate on continued col-

lection of product data. 

 » Provide social media testimo-

nials. 

Taking the next step

Although the advantages are 

many, interviewing patients in 

clinical trials after database lock 

has some limitations in that it 

provides only retrospective data 

and a one-time perspective at 

that. Data collected prospec-

tively would strengthen the 

patient voice and paint a com-

prehensive picture for product 

development and regulatory 

decision-making. 

Recently, some companies 

have started forging the commer-

cial-clinical connection via real-

time web surveys and telephone 

interviews with participants dur-

ing clinical trials, primarily dur-

ing open-label extension (OLE) 

studies. Using this technique, 

companies can obtain prospec-

tive data as well as multiple mea-

surements, with increased feasi-

bility to gather both quantitative 

and qualitative data. OLE stud-

ies offer the advantage of a wide 

window of time—usually 24 to 

48 months—over which to 

gather insights at regular inter-

vals. What’s more, the patients 

typically are on the new drug, so 

interviewing them minimizes the 

risk of unblinding the study and 

The Feasibility of Patient 

Insights Before Launch
Obtaining patient perspectives during open-label extension trials
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also generates data with high 

internal value. At a time when 

minimizing clinical trial costs 

and gaining effi ciencies in col-

lecting data are central to discus-

sions around R&D, OLE studies 

that gather passive data or har-

ness preexisting patient popula-

tions are a budget-friendly alter-

native to conducting a new 

incremental trial. 

Mapping the way

Companies have several options 

for collecting patient experience 

data. A sub-study designed to 

elicit patient perspectives can 

either be embedded into the pro-

tocol initially or submitted as a 

protocol amendment. However, 

this approach places relatively 

high operational demands on the 

drug developer and investigators 

and must be submitted to the 

institutional review board (IRB). 

A better alternative often is a 

companion study, designed as a 

separate study run concurrently 

with the original clinical investi-

gation and outsourced to a third 

party. For example, eligibility cri-

teria could be “patients who meet 

inclusion/exclusion criteria in the 

main clinical protocol,” but par-

ticipants opt-in separately, and 

the third-party researcher takes 

responsibility for efficiently 

obtaining applicable approvals 

and participant consent alongside 

the main study. A companion 

study avoids the need to submit a 

protocol amendment for ongoing 

studies. Like a post-study, a con-

current companion study allevi-

ates workload on the sponsor’s 

part, needing only low-to-mod-

erate resources. 

Considerations for quality

For many organizations, con-

ducting a companion study is the 

optimal way to proceed. What 

then, are some of the consider-

ations? From recruiting materi-

als to the research questions to 

participants, the study must be 

carefully designed for compli-

ance as well as generating mean-

ingful data. Research partners 

with experience in interviewing 

clinical trial patients, caregivers, 

and HCPs can determine the 

right questions to ask (and the 

right way to ask them), and the 

target population to interview to 

obtain the desired data. For 

example, depending on the 

study, it may be more fruitful to 

recruit parents or caregivers to 

provide the experience perspec-

tive, rather than research par-

ticipants enrolled in the main 

protocol. 

A CRO or external consult-

ing partner can be selected; they 

should understand the nuances 

of working with IRBs and ethics 

committees (ECs) and how the 

relationship between the main 

protocol and the companion 

study might infl uence submis-

sion requirements. For example, 

the main protocol should refer-

ence the companion study if 

interim fi ndings from the com-

panion study result in real-time 

modifi cations to the active main 

protocol, or if data from the 

companion protocol is to be 

submitted along with the main 

study in support of a marketing 

application. If this information 

is not submitted initially, a 

research partner can support 

submission of this information 

through an IRB-approved pro-

tocol amendment. Partners can 

also provide insight into engag-

ing with regulatory agencies 

and help navigate potential con-

cerns and areas of increased 

scrutiny.

The research partner’s per-

sonnel all should be trained in 

adhering to good clinical prac-

tice (GCP) standards. If the 

companion study involves gath-

ering personal health informa-

tion, they must comply with 

patient privacy laws and regula-

tions, including HIPAA and the 

General Data Protection Regu-

lation (GDPR). They must 

understand how to write the 

documents for the companion 

study protocol, so that compli-

ance with regulatory criteria is 

ensured in the event of an audit 

or inspection. 

Partners should also under-

stand the nuances involved in 

writing for patient communities, 

including heightened protections 

for vulnerable populations such 

as children and pregnant women 

and exercising sensitivity toward 

local norms. 

Listening to the voices of 

patients in clinical trials is a 

powerful tool for enhancing the 

commerical-clinical connection 

and improving communica-

tion—not just between the com-

pany and its product’s end users, 

but also among the various par-

ties engaged in medical product 

development and regulatory 

decision-making. 

Data collected prospectively would strengthen 

the patient voice and paint a comprehensive 

picture for product development and regulatory 

decision-making
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T
he US Department of 

Health and Human Ser-

vices’ (HHS) Office of 

Inspector General has 

proposed a rule to eliminate 

pharmaceutical rebates and 

prompt direct discounts for fed-

eral beneficiaries. The rule 

would eliminate Anti-Kickback 

Statute (AKS) safe harbor pro-

tection for rebates paid by drug 

companies to pharmacy benefi t 

managers (PBMs), Medicare 

Part D plans, and Medicaid 

managed care plans. The rule 

would create a new safe harbor 

for drug discounts offered to 

patients at the point of sale and 

create a new safe harbor for 

PBM fees.  

This proposed change con-

tinues to send shockwaves 

across the PBM and pharma-

ceutical manufacturer space—

and has the potential to signifi -

cantly disrupt the drug supply 

chain. If this safe harbor pro-

tection is altered and no longer 

encompasses manufacturer 

rebates, these rebates could be 

completely prohibited under 

Medicare Part D. It’s also likely 

that the commercial business 

will face considerable pricing 

challenges. 

Opponents of the proposal

Critics of the proposed rule 

claim that rebates offered to 

PBMs, Part D plans, and Med-

icaid managed care plans work 

to reduce drug prices. Further-

more, the change fails to offer 

a workable alternative for 

PBMs in terms of negotiating 

on behalf of benefi ciaries. This 

could ultimately lead to higher 

costs for treatments, higher pre-

miums, and higher out-of-

pocket costs for federal benefi -

ciaries. As a result, the fear is 

that this might ultimately have 

a negative impact on access to 

cost-effective prescription med-

icine.

According to insurance 

executives, most rebates and 

discounts are passed back to 

patients, in the form of lower 

patient copays, thereby reduc-

ing the overall cost of medica-

tions for both patients and 

insurers. Without this fl ow of 

cash, drug costs for patients 

and insurers would likely go up, 

not down, with premiums ris-

ing to compensate for the $29 

billion paid in rebates to PBMs 

and insurers.

While the proposed rule is 

meant to lower drug prices, 

many organizations do not feel 

that it gets to the core issues. 

According to public comments 

by organizations such as the 

Pharmaceutical Care Manage-

ment Association (PCMA), the 

American Benefits Council, 

and the Medicare Rights Cen-

ter, the rule does not do enough 

to ensure that beneficiaries 

would benefi t from the recom-

mended corrections and, in 

fact, may lead to tacit collusion 

by manufacturers once the 

results of negotiations are made 

publ ic through pharmacy 

transactions.

In anticipation of this, a 

number of healthcare leaders 

have voiced concern about the 

proposed ru le:  A mer ica’s 

Health Insurance Plans (AHIP) 

has accused HHS of unfairly 

blaming insurance providers 

and their PBM partners for the 

health system’s current high 

prices, while CVS blames phar-

maceutical organizations for 

high drug costs. In fact, CVS 

credits PBMs for serving as the 

last line of defense for the 

patient.

Disrupted healthcare system

It’s also important to under-

stand how the rule is likely to 

disrupt the healthcare system. 

The way it works now, manu-

facturers are incentivized to 

raise drug list prices in the 

interest of offering ever-larger 

rebates to PBMs in exchange 

for preferred placement on for-

mularies. The argument, how-

ever, is that these rebates are 

not a lways used to lower 

patients’ out-of-pocket drug 

costs and inure to the benefi t of 

either the PBM or health 

insurer.

The potential exists that if 

the proposed rule goes into 

effect, health insurers will 

likely have to raise Part D pre-

miums because they currently 

use the rebates to push premi-

ums down. That can be prob-

lemat ic for Par t D plans 

because one of the main factors 

they compete on are low premi-

ums.

PBMs face  even more 

impactful disruption because 

Proposed Rebates Rule 

Raises Tough Questions
The decision to eradicate pharma rebates and prompt direct 

discounts for federal benefi ciaries could, if passed, upend the 

market—what are the critical questions for new products?   
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they would need to determine 

how to transition the revenue 

that they are receiving now 

from a percentage-of-a-rebate-

type contract to a fixed-fee 

agreement.

Hard questions on the 

commercial side

It’s challenging for a new drug 

product to succeed even with a 

signifi cant rebate offer. Simple 

math shows PBM/payer rela-

tionships are largely driven by 

the total rebates collected by 

the PBM and then passed 

through to the payer/plan spon-

sor.

A straightforward calcula-

tion shows that total rebates = 

number of units x rebate per 

unit. Therefore, if an estab-

lished product is doing a high 

volume with a lower rebate, it’s 

difficult for a new product 

entrant to offset the total rebate 

dollars, even with a higher per 

unit rebate.

While stakeholders struggle 

to address this new market 

upheaval, and understand how 

it will impact business, let’s 

raise a few critical questions 

around new products coming in 

at a lower net price:

 »  Will it be easy for an existing 

product to simply match the 

price in order to keep market 

share? Conversely, will prod-

ucts having the most attractive 

cost, in combination with mea-

surable outcomes, become the 

product of choice? 

 » Will this drive manufacturer/

payer/ PBM arrangements 

more quickly toward value-

based contracting (VBC)—

already an important trend—

especially for those that have 

been slow to adopt? 

 » Will branded products go the 

route of generic injectables, in 

which, at least in some cases, 

the pricing has dropped so low 

that many manufacturers have 

exited the space, creating a 

shortage in the market.

 » Will this change mean drug 

price stabilization, or launch a 

race to the bottom? 

The value pivot

Because a value-based approach 

seems inevitable, now more 

than ever, pharmaceutical man-

ufacturers, payers, and channel 

participants should take a 

closer look at the benefi ts—and 

challenges—of VBC.

A VBC blueprint offers 

strategies and guidance for suc-

ce ssfu l  negot iat ions that 

respond to changes resulting 

from regulatory and market 

pressures to reduce cost with-

out compromising safety and 

quality. 

Whi le value-based care 

with value-based contracting 

is touted as a solution to the 

challenges of affordability and 

sustainability in today’s mar-

ketplace, the operational com-

plexity of implementing these 

types of arrangements, as well 

as the financial risks for man-

ufacturers, must be carefully 

evaluated and navigated.

Many companies simply shy 

away from the opportunity 

and forego meaningful reve-

nues, but the key to success lies 

in optimizing a strategy to 

show the value of a product to 

each health plan/payer, cir-

cumventing risk, and driving 

optimal reimbursement.

It’s important to understand 

the impact of bundled pay-

ments, accountable care, com-

parative effectiveness research 

(CER), evidence-based medi-

cine (EBM), and payments 

linked to performance. Com-

plex regulatory issues must also 

be addressed in order to 

 successfully negotiate value-

based payment models.

Wake-up call

Given the paradigm shift and 

growing calls for innovative 

approaches to drug commercial-

ization, pricing, and reimburse-

ment, stakeholders should seek 

a commercial services partner 

with expertise in the legal and 

business details surrounding 

commercial or government 

arrangements for payers. The 

right partners can also guide 

pharmaceutical manufacturers 

on how to demonstrate fl exibil-

ity and communicate their 

understanding and appreciation 

of stakeholder expectations.

VBC is an opportunity wait-

ing to happen. The proposed 

rule should serve as a wake-up 

call, prompting stakeholders to 

seek the knowledge, expertise, 

and experience they need to 

achieve measurable results. 

The key to success lies in optimizing a strategy to 

show the value of a product to each health plan/

payer, circumventing risk, and driving optimal 

reimbursement
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T
he spiraling cost of pre-

scription drugs is creating 

unprecedented access and 

affordability challenges 

across our healthcare system. 

From hospital leaders to provid-

ers to patients to government, 

drug prices are on everyone’s 

radar. And with good cause: 

According to a January 2019 

report from the American Hos-

pital Association, total hospital 

and health system drug spend 

increased by 18.5% between 

2015 and 2017. “Growth in 

inpatient and outpatient drug 

spending exceeded the growth in 

the Medicare hospital payment 

rates for each setting during this 

period as well as the growth in 

general healthcare expendi-

tures,” the report notes.

Further, as personalized med-

icine becomes ever-more preva-

lent, drug prices are likely to 

continue along the same trajec-

tory. “Twenty-three of the nearly 

100 prescription drugs that were 

approved in 2018 currently have 

a list price of over $30,000 per 

year for a course of treatment,” 

according to GoodRx, and 

“many of the drugs on this list 

treat specifi c cancers and other 

relatively uncommon condi-

tions.” Additionally, total US 

expenditures for specialty drugs 

doubled from $83 billion in 

2013 to $157 billion in 2017, 

according to a report from 

IQVIA Institute.

Controlling ever-growing 

drug prices has been a focus for 

the current White House admin-

istration. In May 2018, the 

White House issued a “Blueprint 

to Lower Drug Prices,” and the 

US Department of Health and 

Human Services (HHS) has 

rolled out several initiatives and 

proposals around this goal, 

including controversial 340B 

reimbursement cuts and sug-

gested new payment models. 

And in early May, the adminis-

tration fi nalized a ruling requir-

ing that pharmaceutical compa-

nies include prescription drug 

list prices on direct-to-consumer 

television advertisements in 

cases in which the list price is 

equal to or greater than $35 for 

a month’s supply.

While any effort to keep life-

saving medications affordable is 

laudable, I believe that hospital 

leaders, lawmakers, and other 

stakeholders may be missing an 

important nuance—that the 

price of a drug need not be, and 

in fact must not be, the only fac-

tor considered when determining 

its value.

An antiquated system

When it comes to hospitals 

deciding which medications to 

purchase, as well as determining 

which ones remain on the for-

mularies, and which have the 

most value, the method is largely 

static and antiquated, having 

changed very little since the 

1980s. Generally speaking, 

pharmacy and therapeutics com-

mittees, consisting of internal 

hospital leadership, vote to col-

lectively decide which medica-

t ions should be added or 

removed.

The problem with th is 

method is that the decisions are 

largely subjective —infl uenced by 

anecdotal evidence about which 

drugs are most effective, which 

ones patients “prefer,” group 

consensus, relationships with 

sales reps, brand loyalty, and 

other unscientifi c factors. Hav-

ing been a practicing physician 

for 33 years and having sat on 

many such committees, I can 

attest fi rst-hand to the fact that 

many doctors prescribe drugs 

purely based on their own expe-

rience and comfort levels, often 

sticking to the medications 

they’ve always used.

“The pharmacy and thera-

peutics (P&T) committee was 

introduced almost a century ago 

as a forum for discussing drug 

use in hospitals,” wrote Dr. 

David Shulkin in his report for 

the journal Pharmacy and Ther-

apeutics, back in 2012. “Those 

who led pharmaceutical-man-

agement programs in the past 

could not have anticipated the 

magnitude of change occurring 

in healthcare today … the P&T 

committee must evolve—in fact, 

reinvent—itself.”

Shulkin has it exactly right. 

The formulary decision process 

has simply not caught up with 

the rest of the healthcare indus-

try—or indeed, with many 

industries —in understanding 

the need to make decisions based 

on real-time, real-world data 

(RWD). We already use RWD to 

monitor our heart rates on smart 

watches while we exercise, 

decide the best route to drive 

using our GPS systems, and 

determine which ads show up on 

our social media accounts.

Drug Formulary Decisions: 

Fixing a Broken System
Why the time is right for P&T committees to incorporate real-world 

data and ‘real-world science’ into their product assessments     
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In healthcare, we use RWD 

such as glucose and blood pres-

sure readings to monitor patients 

with chronic conditions and rely 

on data from lab testing to make 

treatment decisions. The FDA 

has even recognized the value of 

RWD as part of post-market 

research for understanding how 

medications are truly impacting 

patient populations. In Decem-

ber 2018, then-FDA Commis-

sioner Scott Gottlieb issued a 

statement about how RWD and 

real-world evidence (RWE) offer 

opportunities to understand 

clinical outcomes of pharmaceu-

tical products. 

“Because they include data 

covering the experience of physi-

cians and patients with the 

actual use of new treatments in 

practice, and not just in research 

studies, the collective evaluation 

of these data sources has the 

potential to inform clinical deci-

sion making by patients and pro-

viders, develop new hypotheses 

for further testing of new prod-

ucts to drive continued innova-

tion, and inform us about the 

performance of medical prod-

ucts,” he said.

It seems logical that if the 

FDA recognizes the value of 

using RWD to assess drugs, we’d 

use the same method when mak-

ing formulary decisions. So why 

the resistance? Why the insis-

tence on following age- old prac-

tices? We can do better. In order 

to capitalize on these new capa-

bilities and the availability of 

actionable data, the formulary 

decision process needs to evolve.

Show me the data

“Real-world evidence demands 

real-world data. Period. This 

data provides the only path for 

a clinician to practice eviden-

tiary medicine that is truly 

incontrovertible,” says Travis 

Leonardi, CEO and founder of 

healthcare analytics and tech-

nology company Sentry Data 

Systems. “The proliferation of 

exorbitantly expensive drugs 

necessitates a new way of select-

ing the right medications for the 

right conditions based on actual 

patient outcomes. Hospital lead-

ers must rely on a drug selection 

process rooted in evidence and 

based on real-world data in 

order to thrive.”

What does such a process, 

steeped in RWD, consist of? The 

process involves comparing and 

contrasting the effi cacy of spe-

cifi c drugs based on longitudinal 

census population data that 

spans the entire healthcare con-

tinuum and includes clinical, 

claims, and pharmacy data 

records. Hospital leaders are 

able to compare de-identified 

patient data such as length of 

stay, readmissions, and comor-

bidities against indexes of simi-

lar hospitals (rural, academic, 

critical access hospitals, and so 

on), to see what the drugs are 

really doing and how they’re 

really performing.  

Too often, the only “data” 

available when making formu-

lary decisions about the value of 

certain drugs is clinical trial 

information from the pharma-

ceutical companies. Yet there are 

many factors in clinical trials 

that could result in the medica-

tions behaving differently in 

real-world patient populations. 

Several studies have shown that 

clinical trial enrollees often do 

not have the same diversity of 

age, gender, and ethnicity as the 

general population, for example. 

Additionally, enrollees who are 

paid for their time in clinical tri-

als may, therefore, be more 

incentivized to adhere to medica-

tion schedules, instructions, and 

regimens than typical patients. 

Real-world medication effects 

and patient outcomes simply 

cannot be assessed without 

RWD.

In the absence of that RWD, 

formulary decisions are often 

based primarily on drug price; 

yet the simple fact is that price is 

not equal to value. In many 

cases, the more expensive drug 

may be the better choice, if only 

physicians had at their fi ngertips 

the data to show that the more 

expensive drug actually reduces 

length of stay or prevents ER vis-

its in patients with a certain 

chronic condition.

For example, I recently 

worked with a major academic 

teaching hospital in the North-

east to show it how RWD might 

change the impressions it had 

about the value of IV acetamino-

phen for post-op orthopedic pain 

management. Hospital leadership 

and physicians alike believed that 

IV acetaminophen was the most 

effective choice for managing 

pain, and that its use contributed 

to reduced length of stay. How-

ever, after taking a deep dive into 

a longitudinal database of patient 

Hospital leaders, lawmakers, and other stakeholders 

may be missing an important nuance—that the price 

of a drug need not be, and in fact must not be, the 

only factor considered when determining its value 
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records at its hospital (data col-

lected from many patients over 

the course of many years), com-

paring that data against an index 

of similar hospitals, and applying 

analytics to that information, 

what we found was something 

very different.

We learned that there was, in 

fact, no difference in length of stay 

for the IV acetaminophen patients 

compared to those on other pain 

management drugs, and that there 

was actually a correlation between 

the use of IV acetaminophen and 

increased opioid prescribing, indi-

cating that the IV acetaminophen 

wasn’t nearly as effective as lead-

ership thought it was on any of the 

measures considered.

The hospital had been so sure 

of the value of IV acetaminophen 

for this use case that their IV acet-

aminophen costs had tripled in 

about three years. Without access 

to the RWD and analytics to help 

drive better business decisions, the 

hospital’s P&T committee would 

have never considered looking 

into other options that might offer 

more value for the cost.

Reason for hope

The good news is RWD is plenti-

ful in healthcare and growing 

exponentially every day, so we 

have more than enough informa-

tion on-hand to start making 

strategic, informed decisions 

about which drugs we use.

According to the “EMC Dig-

ital Universe” with research and 

analysis by IDC Healthcare, 

data growth in healthcare is one 

of the fastest across many indus-

tries (see fi gure).

Let’s compare the process of 

assessing the drugs on our 

 formularies to driving a car—

how do you know where you’re 

going? The worst possible case to 

make any decision, of course, 

would be having no data—no 

map, no instructions, and no 

sense of how to get from A to B. 

The current P&T committee pro-

cess is not quite fl ying blind, but 

the data available is static, old, 

and doesn’t take into account 

real-world, real-time circum-

stances. That’s a lot like driving 

to a place you’ve never been 

before with a paper map—you 

have enough information to see 

the route, but no idea about con-

struction delays, whether streets 

have changed names, or how 

much traffi c is on the road at any 

given moment. You’re making 

your decision based on informa-

tion that’s frozen in a moment in 

the past—a lot like voting on 

drug formularies based only on a 

snapshot of a clinical trial from 

the pharmaceutical company.

Using RWD from a longitu-

dinal patient database and 

indexes of data from other simi-

lar hospitals, however, puts you 

on the road with a top-of-the-

line GPS. Now, you can look at 

what is really happening with 

admissions, length of stay, 

comorbidities, and more, and 

course-correct based on what 

the information is telling you.

“The ability to formulate 

treatment decisions, particularly 

around pharmaceutical interven-

tions, that are based on years of 

actual patient data is game-

changing for the healthcare 

industry,” says Leonardi. “This 

is the future of medicine. We 

believe that within the next two 

to four years, every hospital in 

America will make formulary 

decisions that are grounded in 

real-world science. The answers 

are in the data.” 

Now, you can look at what is really happening 

with admissions, length of stay, comorbidities, 

and more, and course-correct based on what the 

information is telling you
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• Nerhadou International is a pioneer pharmaceutical and nutraceutical 

company in the MENA region; it obtained the FDA approval for its food 

supplement manufacturing facility in 2019 under the registration 

number: 10694440002.

• Nerhadou International in process of obtaining four ISO certificates:

      1) ISO 9001: 2015 (Quality management system)

      2) ISO 14001: 2015 (Environmental quality system)

      3) ISO 45001: 2018 (Occupational health and safety)

      4) ISO 17025: 2017 (Good laboratory practice)

           (LABORATORY ACCREDITATION)

• Nerhadou International is the only company in MENA region that is 

specialized in the production and commercialization of oral dispersible 

films dosage form (29 brands with 39 concentrations in the market and 

in the pipeline).

• Nerhadou International is the only company in MENA region which 

introduced chelated minerals formulas embedded in a cage of 18 

amino acids.

• Nerhadou International is seeking agencies and distributors to expand 

its business in all European countries, If you are interested, please refer 

to our website www.nerhadou.com.  

Areas no : 23,24,25 6th Industrial Zone Extension,6th of October City,Giza,Egypt
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After successive revolutions and a period of political turmoil between 2011 and 2013, Egypt is currently enjoy-

ing a period of relative stability, with President Abdel Fattah El-Sisi offi cially taking power in 2014 and gaining 

reelection in a landslide victory in 2018. Under his auspices, an extensive set of economic reforms has com-

menced: most notably the 2016 decision to unpeg the national currency from the US dollar so as to fl oat the 

Egyptian Pound, and the introduction of a new investment law in 2017. Moreover, improving public healthcare 

has been assigned priority status, with wellness considered one of the pillars of the cabinet’s human capital 

development goals. Objectives here include the launch of the Universal Healthcare Act and various national 

campaigns, such as the 100 Million Seha campaign to eradicate Hepatitis C in the country. In the light of 

these reforms, Egypt is striving to open the door to a brave new era of healthcare provision, with all the fresh 

businesses opportunities that this presupposes.

Gaining Traction

This sponsored supplement was produced by Focus Reports.
Report Coordinator: Magdalena Anna Kantor, Felix Klein
Report Assistant: Eugenia Benazar
Senior Editor: Louis Haynes
Editor: Patrick Burton

Report Publisher: Laurent Libano
Graphic Assistance: Miriam León

For exclusive interviews and more info,
please log onto www.pharmaboardroom.com or
write to contact@focusreports.net

Cover ©: Miriam León

EGYPT

http://www.pharmaboardroom.com
mailto:contact@focusreports.net


HEALTHCARE & LIFE SCIENCES REVIEW EGYPT SPECIAL SPONSORED SECTION

S3  July 2019 I PHARMABOARDROOM.COM

BACK TO ITS BEST?

Egypt’s economy suffered from a severe 

downturn following the revolutions, 

facing high unemployment rates and 

a lack of foreign reserves. Since then, 

IMF President Christine Lagarde praises 

Egypt’s economic recovery, stating that 

“the Egyptian authorities embarked on 

an ambitious economic reform program 

in 2016 that is being supported by an 

IMF fi nancial arrangement. Since then, 

Egypt has made substantial progress as evident in the success 

achieved in macroeconomic stabilization.”

Looking back, Servier’s country manager Patrick Tete 

acknowledges that, “for most of the last decade, Egypt has 

been squeezed between the turbulence and uncertainty of a 

deteriorating economy.” Nevertheless, he is optimistic about 

the country’s prospects, as “Egypt’s brave fi scal and mon-

etary reforms might have ushered in a period of short-term 

hardship, but at the same time have managed to secure a safer 

 medium-term economic trajectory.”

Tarek Tawfi k, president of the American Chamber of 

 Commerce in Egypt, very much shares this view, stating that, 

“Egypt has become one of the region’s 

more attractive investment destinations 

thanks to the recent political stability, 

the economic structural reforms and the 

acceptance of an IMF support package 

worth USD 12bn.” He also highlights 

that the country constitutes a rare exam-

ple where an IMF support program has 

been rolled out smoothly without any sig-

nifi cant level of political or social unrest. 

Several key industry fi gures share 

this view and underline Egypt’s de-

mographic characteristics as a standout factor in the region. 

Amro Kandil, GE Healthcare’s managing director for North-

east Africa, stresses that “Egypt is one of the continent’s larg-

est platforms for healthcare”, due to its burgeoning popula-

tion size, which topped the 100 million mark in 2019. 

It comes as no surprise that companies have hence been 

keeping a close eye on Egypt as a potential regional hub. LEO 

Pharma’s Amir Ghattas highlights “that the Egyptian pharma-

ceutical market is projected to enjoy a CAGR of nine percent 

until 2022”, which has made the Egyptian affi liate the obvious 

location to situate the company’s regional  operations. Similar-

ly, Janssen’s managing director Ramez Mohsen perceives Egypt 

HE Abdel Fattah el-Sisi, president of the Arab 

Republic of Egypt; HE Hala Zayed, minister 

of health

http://WWW.PHARMEXEC.COM/
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as one of the “fl agship countries in the Middle East”, while As-

traZeneca’s country president for Egypt and North East Africa 

Khaled Atef El Mounayri emphasizes the enormous market po-

tential owing to “the constant population growth and the high 

prevalence of certain diseases in the cardiovascular, respiratory 

and oncology treatment areas.” 

A NEW MINDSET: EGYPT’S HEALTHCARE 

REFORM

Compared to previous years, the Egyptian government has 

been very vocal about the importance of improving healthcare 

in the country. HE President Abdel Fattah El-Sisi declared that 

“the right to good health for all Egyptians lies at the forefront 

of our developmental priorities”, while HE Hala Zayed Minis-

ter of Health and Population states that “health is a top prior-

ity for the government.”

Janssen’s Ramez Mohsen confi rms that “the government is 

seeing healthcare no longer as a liability, but as an  investment, 

which is crucial for the industry as we are no longer have the 

image of a cost bearer, but as a partner both for treatment and 

prevention.” This new mindset becomes obvious through the 

implementation of the new Universal Health Insurance Law, 

which AstraZeneca’s Atef El Mounayri praises as “one of the 

biggest projects of the government, as it will allow affordable 

access to healthcare to Egyptian patients when implemented.” 

Under the new law, the Ministry for Health and Popula-

tion will establish a fresh structural apparatus: a  healthcare 

authority will be responsible for the health services provided 

to citizens, a directory will be concerned with the collection 

of subscriptions from citizens in order to fi nance the system, 

and there will also be a quality and validation authority to 

accredit the qualifi ed hospitals and health units. 

Additionally, more authorities for the pharmaceutical sec-

tor in particular will be created, to take some of the weight 

off the shoulders of the Ministry of Health: Ashraf El Khouly, 

Christelle Saghbini, chairman & managing director, Sanofi  Egypt & 

Sudan; Mohsen Shalaby, president, Nerhadou International; Ramez 

Mohsen, managing director, Janssen Egypt, Jordan, Libya & Sudan

http://WWW.PHARMEXEC.COM/
https://www.janssen.com/
https://www.janssen.com/
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chairman of the Egyptian Society for  Pharmaceutical Research 

(PHRMA), reveals that the “Supreme Council for Medicine 

and Medical Technology will have two sub-entities, with one 

of them being responsible for registration, pricing and industry 

strategies and the other one shouldering the task of purchasing 

pharmaceuticals on behalf of public institutions.”

Secondly, the Egyptian Drug Authority (EDA), which al-

ready exists on paper, is currently in the midst of a transi-

tional period with a view to optimizing product registration 

speeds across the country, when fully integrated. Osama 

 Rostom, deputy head of the Federation of Egyptian Industries 

(FEI) Pharma, Cosmetics and Medical Appliances Chamber, 

regrets that “the average time for launching new medicines 

in Egypt is around three to four years, while companies in 

other countries in the region require only four months to one 

year for the same process.” However, with the EDA partly 

in place, progress has already been achieved. Khaled Atef El 

Mounayri from AstraZeneca confi rms that, “market access 

has become a lot easier recently and we can see a clear will 

by the authorities to facilitate the registration access. With 

registration of our latest products within six months, Egypt 

is in the same league as the United Arab Emirates in terms 

of registration time. This comparison would have been un-

thinkable back in 2016.”

EVOLVING HEALTHCARE NEEDS: FROM HEP 

C TO NCDS

While the Universal Health Insurance is being rolled out, the 

Ministry of Health has also introduced a number of initiatives to 

screen and treat patients in the short-term. Here the 100 Million 

Seha program stands out as “a unique and unprecedented cam-

paign, which received deserved domestic and global accolades”, 

Osama Rostom, deputy head, Federation of Egyptian Industries 

(FEI) Pharma, Cosmetics and Medical Appliances Chamber; 

Ashraf Osman, president, AUG Pharma;  Basyouni Abuseif, 

country president & CPO head, Novartis

What science can do

Circulating tumour DNA

AstraZeneca has pioneered the use of 

circulating tumour DNA (ctDNA) in 

the diagnosis of cancer. Pieces of DNA 

in the bloodstream where they can be 

analysed to give genetic information 

about a patient’s tumour. This allows 

healthcare professionals to determine 

the right treatment for the patient using 

a minimally invasive blood test.

VEEVA ID: Z4-11671 Date of preparation: July 2018  Date of expiry: July 2020

break off from a tumour and circulate

http://WWW.PHARMEXEC.COM/
https://www.astrazeneca.com/


HEALTHCARE & LIFE SCIENCES REVIEW EGYPTSPECIAL SPONSORED SECTION

PHARMABOARDROOM.COM I  July 2019  S6

claims Basyouni Abuseif of Novartis. Minister of Health HE Dr 

Hala Zayed stated that the initiative has tested more than 45 

million Egyptians for Hepatitis C with the goal of eradicating 

the disease in the country. Egypt has one of the world’s highest 

rates of Hepatitis C infections, with an estimated prevalence of 

around 4.5 and 6.7 percent in 2018, according to the WHO. 

Through 100 Million Seha, the country plans to eradicate in-

fection with the hepatitis C virus by 2020 and to reach global 

standards of less than one percent infections by providing effec-

tive and safe treatment for all patients. Considering the success 

of the campaign, Egypt is launching initiatives to allow others 

to benefi t from its experience in eliminating Hepatitis C, such 

as the President Abdel Fattah El-Sisi’s initiative to provide treat-

ment of Hepatitis C to one million African citizens.

One of the success stories has been the local produc-

tion of a generic for Sofosbuvir, which signifi cantly reduced 

the cost of treatment for Hepatitis C. Ashraf Osman, pres-

ident of AUG Pharma, highlights how local players have 

been “an integral part of fi ghting Hepatitis C successfully 

in Egypt”, with AUG Pharma treating more than 150,000 

patients since 2015. Confi rming this statement, Sherif 

Rashed, chairman of Magicpharma notes that “producing 

the high-quality, franchised Hepatitis C medicine at af-

fordable prices was a great step forward for the industry 

in general”, with Magicpharma being a major pillar of the 

success of the 100 Million Seha initiative.

While the fi ght against infectious diseases in the country 

continues, Christelle Saghbini, chairman & managing direc-

tor of Sanofi  Egypt & Sudan notes that non-communicable 

diseases (NCDs) such as “diabetes, hypertension and obesi-

ty do have a high prevalence in Egypt as well.” Internation-

al bodies like the WHO and International Diabetes Feder-

ation confi rm the high prevalence of certain diseases in the 

HE Mohamed Maait, minister of fi nance; Ashraf El Khouly, 

chairman, PHRMA; Khaled Atef El Mounayri, country president 

Egypt and North Africa, AstraZeneca

http://WWW.PHARMEXEC.COM/
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 cardiovascular treatment area, with a prevalence of diabetes 

in adults of 15.1 percent and a 40 percent prevalence of hy-

pertension. Highlighting the extent of chronic diseases, Pro-

fessor Madgy Abdelhamid, president of the Egyptian Society 

of Cardiology, even calls “cardiovascular diseases are a global 

epidemic phenomenon, which we also see in Egypt.” 

Janssen’s Ramez Mohsen admits that these diseases have 

been “deprioritized in the past, so now they are becoming more 

signifi cant for the payer and as a consequence, healthcare pro-

fessionals are becoming more specialized and informed.” Sa-

nofi ’s Christelle Saghbini adds that, while multinationals like 

Sanofi  “have an extensive portfolio in this area”, awareness 

campaigns are also critical to ensure “better diagnosis as well 

as advice for a healthier lifestyle and diabetes management.”

She also notes that “other treatment areas like oncology 

will become more important in the near future.” Cancer is 

heavily stigmatized in Egypt, as AstraZeneca’s Khaled Atef 

El Mounayri explains. “The main reason for stigmatization is 

the high death rate in Egypt, which is caused by the late detec-

tion of the diseases, at a stage where a successful treatment is 

very improbable,” he notes. Hence, more initiatives for aware-

ness and better screening are also needed in this area. 

Ramez Mohsen of Janssen, acknowledges that some pro-

gress has been made due to recent efforts by government 

and NGOs. Nevertheless, more “education and awareness 

amongst the public and also amongst healthcare professionals 

is necessary [to spread] the message that cancer is treatable 

thanks to scientifi c progress”

OPERATIONAL OBSTACLES: 

CRISIS MANAGEMENT AND 

GROWTH STRATEGIES

Despite the benefi ts linked to the various initiatives of the health-

care reform, many obstacles in the operational environment still 

remain. Egypt’s fi xed pharmaceutical prices present the main ob-

stacle, especially after the Egyptian Pound was fl oated in 2016, 

which resulted in a signifi cant devaluation. While in 2015, USD 

1 was worth around EGP 8, today it is valued at around EGP 17. 

“For the pharma industry, the devaluation of the currency 

brought up many challenges”, explains Maged George, chair-

man of the Export Council of Medical Industries (ECMI). 

“As the prices for pharmaceutical products are regulated by 

the authorities and therefore fi xed, the industry saw the value 

of their prices going down, due to the devaluation and higher 

production costs.” While the Ministry of Health raised the 

prices for selected products by 50 percent in January 2017, 

it has not been enough to compensate for the effects of the 

devaluation. The low drug prices have even resulted in drug 

shortages; however, FEI’s Osama Rostom emphasizes that 

“many companies have stopped manufacturing in Egypt, due 

to negative margins, […] so it was not about pharma compa-

nies making a big profi t in these years.” 

Because of the drug shortages experienced in 2016 and 

2017, the Egyptian government has given the military the 

go-ahead to establish a pharmaceuticals company. “The Na-

tional Agency for Military Production is permitted to partake 

in the founding of a company called the Egyptian National 

Company for Pharmaceuticals,” read the prime minister’s de-

cree, dated Jan 17, 2017.

Amir Ghattas, senior director, MENA, LEO Pharma; Amro Kandil, 

managing director, northeast Africa, GE Healthcare; Patrick Tete, 

country manager, Servier

Current system:

• Coverage of around 58% of the population only

•  Too expensive for population living under the poverty 
line

• No obligation to be insured

Implementation:

• Full implementation within the next 15 years 

•  Gradual geographical application governate by gover-
nate 

•  First phase in Port Said, Suez, Ismailia, North Sinai, 
South Sinai, and Alexandria

Financing:

•  Mandatory subscription with fees set according to in-
come

• Fees on tobacco and motorway tolls

•  Contracts with clinics, pharmacies and pharmaceuti-
cal companies joining the system

HE Minister of Finance Dr Mohamed Maait, who is also 
the chairman of the board of directors for the Gener-
al Authority for Comprehensive Health Insurance, em-
phasizes that the new system will not be based on the 
idea of the government providing services, as, “there 
is still freedom of choice for patients on which provider 
to use.” In contrast to previous attempts to reform the 
healthcare system, the new reform will not have a sin-
gle entity acting as provider, regulator and buyer, which 
means that its success will be mainly determined by 
the primary care providers.

Egypt’s new Universal Healthcare Act

http://WWW.PHARMEXEC.COM/
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AUG (Allied United Group) 

Pharma is a young company, 

that is the most growing in the 

Egyptian market. 

We believe that our products 

have a huge impact on our 

customers and the more we grow 

and reach people the more we 

impact and improve their health, 

and wellbeing.

And this was our mission from the 

start to exert all efforts and use 

all resources to present a high 

quality product to our customers.

http://www.augpharma.com
mailto:aug@augpharma.com
http://www.augpharma.com/


HEALTHCARE & LIFE SCIENCES REVIEW EGYPT SPECIAL SPONSORED SECTION

S9  July 2019 I PHARMABOARDROOM.COM

Despite the precarious situation, many companies remain 

committed to the Egyptian market and its patients, as Astra-

Zeneca’s Khaled Atef El Mounayri highlights: “As the patient 

always comes fi rst for AstraZeneca, reducing our output or 

pulling out of the market was never an option. We continued 

to supply our products through local production and imports, 

despite the economic volatility.” To achieve growth, October 

Pharma’s Ahmed Zaghloul reveals that he made use of the 

many unused production facilities in Egypt, rather than ex-

tending their own manufacturing plant: “We have decided to 

use these factories [and] make investments to acquire and reg-

ister new products.” 

After joining Magicpharma as chairman and 

managing partner in 2015, Sherif Rashed has 

radically transformed the company, making 

Magicpharma a Top 50 Egyptian pharmaceu-

tical company despite only existing for eight 

years. 

Rashed, who previously managed Lilly’s and 

Takeda’s operations in the region has com-

pletely changed the company’s business model, 

which today includes a full offer from “local man-

ufacturing, full importation and distributing ser-

vices, to advanced marketing services, covering 

registration and promotion.” 

The chairman explains his unique business 

approach, stating that “Magicpharma does not 

have its own manufacturing site as there are 

many unused manufacturing capacities in the 

country. Through having strong partnerships 

with our contract manufacturers, we are more 

fl exible and can have a better focus on our core 

business of helping patients.” 

Having an internationally experienced team, 

the company has defi ned its goal as providing 

high-quality medications of added value for the 

whole industry, potentially going beyond Egyptian 

borders, with a focus on other African states. 

The Magic Touch

Sherif Rashed, 

managing partner 

and chairman, 

Magicpharma

Magicpharma is a privately owned 
pharmaceutical company established 
in 2015 to bring diverse perspective and 
transformative medicines to market 
that coup with the changing healthcare 
landscape. adopting a culture of 
inclusiveness and integrity founded on 
commitment to patients and customers.
Our expected upcoming launches will 
lead to landmark moments to patients 
and their families in therapeutic areas 
where need is the most.

We are dedicated to deliver 
high quality solutions in many 
disease areas to improve 
treatment outcomes.

Cairo Office

138 Bldg., 3rd floor, 26th of july St., Zamalek,

Cairo, Egypt 

+202 – 27370917

Alexandria Office

5 El Sayadla Bldgs., 14th of May Rd. 

Semouha, Alexandria, Egypt 

+2 03 - 420 3249

info@ magic-pharma.com www.magic-pharma.com
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STANDING OUT FROM THE CROWD: 

BRANDING & TECHNOLOGY

Considering the country’s stringent pricing policies, competi-

tion is seen as tough in the Egyptian market. With the Ministry 

of Health launching the Universal Healthcare Insurance this 

year, the authorities have a signifi cant interest in cost savings. 

Hence, AstraZeneca’s Khaled Atef El Mounayri admits that 

“generics companies are on the rise in the country, [so] we are 

seeing new players launching new products and gaining mar-

ket share very quickly.” There is a clear competition between 

MNCs and local generics manufacturers, but Khaled Atef El 

Mounayri is sure that “Egyptians trust MNC brands, as they 

see them as highly effective and of high-quality.” Mohamed 

Khattab, CEO of the Egyptian company Sedico, knows that 

“multinationals already have a strong corporate name, so [the 

local companies] need to catch up with our competition in this 

area. Especially in the generic business, the corporate name is 

more important than the brand name.” 

Many local companies have hence put their focus on 

corporate brand building, using different strategies to ap-

proach patients, physicians and pharmacies. Nerhadou In-

ternational’s president Mohsen Shalaby, emphasizes the im-

portance of approaching “doctors and pharmacists directly 

and  convincing them of the benefi ts and advantages of the 

innovative products as the fi rst-mover in amino-acid-based 

minerals in the whole Middle East.” “As there is a shift away 

from the OTC market, we increasingly rely on the prescrip-

tion market,” explains AUG Pharma’s Ashraf Osman, who 

has been working in the industry for more than 30 years, 

before establishing AUG Pharma in 2008. Hence, it is im-

portant to have “very good connections with doctors and 

physicians.” 

Aside from increased branding activities, several companies 

have taken steps to increase their technological capabilities. As 

an example, Nerhadou International, one of the Middle East’s 

leading mineral supplement and nutraceutical companies, has 

recently introduced a new delivery system for generics in Egypt, 

which is called oral-dispersible fi lm. CEO and founder Mohsen 

Shalaby explains that, “the system has the potential to improve 

the ingredient’s onset of action and lower the dosage, while it is 

enhancing the effi cacy and safety profi le.” The company plans 

to launch 39 products based on this technology within the next 

three years, for various  conditions such as prostatic hyperpla-

sia, migraine, allergies, cold and sleep disorders.

October Pharma CEO Ahmed Zaghloul sees biosimilars 

acquiring a signifi cant market share in Egypt in the next ten 

years, but he warns that Egypt does not currently have the 

necessary infrastructure for these treatments. “While many 

countries have made susbtantial progress in creating the right 

infrastructure and legislative framing for biosimilars, those 

are not accepted by the Egyptian authorities as reference 

countries for registering products,” he elaborates. 

Developing infrastructure for biosimilars comes with a 

high price tag however, so Zaghloul argues “that the invest-

ment required for establishing an infrastructure for biosim-

ilars in Egypt is too high for local companies, as it requires 

funds of at least USD 100 million. This sum exceeds the capa-

bilities of most local manufacturers, so we are hoping for gov-

ernment support to drive this matter forward.” He highlights 

the urgency of taking action in this fi eld to be able to compete 

with other countries in the region.

At least from a regulatory perspective, some progress has 

already been made, as both multinational and local players 

acknowledge. “The authorities have a strong team in place to 

approve biological products, which supports the local industry 

in its efforts of moving in this direction” praises Sedico’s Mo-

hamed Khattab, while LEO Pharma’s Amir Ghattas states that 

the Ministry of Health has done a lot of work “to facilitate reg-

istration processes and it is now much easier than a few years 

TOP 10 
PROMISE FOR THE FUTURE

October Pharma P#190, 1st Industrial Zone 6 October City, Egypt

Tel: 002-382 018 32 / 002-382 016 52 / 002-382 013 29  Fax: 002-382 016 53

www.octoberpharma.com

Vision: To become Egyptian’s 
Leading Pharmaceutical 
company and one among the 
top 15 in Egypt by 2025

http://www.octoberpharma.com
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back.” While there are still challenges, he sees Egypt on the 

right track when it comes to bringing innovation to the country, 

also because Egypt is a preferred manufacturing location.

MANUFACTURING PROWESS

Prioritizing healthcare, the government has welcomed interna-

tional pharmaceutical companies to participate in its efforts of 

improving health in the country through investment. In 2017, 

Minister of Investment and International Cooperation HE Dr 

Sahar Nasr has met with several representatives of internation-

al pharmaceutical companies, emphasizing that the Egyptian 

market is open for investments, noting that the New Invest-

ment Law contains several incentives for investors.

Representatives of Pfi zer, Novartis and Sanofi  have ex-

pressed their intent to increase their investments in Egypt, 

while Abbott is also supporting national campaigns. 

With many multinational companies having a long-estab-

lished presence in the country, it comes as no surprise that 

global players have also set up own manufacturing facilities 

in Egypt. Sanofi ’s Christelle Saghbini underlines that her 

company has been present in the country for 56 years and 

 “producing in Egypt has been a part of the business model 

since our affi liate’s establishment, as we see it as necessary 

to supply the local demand and to create local employment, 

showing our commitment to the country.” The French com-

pany is committed to investing further into the country, 

which is demonstrated by its newly constructed distribution 

center that now delivers 500,000 boxes per day to Egyptian 

Being Egypt’s only biotechnology com-

pany for the last 20 years, Dr Wafi k 

Bardissi, Minapharm Pharmaceuti-

cals’ Chairman and CEO, explains how 

Minapharm was an early recognizer of 

the shift in the healthcare industry 

and embarked on a transition towards 

large, complex molecules ready to 

bridge to next-generation medicines. 

Minapharm’s joint venture with Rhe-

in-Biotech in Germany as early as 

1990 resulted in the establishment 

of the fi rst biotech facility in Egypt, Africa and the Middle 

East. This business model was then consolidated in 2010 

by acquiring ProBioGen.

The company was able to accomplish its success in the 

biosimilar fi eld due to its strong cooperation with the 

German biotech industry, which enables the company to 

achieve its mission, Innovation Made Affordable. “Mina-

pharm is striving to position itself as an established play-

er in immunotherapy and monoclonal antibodies, which 

form the basis of biotechnology-based treatments world-

wide to provide them in an affordable way to emerging 

countries”, explains Dr Bardissi.

He also highlights how having other companies entering 

the biotechnology sector is benefi cial for the whole in-

dustry. He believes that the presence of more players will 

enhance the effi cacy and accelerate the regulatory pro-

cess of biological products in general. “Despite tangible 

improvements being implemented by the Egyptian author-

ities, more challenges need to be overcome to support 

innovation and encourage local manufacturers,” notes Dr 

Bardissi. 

“Establishing biotechnology operations is a process which 

takes 10 to 15 years, as opposed to pharmaceuticals. 

Companies should become more aware of the challenges 

and the very culture necessary to prevail in this changing 

environment,” he adds. 

With the industry shifting towards new forms of personal-

ized treatments using gene and cell therapies, Dr Bardissi 

underlines the company’s steps towards these next-gen-

eration therapies, by investing in two new facilities in Cai-

ro and Berlin, opening the door for synergy projects and 

making them available in emerging markets.

Minapharm: An Egyptian Pioneer Leading 
the Region’s Biotech Industry  

Wafi k Bardissi, 

chairman and 

CEO, Minapharm

We keep patients 

and their quality of 

life at the heart of 

everything we do 

We 

care
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patients. 

Emphasizing the quality aspect, Novartis’ Abu-

seif explains that Egyptian manufacturing sites 

follow the strictest control standards meaning 

Egyptian products are “not only suitable for lo-

cal use but can just as easily be exported to other 

countries, even to Switzerland, the very heart of 

our international operations.” While Novartis has 

operated a manufacturing facility in Egypt for over 

60 years, the company “continued to invest in, and 

upgrade, our facilities to prevent any supply dis-

ruptions, even during recent economic upheavals.” 

Other multinationals, such as Janssen, are pursu-

ing a different model by having local manufactur-

ing operations through a Egyptian partner.  

Other companies, such as Nerhadou International, have 

only recently built manufacturing facilities, following the 

highest quality standards of the industry. The company’s 

president Mohsen Shalaby asserts that the facility, built in 

2016, “conforms to GMP according to the FDA and EMEA 

food standards, as [Nerhadou] decided to go for high-quali-

ty machines from German companies like Siemens.” Moreo-

ver, the company is now looking to receive FDA approval for 

pharmaceutical products, which will signifi cantly facilitate 

exports. 

Similarly, AUG Pharma’s Ashraf Osman explains how 

being allied to the European standards has been part of his 

company’s vision since its foundation. 

THE GATEWAY TO AFRICA

Considering increasing manufacturing capabilities and the low 

prices ascribed to pharmaceutical products on the domestic mar-

ket, Egypt’s healthcare industry, including both multinational 

and local players, has placed a focus on increasing its exports 

to the region. Multinational companies like Sanofi  

 leverage the country’s geostrategic position and ex-

port to countries in the region, for example Sudan.

As President el-Sisi is currently chairing the Af-

rican Union for the fi rst time since its establish-

ment in 2002, African states are increasingly be-

ing targeted by Egyptian companies, with some of 

them allowing free trade due to their membership 

of COMESA. ECMI chairman Maged George 

shows the huge  potential of Africa, as “only three 

percent of the overall trading balance of African 

countries stems from trade with other African 

countries.” He highlights that Egyptian compa-

nies are the partners of choice, as their products 

are safe, and the product cost is not too high. 

Looking at companies, October Pharma has set out one of the 

industry’s most ambitious export targets, as CEO Ahmed Zagh-

loul explains: “Due to the low margins in the Egyptian market, 

we have set a goal of having half of our sales coming from for-

eign countries within the next fi ve years. The fi rst step towards 

this target was to establish a physical presence in other countries, 

as we cannot reach the goal with our current business strategy 

of exporting from Egypt.” Similarly, Nerhadou International is 

“currently exporting to 23 countries, mainly in the Africa, the 

Middle East and the Caucasus, including countries such as Sau-

di-Arabia, Libya and Russia.” 

Following a different path, AUG Pharma’s Ashraf Osman 

reveals plans to build a manufacturing facility in Tanzania, 

“which we already presented to the Minister of Health of 

Tanzania, during our visit there last year.” He explains that 

“the factory will allow us to meet the demand for afforda-

ble, high-quality products in East Africa.” Apart from indi-

vidual export activities, Egypt’s Export Council of Medical 

Instruments established a company, which represents the 

whole Egyptian pharma industry in order to facilitate export 

Magdy Abdelhamid, 

president, Egyptian 

Society of 

Cardiology
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 activities. Chairman Maged George states that “in 

this way, authorities and partners only need to work 

with one company, which currently consists of 26 

of our members and is growing continuously”. He 

stresses the sustainability of the program “as the 

success of the project is not linked to the individual 

performance of one company. Additionally, we cre-

ate win-win situations, which allow us to trade but 

also provide training and knowledge transfer and 

create an industry in the country.”

A challenge for both multinational and local com-

panies exporting products from Egypt is the low 

domestic drug prices set in some of the countries importing 

Egyptian products. Maged George even claims that “local com-

petitors in specifi c foreign markets have been lobbying the au-

thorities in order to have Egyptian companies sell their products 

at the low Egyptian price.” Hence, he underlines his ambition 

to “reach a reasonable increase of the domestic reference pric-

es, as even when adapting the prices slightly, Egyptian products 

are still much cheaper than those of other countries.” Howev-

er, the pricing system can also be seen as an opportunity and a 

competitive advantage, as AUG Pharma’s Ashraf Osman proves: 

“We are looking to bring our high-quality manufacturing 

standards to Africa, which will give us a competitive edge over 

Asian competition. While having the highest quality standards, 

our products come at a much lower price compared to Western 

 multinationals, due to the pricing system in Egypt, 

which gives us a competitive advantage over these 

companies.”

NEW BEGINNINGS

While some structural obstacles remain in Egypt, 

FEI’s Osama Rostom sees a change of mindset at 

the government level and more understanding for 

the issues the pharmaceutical industry is facing. 

Considering the new regulatory reforms and the 

recent economic recovery, he proclaims: “This is 

the fi rst time that I have been quite optimistic about the future 

of the Egyptian pharma industry.” PHRMA’s Ashraf El Khouly 

adds that the “Egyptian pharma market has always posted very 

high growth rates of around 15 percent per year in volume and 

29 percent in value, which is outstanding compared to the re-

gion, but regulation has lagged behind.” As the government has 

now prioritized healthcare, a new era has begun. Consequently, 

the Egyptian market could become increasingly appealing for 

multinational and local investors alike, just so long as the cur-

rent growth momentum can be maintained.  

Ahmed Zaghloul, 

CEO, October 

Pharma

While well-established local manufacturers have dom-
inated the Egyptian pharmaceutical market alongside 
multinational heavyweights, a recent trend has seen 
many ambitious new local companies being created. 
Companies like Magicpharma, AUG and Pharmed, which 
are all led by executives formerly working at multination-
als like Lilly or Takeda, have posted astonishing growth 
numbers, while relying on different business models. 

AUG Pharma opened its production facility in 2014 
and since then posted a growth rate of more than 100 
percent each year, despite only having registered 20 
products so far. The company will focus on developing 
its own products through their strong R&D department 
and also increase its export activities. Currently ranked 
29th in Egypt, AUG plans to be a Top 20 company by 
next year and even move into the Top Ten within the 
next fi ve years. 

Pharmed on the other hand, is a multinational joint 
venture pharmaceutical company, established in 
2011, with signifi cant manufacturing capabilities look-
ing for international partners. While being an integral 
part of fi ghting Hepatitis C treatment, the company is 
now seeking to expand its portfolio with products for 
non-communicable diseases, with currently more than 
112 products in the pipeline. 

New Kids on the Block

TOP 20 PHARMA COMPANIES IN EGYPT (2018)

COMPANIES
VALUE (SALES IN 
USD MILLIONS 
MAT 10/2018)

VALUE (% PPG 
PREVIOUS YEAR 
MAT 10/2018)

Novartis 288 17.8

GSK 234 15.5

Sanofi 198 18.5

Pharco 193 18.4

Amoun 186 29.9

Eipico 138 17.7

Eva Pharma 131 20.6

Pfizer 120 21

Hikma 97 36.8

Medical Union Pharma 92 38.8

Marcyrl 87 43.6

Global Napi 77 20.3

Merck 76 33.4

AstraZeneca 75 33.7

Multiapex Pharma 74 23.7

Abbott 69 18.4

Servier 60 22.8

MSD 59 18.5

Bayer 58 66.7

Sedico 54 28.7
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Pricing in DTC: Adjusting 

to the New World
Strategies for pharma in delivering the full picture to patients  

T
he Health and Human Ser-

vices (HHS) final rule 

requiring the inclusion of 

price in televised direct-

to-consumer (DTC) for pharma-

ceuticals will soon be upon us. 

The rule applies to all pharma-

ceuticals reimbursable under 

Medicare/Medicaid with a cost 

greater than $35 per month. The 

price, refl ecting a month of treat-

ment for chronic therapy or a 

typical course for non-chronic 

drugs, must be displayed in leg-

ible text at the end of the adver-

tisement (prices must be updated 

quarterly). 

A disclaimer stating, “If you 

have insurance that covers 

drugs, your cost may be differ-

ent,” is allowed. That may be 

scant relief, however, for the 

pharmaceutical executive who is 

concerned that patients may not 

seek the care they need out of 

concern over cost. Since patient 

abandonment of therapy due to 

cost has been proven over and 

over, pharmaceutical manufac-

turers should plan for a DTC 

strategy to minimize the risk. 

Here are a few approaches to 

consider, both in front of and 

behind the scenes.

Pair the messaging

Drugmakers have become accus-

tomed to making a quick mention 

in DTC that, “Support programs 

are available,” or that, “Patients 

may pay no more than xx dollars 

for their prescriptions.” How-

ever, with pricing information 

now being mandatory in the 

DTC, informing potential 

patients about copay support 

offerings is more important than 

ever. Pharmaceutical organiza-

tions should consider pairing the 

talk track on copay support pro-

grams at around the same time 

that the price is featured. 

Emphasize that these pro-

grams can help patients fi nd sup-

port as well as do an investiga-

tion, if applicable, into what the 

patient may actually pay. This 

can give the patient immediate 

reassurance that, despite the cost 

shown on the DTC, there are 

ways to afford the drug, espe-

cially in situations of limited or 

no insurance.

Get the hub ready

If patients perceive the cost as 

unaffordable, there is a very real 

risk that they may not seek care 

at all. Prescribers can reduce the 

risk of this if prescriptions are 

sent directly to the pharmacy or 

to a hub program rather than 

handed to the patient. Pharma-

ceutical manufacturers can 

detail providers on the services 

offered by a product’s hub pro-

gram, if available, with an 

emphasis on the benefi t investi-

gation and connection to sup-

port programs. 

Leveraging the hub will help 

the patient understand his/her 

actual out-of-pocket cost rather 

than what was seen on DTC. 

The drug manufacturer will also 

benefit from having more 

patients and providers connected 

to the hub, which may increase 

brand loyalty.

Be on the lookout for 

abandoned care

Even the best hub program can-

not be expected to catch every 

patient. Identifying and address-

ing abandonment of care will be 

a responsibility shared across 

the industry. For integrated 

delivery networks (IDNs) and 

health systems, there may be a 

need to develop algorithms in 

the electronic health record 

(EHR) to fl ag certain combina-

tions of demographic and dis-

ease information for higher risk 

of abandonment. These patients 

should be monitored more 

closely, with regular follow-up. 

For payers, the claims system 

may identify gaps in refilling 

pharmaceuticals as well as ICD-

10 codes that do not have cor-

responding pharmaceutical 

treatment. Payers may consider 

programs to identify and reach 

out to these patients if such a 

program is not in place already. 

Manufacturers can help both 

payers and IDNs by identifying 

risk factors for abandonment 

and providing these stakehold-

ers with the information.

Drug pricing in DTC repre-

sents the latest step in the health-

care environment moving toward 

value and transparency. Pricing 

creates a challenge, but it does 

not change some of the primary 

reasons that pharmaceutical 

DTC is in place, including driv-

ing brand awareness and disease 

state education. Manufacturers 

will undoubtedly continue to 

support DTC. For all healthcare 

stakeholders, the changes in 

DTC come with a responsibility 

to act in the best interest of the 

patient. Doing so will help pre-

vent a transparent cost from 

turning into a hidden one. 

JEREMY SCHAFER is 

Senior Vice President, 

Director, Access 

Experience Team, 

Precision for Value
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