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 Self-Monitoring and Reporting Technology 
(SMART) has been transforming industries and 
inspiring innovation across the globe. Healthcare 
is no exception to this phenomenon. Connected 
medical devices are already transforming the way 
the healthcare industry works.
 The question is, how can the pharma industry 
utilize SMART technologies to improve on issues 
related to inventorying and storing of medication? 
Pharma, which has been tasked with the arduous 
and expensive task of biopharma product storage 
and inventory, must ensure medicines are 
cold-chain compliant and readily available for 
patients in need. Of paramount concern for 
proper storage are temperature integrity, space 
and security. Add to this personnel costs for 
ordering and inventory, as well as waste due to 
underutilization and expiry, and costs climb. In 
2018, the pharma industry spent $15 billion on 
cold chain logicstics.1 And, a national survey 
suggested 1 percent1 to 5 percent of vaccines are 
wasted, potentially costing up to $31 million due 
mostly to refrigeration (cold chain) lapses, 
followed by expiration.2  

The complexities of inventory and storage

 According to a 2011 survey by The Joint 
Commission, not storing medications per the 
manufacturer’s recommendations and failing to 
remove expired drugs are top reasons for 
noncompliance in medication storage.3 Indeed, 
drug safety is heavily reliant on cold-chain 
logistics. And, while the cold chain originates at 
the manufacturer of origin, eventually the burden 
is on the pharmacy where the vaccines are stored 
until used for patients.
 “Proper vaccine storage and handling has 
been an important factor in preventing and 
eradicating many common vaccine-preventable 
diseases,” according to the Centers for Disease 
Control and Prevention. “Yet, each year, 
storage and handling errors result in revacci-
nation of many patients and significant 
financial loss due to wasted vaccines. Failure 
to store and handle vaccines properly can 
reduce vaccine potency, resulting in inadequate 
immune responses in patients and poor 
protection against disease.”4

 Shay Reid, chief operating officer who leads 
development of the smart refrigerator technology 
at FFF Enterprises, Inc., and Patrick M. Schmidt, 
FFF’s chief executive officer, explain how a smart 
refrigerator system guarantees medicines are both 
safe and accessible.

How does smart refrigeration technology 

help pharma companies comply with 

the cold chain process?

 Shay: Smart refrigeration technology, such as 
our MinibarRx units, complies with the Centers 
for Disease Control and Prevention’s regulatory 
requirements for storage and handling of vaccines 
and biologics, making the purchase and manage-
ment of inventory worry-free. It is a 
medical-grade refrigeration system designed 
specifically for vaccine and biologics storage, 
handling and inventory management for the 
pharma industry and other healthcare providers.
 Features of MinibarRx smart refrigerators 
include 24/7 temperature monitoring and 
reporting, password protection, automation of the 
management of first in/first out inventory to 
reduce risk for expired products, customization to 
align with the current vaccines and biologics 
portfolio, emergency medical record connection 
to reduce data entry and improved vaccine billing 
accuracy, and a customer portal for real-time 
reporting capabilities. 
 The customer portal tracks the visibility of 
current inventory, usage data and products 
approaching expiry. In addition, it will record 
inventory usage each time a product is dispensed, 
and which user dispensed the item. When 
products are replenished, this information is 
automatically captured in the facility’s inventory 
reports.  If a temperature reading is outside of the 
designated range, an audible alarm is triggered on 
the system that sends an email notification to the 
MinibarRx support staff and all designated 
practice managers. The portal also offers visibility 
when managing multiple MinibarRx sites through 
one dashboard.

What is PAR (periodic automatic 

replenishment) management, and why 

is it so important?

Shay: MinibarRx relies on PAR management that 
is managed through proprietary software designed 
to allow healthcare providers to set bookend 
values for each product that represents the 
minimum amount to stock to meet clinical needs 
and the maximum to place in the machine. The 
PAR management algorithms then monitor usage 
of each item to calculate the most appropriate 
minimum and maximum stocking level between 
the bookend values. The software also improves 
restocking efficiency and further ensures availabil-
ity by identifying opportunity replenishments so 
more product is shipped in one container.

With the evolution of smart refrigeration technology, the pharma industry 
can simplify the complexities of inventorying and storing biopharma 
products, while reducing losses from cold chain lapses and expiry.

BY FFF ENTERPRISES, INC.
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To see how your pharmacy can benefit 

from the advantages of smart technology 

such as MinibarRx, contact us at:

•  FFF Enterprises, Inc., 

    www.fffenterprises.com

•  MinibarRx, LLC, www.mininbarrx.com

•  Shay Reid, (800) 843-7477 ext. 1641, 

    sreid@fffenterprises.com

•  Michelle Valenzuela, (800) 843-7477  

    ext. 1410, mvalenzuela@fffenterprises.com

 Most important concerning PAR management is 
the medicine is always on-hand. While most companies 
are trying to ship product out to get there the next 
day, MinibarRx ensures the medicine is already there. 

What are the differences between 

MinibarRx and other smart refrigeration 

technologies?

Shay: MinibarRx does not require any additional 
product labeling such as the use of RFID tags. 
MinibarRx is also an interactive technology capable 
of presenting temperature and inventory informa-
tion on screen to the user, as well as directing the 
user to dispense first expiring products to help 
eliminate product expiry in the machine. 
 In addition, we use forward deployed inventory 
(FDI), a business model FFF owns. FDI gives our 
customers the option of being billed when an 
individual vial or single syringe of the drug is 
dispensed versus being billed for a full pack when 
the drug is shipped from a local or regional 
distribution center. In essence, this relieves the 
provider of a higher inventory carrying cost. As a 
result, the quantity and variety of drugs a facility 
can provide to patients is no longer limited by its 
capital. The facility only pays for what it uses.

How has MinibarRx contributed to FFF’s 

mission of Helping Healthcare Care? 

Patrick: We’re helping healthcare providers by 
immediately reducing the cost of inventory and 
increasing their ability to care for patients. And for 
manufacturers, MinibarRx provides the benefit of 
on-time therapy.

How Smart Technology is Simplifying Cold Chain
Logistics and Improving Utilization of Medications

http://www.fffenterprises.com
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It Starts with a Scribble
COMING INTO THIS ISSUE, WHICH WE DUBBED “TECH TOUR FOR THE C-SUITE,” editors 

envisioned creating a technology map, making it visually easy to see the technologies and solutions 

and how they impacted each functional area of a pharmaceutical company. With the experts we 

gathered, it soon became clear we would need to create a 3D image, and maybe a hologram, to 

make sense of all the technologies and how each spans across the ecosystem. Below is a rendering 

of my original simplistic starter map, if anyone is curious how sophisticated my thinking is.

T
he editors settled on approaching The Tour 
from the data standpoint—and what 
C-suite executives need to do now to sup-
port the future of data-driven technology. 

Our topics include:

  
 » Data is the fuel for the future of pharma, and 
data needs to be shareable, integrated, and 
standardize. 

 » There is the question of patient data from 
genomics, wearables, outcomes, and more 
sources—and its importance.

 » Again outcomes, along with evidentiary data 
that will truly add value across the ecosystem 
for discovery, regulatory, and reimbursement 
decisions. 

 » What we termed the “underlying platform,” 
the fundamental shift in thinking and opera-
tions that is created during a true digital trans-
formation. 

Those are the four buckets we chose to focus 
on. The observation is, much like scientific 
advances, there is no such thing as an overnight 
success. Pharma has been and continues to try 
new technologies, invest in software and process 
change, collaborate on pilots, and hire third-
party providers, all with the intention of moving 
forward. There are many who spend a lot of 
time, and money, telling pharma how they are 
missing the boat. But they aren’t. It’s just another 
step in the learning curve. 

What our panel did agree on was that there 
is no one best practice or one best technology 
for pharma to invest in. But the key is that you 
do invest, and not wait. Our experts agreed 
that waiting will only get you further behind 
on the data tsunami—leading to you operating 
in an unworkable environment, and in a more 
untenable situation to address change manage-
ment in regards to operating models, roles, and 
training. 

Last month, Veeva Systems welcomed Joe 
Jimenez, former CEO of Novartis, and Paul 

Sekhri, CEO of eGenesis, as keynote speakers  
at its R&D Summit in Philadelphia. Jimenez 
and Sekhri discussed scientifi c advances and 
investment in biotech by large pharma, which 
we will discuss more in next month’s Annual 
Pipeline Report issue. But they also talked about 
technology and how those advances, and the 
intersection of data and science, are the future 
of pharma. 

Jimenez said, “I really believe that advanced 
analytics and new technologies are going to rev-
olutionize all elements of pharmaceuticals, start-
ing with research, drug development, and com-
mercialization. I believe that the next 10 years 
[will] see radical changes in the way that each of 
those three pillars are executed. And it’s all going 
to be driven by data and science.”

Jimenez also echoed our experts, stressing: 
“Whether if you work in the research side, in 
clinical development, safety, regulatory, or on 
the commercial side of the business, look for 
ways to radically change the status quo of 
healthcare today. And use data, use advanced 
analytics, use data science, because this is going 
to be the key. The early adopters of something 
that is going to help you radically improve the 
effi ciency or the effectiveness of your world, 
what you do—the early adopters are going to be 
the ones who win.”

Our experts agreed that waiting will only get 

you further behind on the data tsunami

mailto:lhenderson@mmhgroup.com
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Three Technologies That 
Can Move Your BrandT

he rise of digital has 

enhanced our ability to per-

sonalize our marketing 

messages and engage our 

target audiences more effectively. 

At the same time, it can feel over-

whelming. From AI and machine 

learning to AR and VR, apps and 

voice assistants, SEO, SEM, MA, 

CRM, video and social—there 

are a lot of tools to choose from.

Here are three technologies 

that will be crucial for every 

brand to master in 2020 in order 

to crush your marketing efforts:

Mobile

Marketers have been talking 

about the importance of mobile 

for more than a decade, so it’s 

easy to discount the importance. 

The reality is that mobile is more 

important than ever. The major-

ity of visitors to your website— 

both patients and doctors—will 

be using a tablet or smartphone, 

which makes it critical for your 

brand to present a first-class 

experience.

To crush your brand’s mobile 

experience, you should be asking:

 » Does the site load quickly? 

Attention spans are now less 

than eight seconds and opinions 

on a website are made in 1/20th 

of a second. A super-fast web-

site ensures more time is spent 

with your message than watch-

ing the page load. 

 » Is the site easy to consume? No 

one wants to read a wall of text. 

Design for mobile with content 

geared to smaller screens. Uti-

lize lists, infographics, and 

clear calls to action to get your 

message across more quickly. 

Simplify the navigation and fea-

ture larger buttons and links 

that are suitable for touch 

screens. Ensure the font size is 

suitable and that charts and 

graphs are mobile-friendly. 

 » Are you presenting the full 

story or just a watered-down 

version of your desktop site? If 

key features like videos, forms, 

surveys, or calculators are 

missing, then you’re giving the 

majority of your audience a 

poor experience.

Video

Modern communication is becom-

ing increasingly more visual. Just 

look at the popularity of social 

sites like YouTube and Instagram. 

Even emojis are seeping into busi-

ness communications like newslet-

ter subject lines and brand tweets.

It’s not surprising that brands 

are turning toward video when 

they want to make a lasting 

impression. According to Insivia, 

viewers retain 95% of a message 

when they watch it in a video 

compared to 10% when reading 

it in text. Google also favors 

mobile websites that feature video 

content, giving them a boost in 

search rankings.

Savvy brands are already 

using video to tell patient stories, 

promote KOL interviews, 

enhance training, and explain 

complex medical information. 

Lower production costs and 

increasing network speeds offer 

even more opportunities for 

engagement. Forward-thinking 

brands are leveraging these mar-

ket forces to produce 1:1 videos 

with personalized messages for 

key audience targets.

Voice

The rise of mobile devices and 

smart speakers have caused an 

explosion in voice search. In fact,  

Gartner predicts that 30% of all 

searches will be made through 

voice assistants like Siri and Alexa 

by the end of 2020. That means 

huge opportunity for brands that 

act now. 

As with SEO, improvements in 

your website can help optimize 

your brand for voice search. For 

example, people ask more specifi c 

questions when using a smart 

speaker device than they do when 

searching the internet (e.g., “What 

are the symptoms of gout?” or 

“Does [brand] have a co-pay 

card?”) It’s important for brands 

to develop content with specifi c 

questions and answers in mind. 

Structured data built into the 

code of a website can also help 

search engines analyze page con-

tent to surface more relevant 

results. Investing in SEO and a 

robust social campaign will 

increase the likelihood that your 

site will be seen as the primary 

authority on a topic and be 

returned by a voice search.

Ready for the best part? 

These three technologies are not 

competing priorities—they’re 

complementary! A fantastic 

mobile experience includes the 

strategic use of video and con-

tent geared toward voice search. 

When developed together, you’re 

not only providing the relevant 

information your audience 

expects, but you’re also multi-

plying the effectiveness of each 

initiative.

Sure, digital offers many ways 

to reach customers. But start with 

these three, and you’ll set your 

brand up for success. 

Brand Insights - Thought 
Leadership from 
Marketers I Paid Program
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K
ey to maintaining pub-

lic confi dence in the 

safety and effi cacy of 

medical products—par-

ticularly innovative cellular and 

gene therapies—is for sponsors 

to provide complete and accu-

rate information in all regula-

tory submissions. Evidence that 

Novartis manipulated certain 

preclinical data in developing its 

$2 million breakthrough ther-

apy Zolgensma—and did not 

disclose the problem until after 

FDA approved the product—

produced a strongly worded, 

public rebuke from the agency 

and an outcry from policymak-

ers. FDA offi cials said they may 

pursue civil or criminal charges, 

and Congressional leaders de-

manded that Novartis provide 

a full accounting of its actions. 

In a harsh statement issued in 

early August, Peter Marks, direc-

tor of the Center for Biologics 

Evaluation and Research (CBER), 

emphasized the importance of 

FDA having confi dence in all tests 

and data submitted by sponsors, 

particularly to support the rapid 

development and approval of in-

novative therapies that benefit 

from accelerated pathways. Two 

decades ago, the death of young 

Jesse Gelsinger in a gene therapy 

clinical trial brought development 

of the fi eld to a halt, and regula-

tors and investigators fear that 

safety issues raised by faulty stud-

ies or incomplete submissions 

could stymie continued progress 

in advancing cutting-edge medi-

cines. The law requires submis-

sion of “truthful, complete, and 

accurate data” in order for FDA 

to be able to protect the public 

health, Marks asserted.

Although Marks said that Zol-

gensma would remain on the mar-

ket, as the faulty information in-

volved early animal studies and 

did not compromise safety or ef-

fi cacy for this potentially life-sav-

ing treatment, he acknowledged 

that if reviewers had been aware 

of the erroneous test data at No-

vartis’ AveXis unit, CBER prob-

ably would have delayed approval. 

Particularly troubling is that the 

company evidently knew of the 

data errors as early as last March 

but did not launch a formal inves-

tigation until May, and did not 

reveal these issues until June. 

Meanwhile, the agency ap-

proved Zolgensma on May 24 

based on evidence that it dramat-

ically improved the health of in-

fants suffering from the most se-

vere form of the neurodegenerative 

disease called spinal muscular 

atrophy (SMA). AveXis benefi ted 

from fast track and breakthrough 

therapy status, as well as FDA pri-

ority review and orphan drug des-

ignation. FDA also awarded the 

company a rare pediatric disease 

priority review voucher, a highly 

valuable option for Novartis. 

In publicizing this situation, 

FDA aimed to send a clear warn-

ing to biopharma companies that 

data manipulation is a serious 

offense, and that data quality is 

critical for accelerated approvals, 

as well as more common regula-

tory actions. Although Novartis 

claimed that it quickly investigat-

ed allegations of data manipula-

tion when concerns fi rst surfaced 

internally, the timing and disclo-

sure of its problems raise ques-

tions that warrant full examina-

tion by FDA and others. An FDA 

follow-up inspection in late July 

of AveXis’ San Diego control test 

lab reported that management 

failed to thoroughly review un-

explained discrepancies in poten-

cy assays, had incomplete re-

cords, and did not follow quality 

control and test procedures. The 

criticism raises questions about 

whether the dismissal of AveXis 

scientists by Novartis fully ad-

dressed the serious lapses in 

quality controls at the company.  

Broader data concerns

Ensuring the reliability of all 

clinical and manufacturing data 

is an ongoing priority for FDA, 

as seen in frequent citations in 

warning letters of inadequate 

and inaccurate records at clini-

cal sites in violation of good clin-

ical practices (GCPs), and at 

production facilities that fi nd 

violations of good manufactur-

ing practices (cGMPs). 

Another strongly worded 

warning letter in August from 

FDA to Chinese over-the-count-

er drug manufacturer, Ningbo 

Huize Commodity Co., similarly 

cited egregious data errors. In a 

statement issued Aug. 20, FDA 

said it was banning the import of 

all the company’s products fol-

lowing a plant inspection where 

local staffers provided agency 

investigators with documents 

that were clearly falsifi ed, includ-

ing batch production and control 

records for multiple drugs. 

In highlighting this enforce-

ment action, FDA Acting Com-

missioner Ned Sharpless stated 

that efforts to “prevent, uncover, 

and combat data integrity lapses” 

is a continuing commitment of 

Novartis Data Integrity 

Scandal Prompts FDA Probe 

JILL WECHSLER is

Pharmaceutical

Executive’s

Washington
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Lapse spotlights wider actions to ensure data accuracy 
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the agency and involves increased 

global inspections, updated guid-

ance, and additional staff train-

ing. FDA published fi nal guidance 

in December 2018 for ensuring 

data integrity in compliance with 

cGMPs, which emphasizes the 

importance of company top man-

agement establishing a “quality 

culture” that acknowledges the 

importance and value of data in-

tegrity in all aspects of drug de-

velopment and production. 

More advice on FDA require-

ments and recommendations for 

ensuring data accuracy were of-

fered at a workshop in October 

2018 on “Data Integrity in Global 

Clinical Trials” sponsored by FDA 

and the Medicines and Healthcare 

products Regulatory Agency UK 

(MHRA). The regulators high-

lighted the frequency of citing 

sponsors and clinical investiga-

tors in inspection reports for in-

adequate and inaccurate records 

and strategies for avoiding such 

warnings.

The issue also is being ad-

dressed in a project to update 

standards from the International 

Council for Harmonization (ICH) 

to ensure human subject protec-

tion and reliability of trial results. 

A new guideline (ICH E8) is under 

development to revise require-

ments for assuring data quality, 

along with policies governing clin-

ical trial design, data sources, and 

the protection of trial partici-

pants. Sponsors say they need 

clearer guidance on what specifi c 

information they should provide 

regulators when they uncover dis-

crepancies in preclinical and clin-

ical reports during drug develop-

ment. That and other issues will 

be addressed at an FDA public 

meeting on Oct. 31 to review the 

draft E8 proposal and gather com-

ments from all stakeholders. 

FDA aimed to send a clear warning to 

biopharma companies that data 

manipulation is a serious offense, and that 

data quality is critical for accelerated 

approvals, as well as more common 

regulatory actions

Drug pricing and politics

Attacks on high-priced medicines clearly play well with 

voters on all sides of the political spectrum, and have fea-

tured prominently in political debates and policy negotia-

tions. This discussion will continue through the rest of the 

year, as polls show that Americans consider healthcare 

and the rising cost of prescription drugs a top consumer 

issue. All the Democratic candidates back some kind of 

drug pricing legislation and are pushing cost control is-

sues on the campaign trail, as leading Democrats in the 

House and Senate seek consensus on reform legislation. 

A major political problem for Democrats is that Pres-

ident Trump has been vocal in castigating the rise in 

prescription drug prices, despite a lack of support from 

Republicans in Congress. So the politics surrounding drug 

pricing legislation is murky, as House speaker Nancy Pe-

losi (D-Calif) may not want to hand the White House a 

political win by enacting drug reform legislation. 

While the politics plays out, a broad range of reform 

measures continue to emerge, even as the pool of Dem-

ocratic candidates scales back. Progressive reformers 

want to empower Medicare to negotiate drug prices, to 

link reimbursement for drugs to prices posted overseas, 

and to set limits on how much pharma companies can 

raise prices each year. More moderate proposals aim to 

spur competition in the pharmaceutical industry by bol-

stering the development of generic drugs and permitting 

importation of medicines from Canada and elsewhere. 

The Senate Finance Committee and the House Energy & 

Commerce Committee have approved drug pricing pack-

ages that would generate signifi cant savings for Medicare 

and Medicaid—a strong incentive for Congress to act. 

But several other legislative panels still have to act to 

move forward with a consensus measure. 

Meanwhile, the legislators have been embroiled in mul-

tiple appropriations bills needed to fund federal agencies 

for the fi scal year that began Oct. 1. No one wants to de-

lay action on spending measures with disagreements over 

healthcare coverage and costs.

Even so, the multitude of health reform measures 

emerging on Capitol Hill has accelerated lobbying action 

across the board, along with donations to candidates. 

Hospitals and health plans vigorously oppose popular 

proposals to limit “surprise billing” of patients, while 

pharma companies are anxious to halt drug reimporta-

tion, international reference pricing, and Medicare price 

negotiations. Changes in the current Medicaid “best 

price” rule could enhance value-based price negotiations 

between manufacturers and health plans, but it’s likely to 

be shelved as too complicated to be dropped into a fi nal 

budget bill. 

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

Pharmaceutical

Executive’s

correspondent in

Brussels

A
s more of the pieces of 

the modifi ed European 

jigsaw puzzle click into 

place this autumn, the 

players in the European health-

care scene are trying to decipher 

the picture it presents—and 

pharmaceutical companies are 

still calculating whether things 

are likely to get better for them, 

or worse.

The signals from the princi-

pal new feature of this changing 

European scene are mildly 

encouraging. Ursula von der 

Leyen, the German physician 

and former defense minister who 

is now fi rmly in place as the pres-

ident-elect of the European 

Commission, has given instruc-

tions for her new team to “sup-

port the European pharmaceuti-

cal industry to ensure that it 

remains an innovator and world 

leader.” She wants Europe to 

“promote health-data exchange 

and support research on new 

preventive strategies, as well as 

on treatments, medicines, medi-

cal devices, and outcomes.” And 

she has ordained that Europe is 

to have a “Beating Cancer Plan” 

covering prevention, diagnosis, 

and treatment, closely linked to 

a specifi c EU research mission on 

cancer.

At the same time, von der 

Leyen aims to ensure that EU 

regulation is “easy to comply 

with and does not add unneces-

sary regulatory burdens,” and 

“make life easier for people and 

for businesses.” She has set out 

a vision of a long-term strategy 

for Europe’s industrial future, 

and is determined that her team 

should promote Europe’s digital 

transformation, making the 

most of big data and artifi cial 

intelligence. Her orders include 

ensuring that investment fl ows 

to disruptive research and 

breakthrough innovations, and 

supports innovators to bring 

their ideas to the market. 

And von der Leyen wants a 

“t rue European Research 

Area,” and an approach in 

which “research, policy, and 

economic priorities go hand in 

hand.” She wants her people to 

start “removing barriers and 

opening access for firms to a 

large and competitive market” 

so that “it drives Europe’s inno-

vation and competitiveness.” 

And she requires them to “take 

a close look at our intellectual 

property regime to ensure that 

it is coherent, is fi t for the digital 

age, and supports our competi-

tiveness.”

Plan roadblocks

What’s not to like? Sounds like 

a golden future awaits, but... 

First potential glitch: Although 

von der Leyen has been formally 

confi rmed to take over running 

the Commission from the begin-

ning of November, her team 

hasn’t—and neither has her over-

all plan. The European Parlia-

ment has to give its formal 

endorsement, and that, in turn, 

depends on every one of the 26 

members of her new team satis-

fying some intensive scrutiny via 

individual hearings over the 

coming weeks. That isn’t start-

ing well. Already it has emerged 

that several of them are under 

the shadow of judicial investiga-

tions for a range of allegations 

relating to issues including cor-

ruption, money laundering, and 

expenses fraud.

Second potential glitch: The 

Commission is the institution 

that initiates EU policy discus-

sions—but its proposals then 

enter the debate arena with the 

European Parliament and the 

national governments of the 

member states in the Council. So 

no amount of good intentions 

from von der Leyen mean much 

until they get a sign-off from 

MEPs and ministers.

Third potential glitch: In her 

allocation of portfolios to her 

nominated team, von der Leyen 

appears to have put custody of 

pharmaceuticals uniquely in the 

hands of the commissioner-des-

ignate for health, contrasting 

sharply with the arrangements 

in the current Commission, 

under which the pharmaceutical 

industry is dealt with by the 

commissioner responsible for 

industry. This switch has pleased 

health campaigners, but has 

already prompted expressions of 

disquiet among some industry 

leaders.

Fourth potential glitch: The 

operating environment for the 

pharma industry in Europe is 

not constituted uniquely by the 

EU institutions. There are many 

other infl uences out there in the 

European policymaking jungle, 

and they are not all so friendly 

to pharma as von der Leyen 

seems to be. 

Coalitions of industry critics 

are already marshalling their 

Where Does Europe’s Drug 

Industry Go from Here?
Change in season ushers in a pivotal period for pharma in 

shaping the direction of EU healthcare 
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forces for coordinated cam-

paigns to demand lower drug 

prices, tighter controls on the 

industry, and fuller disclosure of 

companies’ accounting for 

research and development.

Course of action

So how is the industry to take 

the best advantage from this 

complex of circumstances? 

The main industry grouping, 

the European Federation of 

Pharmaceutical Industries and 

Associations (EFPIA), immedi-

ately and approvingly echoed 

von der Leyen’s plan for a Europe 

that “opens up opportunities, 

innovates, creates jobs, and 

offers a competitive edge to its 

industries”—sustaining its argu-

ment with a flurry of figures 

about the sector’s jobs, trade sur-

plus, and R&D spending, and a 

warning that policy neglect 

would dull its ability to compete 

on the world market. 

It has called for “a new, 

invigorated industrial policy 

strategy” that provides the 

research-based pharmaceutical 

industry with “a predictable reg-

ulatory environment and incen-

tives model.” In concrete terms, 

the industry specifies—that 

means drug registration that 

adapts to evolving science and 

technology, faster regulatory 

and health technology assess-

ment processes, robust intellec-

tual property incentives, and 

increased access to data for 

research purposes. 

EFPIA wants to see a more 

conducive environment for inno-

vative clinical trials and greater 

readiness to accept real-world 

data. And on the key issue of 

pricing, it wants a continuing 

shift toward the concept of 

value-based healthcare with a 

focus on outcomes.

At the same time, the generics 

industry has begun intensive lob-

bying to argue for stronger offi -

cial support for generic prescrib-

ing and substitution, and for a 

more critical approach to what 

it sees as patent-holders’ maneu-

vering to keep competitors out 

of the market. The two wings of 

the industry have been at blows 

recently over easing the rules to 

allow earlier generic manufac-

turing. According to Kristine 

Peers, EFPIA’s general counsel, 

“under the last Commission, the 

pendulum swung too far toward 

a Europe that is unable to com-

pete with the best on the global 

R&D stage, putting at risk 

Europe’s ability to attract future 

investments and research to the 

benefi t of patients.” The pendu-

lum now needs to be recalibrated 

toward more medical innova-

tion, she says.

Internal feuding within the 

sector will not strengthen the 

industry’s ability to confront the 

wide range of challenges the 

autumn will present. The grow-

ing chorus of demands for 

tighter drug price controls is a 

threat not just to costly new 

orphan treatments, but even for 

copy-product producers, often 

already operating on wafer-thin 

margins on some of their lines. 

Nor will the squabbling aid 

in communicating the broader 

industry case for an enterprise-

friendly approach to developing 

the digital EU market for health 

that is now in prospect—and 

that will require some smart 

industry footwork to achieve the 

right degree of data access with-

out provoking grass-roots hostil-

ity over privacy. 

And on the wider debate of 

how far the focus of health pol-

icy should shift away from treat-

ment and towards prevention—

a debate now fueled both 

top-down by the World Health 

Organization and bottom-up by 

healthcare campaigners—all 

sides of industry have an interest 

in ensuring that the merits of 

their contribution do not get 

overlooked in the dash for 

healthy living.

Captive audience

During this interim, while the 

outgoing Commission winds 

down and the appointments are 

fi nalized of senior staff in the 

new Commission, while the 

newly elected European Parlia-

ment is still fi nding its feet, and 

while the upcoming Croatian 

and German presidencies of the 

Council next year are formulat-

ing their programs, the pharma 

sector has the chance of pitching 

some strong and clear messages 

to those who will make the deci-

sions infl uencing the policy envi-

ronment for the next fi ve years 

or more in Europe. 

The industry can perhaps 

secure the positive and avert the 

negative. But if it gets it wrong, 

it could do the reverse. 

The pharma sector has the chance of pitching some 

strong and clear messages to those who will make 

the decisions infl uencing the policy environment for 

the next fi ve years or more in Europe
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12

WWW.PHARMEXEC.COM

PHARMACEUTICAL EXECUTIVE OCTOBER 2019Tech Tour for C-Suite

P
ear Therapeutics, based in Boston, MA, 

and San Francisco, CA, is a leader in pre-

scription digital therapeutics (PDTs), 

which are medical apps that have demon-

strated safety and effi cacy in randomized clinical 

trials, received marketing approval from FDA for 

their labeled indications, are prescribed by a doc-

tor, and are designed to be reimbursed like other 

prescription products. In September 2017, Pear’s 

lead product, reSET, for substance use disorder, 

was the fi rst PDT granted approval by FDA to treat 

disease. The company’s second product, reSET-O, 

for the treatment of opioid use disorder, received 

marketing authorization from FDA in December 

2018. That year, Pear also raised $50 million in 

Series B funding and signed a deal with Novartis 

to market its line of PDTs. In January, Pear 

announced it closed a $64 million Series C fund-

ing led by Temasek. 

Corey M. McCann, MD, PhD, the company’s 

president and CEO, trained as a physician-scientist 

via the Medical Scientist Training Program and 

completed post-doctoral research at the Massachu-

setts General Hospital. During his tenure as an 

Corey McCann at 
Pear Therapeutics’ 
Boston offi ce.

Photo/Porter Gifford

A Pioneer in 
Prescription 

Digital 
Therapeutics
Corey McCann, president and CEO of Pear 

Therapeutics, discusses how the PDT space 

has evolved in a decade from disruptive 

concept to an exciting, growing market

By Julian Upton
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engagement manager at McKin-

sey & Co. from 2009–2011, he 

led McKinsey’s central nervous 

system expertise group. Moving 

to MPM Capital as an investor, 

McCann later branched out and 

co-founded Pear in 2013. 

Pharm Exec sat down with 

McCann to chronicle his journey 

as a prescription digital thera-

peutics pioneer, discuss how 

PDTs are performing in the real 

world, and see how they are 

positioned to reach out into new 

treatment areas.

PE: Can you outline how your early 

career led you to co-found Pear 

Therapeutics?

MCCANN: Training as a physi-

cian-neuroscientist, I spent a lot 

of time looking at the interaction 

between molecules and experi-

ence in patterning the nervous 

system, and in the way that the 

brain learns and recovers after 

injury. Ten years later, as a life 

sciences venture capitalist at one 

of the larger investment fi rms, 

MPM Capital, I continued to 

have this very pronounced inter-

est and concern around diseases 

of the nervous system. However, 

at that time I was encountering 

oncology and rare disease invest-

ments, one after another and I 

was a little bit frustrated that I 

wasn’t able to advance new treat-

ments for patients with brain-

related conditions. 

So, I started racking my brain 

about novel ways to be able to 

treat these conditions. Thinking 

back to my scientifi c training, the 

answer was fairly obvious—it 

was to push that lever of cogni-

tive experience.

That was the seed for what at 

that time was this crazy concept 

of software as a drug, which has 

since become digital therapeu-

tics. The whole story is about 

trying to take a pharma-grade 

approach to the development of 

these different things that stimu-

late cognitive experience and 

ultimately treat disease.

PE: What kind of resistance did you 

encounter in the early days?

MCCANN: When I made a move 

into this space, I wouldn’t even 

say it was a space. The context 

in which I thought it was inter-

esting was in pulling together a 

fund. The fi rst thing that you do 

when you pull together a fund is 

you “boil the ocean.” You look 

at the entirety of what you could 

possibly invest in. I looked at 

probably a thousand different 

technologies and I became 

increasingly compelled that 

there was some really interesting 

biology there. But the whole 

space was not yet ready for 

prime time in terms of the man-

agement teams, regulatory strat-

egy, clinical strategy, and most 

importantly the commercial 

model.

Doing new things is hard. 

Doing new things in healthcare 

is even harder. When we were 

fi rst telling the story, most people 

didn’t even understand what we 

were proposing. For those that 

heard us out, it looked like this 

whole new space was designed to 

make just about everyone 

uncomfortable. 

Traditional biotech investors 

have a hard time wrapping their 

heads around software and 

around the evolutionary nature 

of software.

PE: How did you choose which 

products to develop?

MCCANN: I’m a recovering 

McKinsey consultant and, I 

guess in that spirit, everything 

for me lives in a two-by-two 

matrix. We believed from day 

one that this was a whole new 

therapeutic modality, and that 

the options here were almost 

limitless. If you believe that the 

opportunity is that large, you 

want to be able to construct the 

best portfolio you can possibly 

construct. Every McKinsey con-

sultant who’s ever gone into a 

pharma company displays the 

same two-by-two matrix: Will 

this thing work, i.e., probability 

of success, and size of unmet 

medical need, i.e., market size. If 

you think about the world 

through that lens, addiction and 

substance use disorders gravitate 

“up and to the right” in that met-

aphorical two-by-two matrix.

We’ve known for quite some 

time that different forms of talk 

therapy are able to activate neu-

ral circuitry and directly address 

addiction conditions. If you look 

at the pharmaceutical pipeline 

for addiction, it’s been quite 

some time since that space has 

FAST FOCUS

» For his PhD, Corey McCann studied the molecular 

biology of synapses at Harvard University and at 

Washington University in St Louis. He received his 

MD from Washington University in St. Louis, and 

earned a BS in Biology from Penn State University, 

where he was an Evan Pugh Scholar.

» McCann has previous investment experience with 

RiverVest Venture Partners, where he performed 

diligence on early stage investments, and at 

NeuroInsights, where he evaluated brain-related 

technologies. 

» A recent report from Juniper Research found 

that the market for digital therapeutics (software 

that augments or replaces traditional therapies) will 

expand rapidly over the next fi ve years, reaching 

over $32 billion in revenues in 2024, up from an 

estimated $2.2 billion in 2019.

Doing new things is hard. 

Doing new things in 

healthcare is even harder
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seen any innovation at all. 

That’s why we started in addic-

tion conditions.

PE: In 2017, Pear’s reSET became 

the fi rst prescription digital thera-

peutic to receive authorization 

from FDA. What did that mean for 

you as a company?

MCCANN: The 2017 regulatory 

event was just a huge infl ection 

point for Pear Therapeutics, and 

also for this whole space. Just to 

reemphasize the importance, 

Pear’s reSET was the fi rst piece 

of software to ever receive dis-

ease treatment claims for any 

disease. This was not just about 

addiction, it was about this 

whole new modality of PDTs. 

There were a lot of folks in 

industry and in the investment 

community who weren’t familiar 

with Pear at that time. In health-

care and in pharma, the devil is 

always in the data. This was the 

moment where we were able to 

signal what I would call legiti-

macy for this whole therapeutic 

class. It proved out the fi rst part 

of the thesis, which is that soft-

ware could create therapeutic-

like effi cacy, and because of that, 

software could receive a thera-

peutic-like label. 

PE: Can you explain a little about 

how reSET and reSET-O work?

MCCANN: reSET is a monother-

apy. There is no drug  component, 

and it’s indicated for patients 

with substance use disorder, 

who do not abuse alcohol solely 

and who do not abuse opioids as 

their primary substance of 

abuse. reSET-O is a combination 

therapy. It’s indicated for use in 

combination with buprenor-

phine, specifi cally to treat opioid 

use disorder. Both are indicated 

for patients 18 years of age and 

older who are currently enrolled 

in outpatient treatment under 

the supervision of a clinician. 

The way that these products 

work is that the patient presents 

to their physician and they 

receive their diagnosis. The phy-

sician then writes the prescrip-

tion, and that brings into the 

loop our reSET Connect facility, 

which is the fi rst patient service 

center and specialty pharmacy 

for a PDT. Physicians send a 

form to reSET Connect and 

reSET Connect dispenses the 

prescription, which in this par-

ticular case is an access code.

The patient uses their own 

device, downloads the product, 

and the code unlocks the product 

for a period of time that corre-

sponds with the prescription. In 

the case of reSET and reSET-O, 

these are 12-week prescriptions. 

Both of these treatments are 

what we call module-based. 

There are modules whose content 

deliver a specifi c type of cogni-

tive behavioral therapy for addic-

tion, for example. Patients com-

plete four of these modules per 

week. That’s actually the “dose,” 

and they work their way across 

that 12-week treatment para-

digm. The physician can then 

refi ll the prescription at the end 

of the 12 weeks, just like you 

would refi ll a bottle of pills.

PE: How have patients and physi-

cians adapted to these new treat-

ments?

ponsulak - stock.adobe.com

The patient uses 

their own device, 

downloads the 

product, and the 

code unlocks the 

product for a 

period of time that 

corresponds with 

the prescription
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MCCANN: I think the world’s 

understanding of the modality 

has evolved quickly, and we fi nd 

ourselves now being contacted 

by investors, by pharma compa-

nies, by payers, and by provid-

ers who have a “digital thera-

peutic strategy.” They have 

heard of digital therapeutics and 

they’ve heard of PDTs before 

they’ve heard of Pear, which is 

a great thing. 

We’ve gone effectively from 

zero understanding in 2015, 

2016, to the point where this is 

a hot new modality in 2019.

That’s very gratifying for us, 

and what we fi nd, in particular 

with patients and clinicians, is 

that the conversation very 

quickly goes from “What is 

this?” to “How do I use this?” If 

you look in particular at our 

reSET product, this is the only 

product with a labeled claim 

encompassing addiction to can-

nabis, cocaine, and stimulants. 

There are other products off 

label, but for those three condi-

tions, this is the only product 

with supporting clinical data. 

It’s helpful to be able to articu-

late that to clinicians, so that 

they can understand that this is 

standard of care. This is a con-

versation about data and out-

comes fi rst and the fact that it is 

a piece of software second.

PE: Is it diffi cult with these treat-

ments to get patients to adhere, to 

“take their daily dose,” if you will?

MCCANN: The most important 

thing to point out is that unlike 

a traditional pharmaceutical 

product, we know everything 

about adherence. While individ-

ual patient data are strictly con-

fi dential and our data security 

practices meet medical stan-

dards, we know when patients 

interact with the product, we 

know what parts of the product 

patients interact with. 

The term prescription digital 

therapeutics is actually a bit of an 

undersell in that we also push dig-

ital diagnostics and assessments 

along with the product. We’re able 

to collect patient-reported out-

comes throughout the treatment 

course. What we see is actually in 

the real world, patients are engag-

ing with these products either as 

frequently or more frequently 

than we saw in clinical trials.

That hits upon the evolution-

ary nature of software. We’ve 

learned so much from the 

patients that we are well posi-

tioned to enhance our products 

over time as well as improve our 

product development process 

overall as we integrate patient 

feedback.

We see this beautiful dose–

response curve that’s associated 

with patients using the reSET 

product; the more modules a 

patient completes, the more 

likely that they are to display 

abstinent behavior. Unlike many 

drugs, you don’t see a tailing-off 

of the dose–response curve 

because of the side-effect profi le. 

This speaks nicely to the thera-

peutic-like nature of the develop-

ment of these PDTs.

PE: What’s next for Pear Therapeu-

tics and for the broader digital 

therapeutics space?

MCCANN: The immediate next 

step is about making reSET and 

reSET-O standard of care in dif-

ferent addiction conditions. I 

think we’re at the beginning of 

that conversation, but we have 

much more work to do. 

Addiction is the tip of the 

spear. You will see disorders of 

the nervous system, psychiatric 

and neurologic conditions com-

ing next. That’s what’s in our 

pipeline. I believe that in the next 

fi ve years or so that PDTs will be 

standard of care across CNS 

conditions. 

Looking at the fi ve-to-10-year 

window, I think PDTs will also 

be standard of care outside of 

CNS conditions. This is not just 

a story about the brain, it’s a 

story across therapeutic areas. In 

that time window, you’ll also see 

all drugs being launched with 

some sort of a software wrap-

around to the point where this is 

what patients, clinicians, and 

payers expect. 

You’ll see advancements into 

cardiovascular, metabolic condi-

tions, musculoskeletal condi-

tions. You’ll also see PDTs move 

into areas like anti-infectives and 

oncology. 

This is about the fundamen-

tal tethering of drugs and soft-

ware and the collection of real-

world data to inform drug 

dosing in real time—helping 

patients to understand how 

much medication to take, when 

to take the medication, and cre-

ating these closed-loop dosing 

paradigms. 

Addiction is the tip of the spear. You will 

see disorders of the nervous system, 

psychiatric, and neurologic conditions 

coming next
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With new fi ndings on today’s C-suite mood and approach to digital 

transformation, experts—in a panel discussion and wider examinations by 

Pharm Exec editors—explore the intersection of data and technology and 

the areas that must evolve to meet the digital health demands of tomorrow

J
ustin Hoss, KPMG life sciences technology 

leader, is frustrated. The life sciences CEOs 

his company surveyed about digital trans-

formation and technology are, too, frus-

trated. Experts from Pharm Exec’s technology 

panel (see below) describe a complex industry 

with complex regulatory requirements, interwo-

ven into operating models that beg to be broken. 

But the good news is, it can only go up from here. 

Nevertheless, let’s look at KPMG’s data and dis-

cuss the roots of C-suite frustration. First off, 

Exhibit A, this comparison pie chart of 2018 to 

2019 (see facing page). 

To Hoss, last 

year’s survey showed 

the optimism among 

life sciences execu-

tives in regard to 

their investments 

and returns for digi-

tal transformation, 

artifi cial intelligence 

(AI), automation, 

and all the digital buckets. But this year, the opti-

mism has been tempered. Hoss uses a very clear anal-

ogy for frustration: his own child building with 

Legos. “You build it, in this case, you apply the tech-

nologies to an existing area where you see ineffi cien-

cies, and you want results,” he says. “But the root 

cause isn’t the technologies, it’s the need to look at 

your enterprise a whole new way.” Instead of kick-

ing the blocks to the curb, say ending a pilot that 

didn’t show immediate results, it’s developing a new 

understanding of how technology fundamentally 

reinvents the way business is conducted, and, there-

fore, the C-suite has to get its arms around that. 

To be equally fair, the amount of time that goes 

into implementing a new way of process is not 

insignifi cant. At this year’s Veeva Systems R&D 

Summit, where users of the company’s various 

cloud-based solutions shared their implementation 

and use-case experiences, it’s clear that technology 

is meant to change the way people have tradition-

ally done their work. In many of these particular 

cases, people went from paper to digital, but in 

others they took the interim “electronic” step, 

Panel Members

Christopher Boone, Vice President, Global 

Medical Epidemiology and Big Data Analysis Lead, 

Pfi zer

Pratap Khedkar, Managing Principal, ZS Associates

Wayne Kubick, Chief Technology Offi cer, HL7 

Alan S. Louie, Research Director, Life Sciences, IDC

Shane Senior, Co-Founder, Managing Director, 

Crosstree

PHARMA’S 
DIGITAL 
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paper-to-paper process on a 

computer. The need to think dig-

itally is not a technology prob-

lem, it’s a fundamental shift. 

That is lost on many without 

intensive training and built-in 

governance. 

The industry experts inter-

viewed for our fol-

low ing a r t i c l e s 

(beginning on the 

next page) aren’t as 

frustrated as the 

KPMG data might 

refl ect, and even see 

cause for optimism 

in regard to infra-

structure and data 

sourcing. However, it is clear from 

our reporting that pharma needs 

to get in on its digital transforma-

tion now as a competitive advan-

tage. A wait-and-see attitude could 

end up leaving those late adopters 

behind in the skills and operating 

model shifts that need to happen. 

Interestingly, the survey drills 

into some of the digital skill sets 

needed for pharma’s future, asking 

questions not included in 2018 (see 

example in chart at bottom right).

The expert touch

To take a step back and examine 

why CEOs are frustrated, as well 

as make sense of what the C-suite 

needs to know about technology 

and the AI “revolution” in the 

industry, Pharm Exec convened a 

group of experts to drill down into 

some of the core areas where new 

technologies are poised to reinvig-

orate and reinvent the way they are 

approached and managed; discuss 

the kind of technologies that are 

at hand to support these changes; 

and identify the conceptual issues 

that pharma leaders will face as 

they head into this future world. 

A consensus eventual ly 

emerged around the following 

areas: what is needed to get data 

into shape (and who owns it); 

pharma’s role in owning their 

stake in value- and outcomes-

based contracts; the harmoniza-

tion and use of patient data; and 

how the C-suite can position itself 

internally to use data effectively.  

One salient issue that rose 

from the panel dis-

cussions was how to 

position areas such 

as AI and real-world 

evidence (RWE) as 

standalone techno-

logical “solutions” 

within the future-of-

pharma outlook. 

Panel member Chris-

topher Boone saw RWE as “more 

of a catalyst function.” It’s what 

you need to “get things started, 

to bring education and aware-

ness, and to identify certain use 

cases throughout the organiza-

tion,” says Boone. Ultimately, 

“there will be no point in having 

a separate, isolated, centralized 

RWE group that is primarily 

focused on education, but we will 

need to better integrate the func-

tion into the business and research 

units,” he adds. 

Instead, RWE is enabling data 

that will support decisions in per-

sonalized precision medicine, 

value-based contracting, and clin-

ical protocol and guideline devel-

opment. Pratap Khedkar agreed 

that “the technology, the data, the 

analytics, the process are not dis-

tinct things; modern technology 

is bringing them together.” New 

technology should serve to enable 

pharma leaders to make decisions 

in a different way, and at a much 

more granular level. “The promise 

of technology is that you do things 

very differently, not just faster,” 

says Khedkar.

— Lisa Henderson and 

Julian Upton

Christopher Boone

Disruption Impact

2018

2019

Source: KPMG 2019 CEO Outlook

Comparing CEO survey responses in 2018 and 2019 to the 
statement: Fast-advancing technology is not the only signifi cant 
disruption my business faces. 
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CEO survey responses to the question: What proportion of 
your organization’s current workforce do you plan to upskill in 
new digital capabilities (such as advanced data visualization, 
ability to code, etc.) during the next three years?

New-Skills Strategy

Upskilling 

1%-40% of 

the workforce  

27%

Upskilling 

41%-50%   

32%

Upskilling 

52%+ of the 

workforce  

41%
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A
mid the steady but certain rise of digital health-

care, shedding some of the “old ways of doing 

things” in the pharmaceutical industry will 

remain a challenging exercise, perhaps no more 

apparent than in the areas of data sharing, integra-

tion, and standardization. When it comes to the 

practice of drug development in particular, the his-

toric lack of these three components has long 

resulted in siloed R&D models typically character-

ized by companies rolling out their own individual 

formats for specifi c functions (e.g., clinical trials, 

postmarketing safety reporting). This reality con-

tinues to vex industry data experts, but they’re sure 

of one thing—it needs to change. 

Wayne Kubick, chief technology offi cer for Health 

Level Seven International (HL7), a non-profi t, Amer-

ican National Standards Institute (ANSI)-accredited 

standards developing organization, argues that in 

today’s complex operating environment for clinical 

data—with a growing abundance of information and 

technology now available and achievable, from 

genomics and proteomics to imaging and 

case- and patient-reporting data—the 

need to apply an holistic view of all this 

evidence is paramount. The ability to 

aggregate these data types, and enhance 

their potential through capabilities such 

as data mining, analytics, and AI, can 

help make more informed decisions and 

gain deeper insights on product develop-

ment and innovation. But the only 

chance at accomplishing this, Kubick 

says, is for industry to apply common structures, ter-

minologies, and rules that will allow data from dif-

ferent systems, sources, and participants to be orga-

nized, represented, and interpreted in similar ways.

“I look at it from getting the data right in the fi rst 

place,” says Kubick. “Once you standardize the data, 

you can not only make it more accessible and aggre-

gatable, but you can also begin to systematically attack 

the problem of data quality and integrity. That’s hard 

to do now, and it’s becoming more urgent, particularly 

as we’ve had more instances of data being fabricated 

or manipulated. It all starts with getting data that’s 

in a reusable format, and fi nding better ways to deal 

with data anomalies. You’ve got to make the data 

ready for use to be able to support these more advanced 

types of uses that we were never able to do before.” 

Culture chasm

While acknowledging some strides in breaking down 

data silos, Kubick stresses that true evolution will 

require a cultural change within pharma companies 

and among pharma scientists often bound to the belief 

that research can’t effectively utilize health data. 

“[Pharma] are part of healthcare, they have to recog-

nize that,” says Kubick, pointing also to recent remarks 

made by Janet Woodcock, director of FDA’s Center 

for Drug Evaluation and Research (CDER), about this 

disconnect, where she called for major reforms in sci-

entists’ relationships with regulators, physicians, and 

each other.1 “It’s the attitude that, wait, you need to 

look at yourselves within the context of the broader 

world of digital healthcare and learn how to play nice 

and leverage what’s going on, but also accept the fact 

you have an obligation to share your data.”

Embracing that duty has been a long road in 

pharma. Kubick remembers a time when statisticians 

would routinely hide data from the clinicians because 

they felt they couldn’t be trusted to understand and 

interpret the data. While efforts such 

as the implementation of standards by 

the Clinical Data Interchange Stan-

dards Consortium (CDISC), where 

Kubick was formerly chief technology 

offi cer and a founding board member, 

have helped chip away at these 

ingrained habits, trust remains an issue, 

he says. There are concerns over the 

validity of clinical assertions made 

from health system sources such as real-

world evidence (RWE), lending to further hesitation 

to shift away from the proven but “artifi cial” world 

of the randomized controlled trial (RCT).  

“We train ourselves with SOPs and just the 

threat of regulatory consequences if you don’t toe 

the line and do things exactly the same way, rather 

than looking for new ways to do things that will 

accomplish the greater goal,” says Kubick. “You 

have these cultural impediments that are deeply 

embedded within the organization around the cus-

todianship of the data and the job of protection.”

A tipping point?

Moving forward, however, with FDA and others 

emphasizing the need to repurpose real-world data 

(RWD) for pharmaceutical practices and to support 

Data Shape-Up: Striving to Standardize
By Michael Christel

Wayne Kubick
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drug development and expose things that may not 

be visible in a clinical trial, Kubick believes this 

regulatory push, more so than anything, will begin 

to drive change in pharma research, regulatory, and 

safety management processes. While FDA is still 

building out some of its own learnings, in May, the 

agency did release draft guidance to help sponsors 

who are using RWD and RWE as part of regulatory 

submissions provide the information in a simple, 

uniform format.2 Congress advocated for wider 

application of RWE in the 21st Century Cures Act, 

passed in late 2016. 

The advent of precision medicine has also sparked 

holistic-view pursuits in health. One example is the 

All of Us Research Program, funded by the National 

Institutes of Health (NIH). The initiative is attempt-

ing to collect the genetic and health data of one mil-

lion volunteers, with the goal of accelerating medical 

breakthroughs and enabling individualized preven-

tion. Data on demographics, lifestyle, environment, 

and social determinants of health are being gathered, 

as well as genomic samples from select participants. 

Volunteers can choose to give researchers access to 

their electronic health records (EHRs). 

Additional efforts in these areas include using 

claims data in pharmacoepidemiology; the OMOP 

Common Data Model, which allows for the system-

atic analysis of disparate observational databases; 

the emergence of HL7’s Fast Healthcare Interoper-

ability Resources (FHIR), a standard for electronic 

exchange from multiple types of EHR and payer 

systems; and other research systems from academia 

and industry. “There’s starting to be more common-

ality in terms of organizing the data available in 

healthcare,” says Kubick. “My belief is that the 

efforts within the healthcare environment to make 

data more usable, aggregatable, and mergeable offers 

opportunities for the pharmaceutical industry to 

capitalize on gaining more out of that direct, original 

source data.” 

Companies, however, will likely do so cau-

tiously, with many expressing the need for rigorous 

data assessment and setting of standards for use of 

RWE, for instance, and the importance of under-

standing the accuracy, quality, and availability of 

the underlying data and technology as they begin 

infl uencing treatment decisions.3 

Keep source close

Learning how to harness data closer to the point it 

originates—much like what the high-tech, commu-

nications, fi nance, and other industries do—is key, 

says Kubick. For drug developers and their study 

partners, that means coming up with ways to min-

imize the constant mapping of data that occurs over 

the process of going from source to analysis.

“At most, there should be one map—a source to 

analytical format,” says Kubick. “Not to go from 

original source, to one internal database, to another 

internal database, to some sort of intermediate for-

mat, to some sort of analytical format.” 

Standardizing terminology is another piece of the 

puzzle; healthcare and research both use a lot of ter-

minologies—and they’re different from each other. 

While there are coding systems such as the World 

Health Organization’s ICD-10 and ICD-11 for clas-

sifying diseases (the latter, released last year, is the 

fi rst that’s completely electronic), getting organiza-

tions, countries, or industries to use common termi-

nologies remains a major challenge. For example, 

even if companies are using a standard data structure 

with the same standard terminologies, individual 

business practices and rules may dictate how they 

apply the terminologies, resulting in variations of use. 

This, Kubick says, represents another key link in this 

new process chain—make the data digital and fairly 

standardized, work on the quality issues, and then 

eventually try to improve the uses of data through 

more consistent, common terminology. 

“Drug companies are looking more at actually 

contributing to the improvement of public health as 

their goal now, rather than just process,” he says. “It’s 

an opportunity in the sense that it’s a way for the 

industry to improve its relationship with doctors and 

all of us patients as end users of healthcare.” 
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A
s technology continues to rapidly evolve, oppor-

tunities for pharma also increase when it comes 

to patient data. While commercial websites can 

easily employ analytics garnered from their sites to 

gain a better snapshot of their visitors, pharma faces 

far greater challenges in using technology as a way 

to track and understand its consumers.

The existence of information is not 

a problem for pharma. Data collected 

from sources such as electronic health 

records, clinical trials, virtual registries, 

big health systems, and wearables 

abound. The challenge is in how to 

gather the data, access it, and process it.

Gathering data

When it comes to targeted medicine, many drugs 

often are approved with the regulatory requirement 

to provide further monitoring in regard to safety. 

As a result, an increased amount of data is needed. 

Two of the biggest commercial data collection pieces 

in the market are these safety signals being driven 

by FDA and outcomes data being driven by payers.

“The market moves the most from FDA guidance, 

so that’s going to be where most of the data grows—

around regulatory, pharmacovigilance, registries, 

and Phase IV trials,” says Shane Senior, co-founder 

and managing director of Crosstree. “As we move 

into value-based contracting, in order to get paid, 

you have to track data to prove your outcomes—that 

you’ve made a positive impact on patient outcomes.”

Pharma companies can rely on third-party ven-

dors to set up registries or data collection, or they can 

pay to do it themselves. They usually hire a contract 

research organization (CRO) to set up Phase IV stud-

ies, then the CRO contracts with sites to garner data.

“Most pharma companies are going to outsource 

this,” says Senior. “I think that because of the special-

ization of these trials—the specialized vendors in the 

market are going to get it right fi rst. I think they are 

going to have advantages in fi nding better solutions 

over CROs.”

Accessing data

Privacy is another major issue when it comes to 

capitalizing on patient data. Due to the personal 

nature of healthcare, much of the data gathered is 

sensitive, and patients may not want to share it.

“It’s a problem,” says Senior. “Ten years ago, 

nobody was thinking of this, and there was no 

consent asked of the patients. The big health sys-

tems are going to have a challenge: Do they license 

this data to a large pharmaceutical company that’s 

going to gain insights from it for proprietary med-

icine? Do they license the data to 

third-party providers? And what are 

they doing with this data that patients 

never signed off on? In the world of 

Facebook and data-breach issues, I 

think there are some healthcare pro-

viders that are going to be reluctant 

to do that.”

Additionally, as patients have the 

right to refuse sharing their data, it 

may become challenging to obtain important lon-

gitudinal data that provides a more well-rounded 

picture of the patient. 

Processing data

With so much data available, pharma is just begin-

ning to see the potential of big data.

“If you have a gene profile across 20,000 

patients, that’s one data point,” says Senior. “But 

if you had those 20,000 patients and their health 

history, [that’s something else]. Think of the gene 

profi le as one puzzle piece and a patient’s health 

history as one puzzle. If you have 5,000 puzzles or 

20,000 puzzle pieces, there are different levels of 

value in both those data sets. But, ultimately, the 

puzzles—not the puzzle pieces—are where we’re 

going to end up with the most valuable data and 

the most informed insights. It’s going to be a key 

piece in solving some disease states.”

Not all companies can jump fearlessly into the 

world of big data and its big promises, though. For 

those wanting to capitalize on it, it can require 

hundreds of millions of dollars in investment.

“Small, undercapitalized companies [should be] 

wary of pursuing big data,” says Senior. “The most 

prevalent mistake we see is companies underesti-

mating the cost to get to scale. So data solutions 

Not all companies can jump fearlessly into 

the world of big data and its big promises

Wave-Surfi ng: The Patient-Data Puzzle
By Elaine Quilici

Shane Senior
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that are more drug-focused, more project-focused 

are going to get to a value proposition that can be 

commercialized faster with less capital.”

Some companies obtain data from big health 

systems and add value to it across multiple data 

points. For example, Cerescan takes imaging data 

of Alzheimer’s disease patients and enhances it to 

provide a richer picture. The machine learning 

improves the diagnostics around the Alzheimer’s 

indication, and then the company combines that 

data with health records and patient history.

“So it’s not just a database of images, of puzzles 

pieces,” says Senior. “It’s a database of puzzles, 

because you have the entire view of the patient. 

Cota [Healthcare] is doing something similar in 

oncology.”

In order to digest all this data into usable infor-

mation, companies rely on analytics, from technol-

ogy platforms that weave data together to big data 

subscriptions that sell a platform along with data. 

Additionally, there are service providers that can 

license data from a turnkey analytics provider and 

help the pharma company interpret data and make 

commercial decisions.

As pharma continues to expand into precision 

medicine, patient engagement will become very 

specifi c. Ten years ago, 75% of approved drugs 

were traditional medicines. In 2018, that number 

was only about 33%, indicating that two-thirds of 

approved drugs last year were specialty, rare, or 

precision.

“As we move into precision medicine, patients 

are going to be easier to fi nd,” says Senior. “It’s not 

fi nding the patients; it’s stratifying the patients and 

getting the right medicine to the different stratifi -

cations [that will be important]. And then, like in 

gene therapy, matching the mutations of a patient’s 

condition and correlating that to the available 

drugs to give the patients the highest chance of suc-

cess. That’s the market we’re in.” 

ELAINE QUILICI is 

Pharm Exec’s Senior 

Editor. She can be 

reached at equilici@

mmhgroup.com

Validating Value Data: AI and Outcomes
By Julian Upton

T
he application of new technologies such as AI 

and machine learning in establishing a value 

proposition is still a relatively new concept in 

pharma. As such, “it is likely to take some time before 

AI is able to demonstrate it improves objectivity and 

reduces uncertainties,” say Katya Svoboda, Taneesha 

Chawla, and Tanvi Ahuja, authors of the ICON 

report, The Impact of Artifi cial Intelligence on Out-

comes Based Contracting. The authors point out that 

AI can be very helpful in identifying appropriate pop-

ulations, outcomes and metrics, and predicting costs; 

in removing some uncertainty about how effective a 

therapy is in specifi c populations; and in understand-

ing where a product can be placed in a treatment 

algorithm for a disease to achieve better outcomes. 

They also note, however, that use of AI in value-based 

and outcomes-based contracts, for example, is still 

susceptible to a “lack of trust” between payers and 

manufacturers. “This mistrust can lead to disagree-

ment between both parties on contract design as well 

as execution,” they told Pharm Exec.

While recent research carried out by Healthcare 

Research & Analytics (HRA) on key players in the 

payer space revealed that half of the payers surveyed 

said they felt they had enough data to successfully 

develop an outcomes-based program with a pharma 

company, about one third felt they did not. And 

almost half of the payers surveyed insisted that their 

own data are the “most essential” in such programs, 

while less than 10% of respondents said data from a 

pharma company would be the most essential in 

making an outcomes-based contract a success.1 

The question, then, of who “controls” the data 

around value and outcomes—and how pharma can 

further the reach of its own data—continues to 

loom over this area. “One of the key factors asso-

ciated with value-based models is going to be defi n-

ing the threshold metric that enables reimburse-

ment,” Alan Louie told Pharm Exec’s Tech Panel. 

“Providers want that number to be very high so 

that everybody who gets treated responds fully. 

Pharma, on the other hand, wants a lower thresh-

old, to give them the broadest pool of patients 

meeting measurable improvement thresholds. 

There is going to be a very strong discovery com-

ponent to it, in terms of identifying the appropriate 

threshold supporting biomarkers, etc.” He adds, 

“From a reimbursement standpoint, there’s a lot 

of technology that will automate the determination 

of approval to reimburse and, presumably, there 
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Underlying Platform: Data Unleashed 
By Lisa Henderson

will be models built from the pharma side that 

allow them to maximize their value.”

Customers demanding patient-level value is one 

of “the confl uence of factors [along with the ‘explo-

sion’ of data, analytics, and digital capabilities] forc-

ing the reinvention of pharma’s product development 

and market access models,” write the Boston Con-

sulting Group’s Sam Marwaha, Michael Ruhl, and 

Paul Shorkey.2

To thrive in this era of value-based healthcare and 

personalization, they explain, “companies can’t just 

make incremental changes within their existing oper-

ating model.” Instead, they need an “end-to-end rede-

sign,” which includes “identifying and prioritizing the 

evidence valued by payers early in the process, shifting 

the burden of evidence-generation from randomized 

controlled trials to new approaches that apply predic-

tive analytics and real-world evidence… and engaging 

customers more proactively throughout the life cycle 

of a product.” The authors recommend that compa-

nies establish a “war room” to promote the culture 

of data science and create “cross-functional value 

teams that collaborate with decision-makers to ensure 

end-to-end optimization of decisions.”

In some cases, the technology itself could help 

to smooth the data concerns. As far as value- and 

outcomes-based contracts are concerned, Svoboda, 

Chawla, and Ahuja observe that “it is expected that 

AI will reduce the discrepancies seen and improve 

trust. Using a mutually agreed-upon AI algorithm 

would help improve data accuracy and remove 

biases, potentially making this process more effi -

cient and accepted.” Of course, proceeding in this 

way requires constructive collaboration between the 

parties. The authors told Pharm Exec, “If a contract 

is formulated pre-launch, before real-world utiliza-

tion data are available, a manufacturer’s clinical 

trial data need to be used.” It then “makes sense to 

reassess the contract using the payer’s own member-

ship data, after the real-world utilization and out-

comes data are available, and adjust the contract 

specifi cs if needed.” 

However, realizing the full potential of applying 

enabling technologies such as AI in measuring value 

and outcomes seems to require a wider culture 

change. As Marwaha, Ruhl, and Shorkey note in 

their report, “The real hurdle to capturing value 

stems from a reluctance to make changes to core 

business processes, cultural resistance to using new 

data in decision making, and a disinclination to stop 

doing things the old way.” 

References
1. Carl Schneider and Roma Maksymowych, “Before Striking 

Outcome-Based Pharma Contracts, Payers Need Data,” Inside 

Digital Health, April 23, 2018.

2. Sam Marwaha, Michael Ruhl, and Paul Shorkey, “Doubling 

Pharma Value with Data Science,” bcg.com, Feb. 9, 2018.
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T
he underlying platform, the digital 

transformation, the near-future 

future of pharma is coming 

together. If we use the current turn 

toward precision medicine to create, 

commercialize, and distribute custom-

ized, targeted therapies to smaller pop-

ulations as our premise, then how 

pharma uses data, infrastructure, and 

advanced analytics is happening. And 

not slowly, but within three-to-fi ve years, compa-

nies will have made signifi cant progress in data 

integration and digital transformation, with a 

sophisticated data analytics overlay. But with one 

caveat: a company’s ability to fundamentally 

address its operating model and how it can trans-

form to get past old structures.

Pratap Khedkar, managing princi-

pal, ZS Associates, believes that the 

pharma industry is doing pretty well 

in regard to data and infrastructure, 

but as far as the operating model and 

talent, companies are behind. 

“They are getting better at data 

acquisition, evaluating sources, inte-

grating the data, and using the ana-

lytics on top of the data,” says Khed-

kar. “And as far as the infrastructure, most have 

moved into the cloud or are using Amazon Web 

Services; but how do you get your operating 

model—the department, the functions, the 

jobs—to all work together? That is a big chal-

lenge. The C-suite has to pay attention to all of 

these things.” 

Pratap Khedkar
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Alan S. Louie, PhD, research director, life sci-

ences, IDC, also thinks pharma is in a pretty good 

place in regard to digital transformation. “We are 

at that point where data needs to be more accessi-

ble, and it’s not too bad,” he says. “All the data isn’t 

going into a magical data warehouse or, say, a coun-

try-specifi c warehouse for your regulators on one 

hand, or clinical and commercial on 

another.”

Louie describes a not-so-distant 

future where IT infrastructure is going 

to run in the background and not be a 

central discussion. 

“There is multi-cloud, polycloud, 

hybrid cloud—at the end of the day, 

there is no need to push all of your data 

needs into a single cloud or single 

place,” says Louie. “Of course, critical data, 

patient identifi able data, IP, and business-sensitive 

data will stay inside the fi rewall.”

So what is this underlying platform, if not a 

single entity? That’s where Khedkar says organiza-

tions get stuck, in the defi nition. While some large 

pharmas are hiring chief data offi cers who source, 

acquire, test, or partner with businesses for the 

right data, and chief information offi cers that focus 

on speed of getting the data enabled for analytics, 

the skill sets related to analyzing that data and 

providing immediate insights are not there. 

“How do you educate a lot of people to fi nd 

data and use data?” he says. “You could use a gov-

ernance system, but if that becomes a bottleneck 

of only a handful of people who can provide the 

insights, then the data is not enabled 

and neither are the people.” 

The platform, then, is the data, 

infrastructure, operating model, and 

skill sets.

Louie notes there is no one best 

practice to getting to the digital trans-

formation. “There are fi ts and starts 

with technology, pilots, data integra-

tion initiatives, APIs being built—and 

all of that is good,” he says. “Most companies are 

looking for transformation with specifi c goals, such 

as patient recruitment, enabling virtual trials, iden-

tifying data sources, and safety reporting. These 

are all advances and should be pursued. But there 

is no single best practice, and nothing really will 

become generalizable until someone comes in, puts 

it together, and uses it to more effectively deliver a 

drug to market.”

Alan Louie

Ramping Up AI for R&D 
Artifi cial intelligence (AI) has certainly become a 

common topic of “what’s next” for the pharma 

industry, but it has made only small advances in 

drug development thus far, primarily working to 

collect and analyze data. Those involved in drug 

development cannot deny a need for 

faster, cheaper, and more effective 

results for patients to gain access 

to potentially life-saving medicines. 

The question is: What will AI’s role 

be in achieving these goals?

For some early evidence of AI’s 

impact, Insilico Medicine, a startup 

based in Hong Kong, developed 

a new AI system that designed six 

novel inhibitors of DDR1—a kinase 

target implicated in pulmonary fi brosis, idiopathic, 

and breast cancer—in 21 days. The system, 

called Generative Tensorial Reinforcement 

Learning (GENTRL), reduced the development 

process from years to days, exemplifying AI’s 

capability to accelerate drug discovery and 

development.

According to the study abstract presented by 

Insilico CEO Alex Zhavoronkov and others on 

Nature’s website, four compounds were active 

in biochemical assays and two were validated in 

cell-based assays. Also noted is that one lead 

candidate was tested and demonstrated favorable 

pharmacokinetics in mice.

Insilico’s method combined a 

generative approach with deep 

reinforcement learning, much like 

the AI approach used in DeepMind’s 

AlphaGo project. AlphaGo is the 

fi rst computer program to defeat the 

world champion of Go (a 3,000-year-

old game of strategy originating in 

China). Reinforcement learning is 

where the system improves over time 

and increasingly becomes stronger and better at 

learning and decision-making. 

According to a report by Deep Knowledge 

Analytics, investment in AI for drug discovery 

startups has increased from $200 million in 

2015 to over $700 million in 2018. Furthermore, 

these types of companies increased by 20.
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Khedkar believes that the fi ts and starts and 

pilots, too, are a must. 

“There may be a thought, ‘should I wait until 

a technology comes along and leapfrogs what I’m 

doing now?’ One thing that is clear is that technol-

ogy gets faster, cheaper, and easier with time,” he 

says. “But waiting is a risk. You will still have old 

skill sets, and trying to match that to even-better 

technology will be detrimental. But you really need 

to start so that you are evolving the operating 

model and evolving the people.”

Louie agrees. “With all the availability of data, 

if you wait, you are working on an old model, 

which is limited,” he says. “The competitive advan-

tage is in the moving forward.” 

So how can companies sustain such momen-

tum? As mentioned, the clouds and their various 

formations are more than a viable technology. Hir-

ing chief data offi cers and improving employee edu-

cation and governance is another way to keep mov-

ing forward. 

Khedkar also suggests that the C-suite decide 

where to make investments. Maybe you don’t want 

to be a discovery company, maybe you aren’t going 

to invent a new drug in the next few years. Using 

current digital transformation communicating 

with physicians on the commercial side can report-

edly increase prescription sales 6%, not an insig-

nifi cant impact to the revenue line. 

For the smaller biopharma, Louie and Khedkar 

say by virtue of the size of these companies and 

nature of their business, they are well placed in the 

future pharma (i.e., no legacy systems; shorter time 

frames for data needs; if they are preclinical, there 

is no patient data, etc). The smaller companies can 

use CROs and service providers to be more agile, 

and use their systems for data. In addition, there 

is the availability of subscription-based data and 

dashboards that create an operating expense rather 

than a capital investment expense. Khedkar says 

large companies could even look to the rent model; 

it is that affordable. 

Khedkar compares moving forward with the 

underlying platform pieces to muscle memory. If 

you don’t start using it and building it, it will 

become that much harder to start. 

The platform is the data, infrastructure, 

operating model, and skill sets

LISA HENDERSON is 

Pharm Exec’s 

Editor-in-Chief. She can be 

reached at lhenderson@

mmhgroup.com

Several partnerships around AI-powered design 

technology have surfaced this year, including 

Janssen and Iktos Pharmaceuticals focusing on 

small molecule discovery using a deep learning 

generative approach; Sanofi  and UK startup 

Exscientia hunting for metabolic disease targets; 

and Genentech and GNS Healthcare searching 

for cancer treatments. 

Manufacturing’s New World  
Healthcare needs are changing and 

drugs more specialized, igniting new 

ways to transform manufacturing 

and supply chain processes.

3D printing, for instance, while 

not new to pharma, is becoming 

more of a reality. The technology 

is also referred to as additive manufacturing, 

as it builds three-dimensional objects using a 

computer-aided design by adding successive 

layers of raw material. This process is fl exible and 

allows designers to make easy, quick changes 

without additional tools; it also creates patient-

specifi c devices.

In 2015, the fi rst 3D-printed tablet, Spritam, 

created by Aprecia Pharmaceuticals, was 

approved by FDA to treat seizures in people with 

epilepsy. In 2017, GlaxoSmithKline used inkjet 

3D printing and ultraviolet (UV) curing in a study 

to create tablets that treat Parkinson’s disease. 

Since then, medical devices constructed using 

3D printing include orthopedic 

and cranial implants, surgical 

instruments, dental restorations 

such as crowns, and external 

prosthetics. Additional medical 

applications for medical devices, 

biologics, and small molecules are 

in to FDA for review.

The advent of augmented reality 

(AR) is also making an impact in 

pharma. One example is Apprentice, a company 

that creates AR products for labs, industrial 

lines, and suites. One of its products eliminates 

binders, paperwork, and the use of hands—and 

even calls a vendor and shows it what the user 

sees, if there is an issue with equipment.

Ñ Christen Harm
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Olivier Laureau, global president of Servier Group.

Free to Grow, Innovate
Unencumbered by shareholder demands, the French independent pharma 

Servier Group, led by president Olivier Laureau, is uniquely positioned to 

capitalize on new opportunities for expansion and stay true to its R&D and 

patient-focused mission

P
harm Exec partner PharmaBoardroom spoke 

recently with Olivier Laureau, global presi-

dent of Servier Group, the French-based inde-

pendent pharmaceutical company. Laureau 

discussed the impact of recent acquisitions, the sig-

nifi cance of Servier’s new commercial subsidiary in 

the US, the ongoing importance of France to the 

global group, and Servier’s unique value proposition 

as a privately owned, R&D-focused organization 

(the company is governed by a non-profi t foundation).

PB: How important was Servier’s 2018 acquisition of 

Shire’s oncology arm within the framework of your 

global strategy?

LAUREAU: The Shire deal was a very important 

milestone within our strategy as it allowed us to 

accomplish two key objectives at once by fast-track-

ing both our US presence and reinforcement into 

the oncology market. Growing our oncology fran-

chise has been a point of focus in the strategy we 

outlined four years ago. Oncology is one of our main 

therapeutic areas, along with cardiovascular—

which still represents over 50% of our sales—

chronic venous diseases, neuropsychiatric diseases, 

internal medicine diseases such as diabetes, and 

immune-infl ammatory disease. We are hopeful that 

in the future our oncology revenues will be on par 

with those from our cardiovascular treatments. 

Within each of these therapeutic areas, we have cho-

sen to be extremely specialized in either a therapeu-

tic mechanism of action or in specifi c diseases to 

make better use of our limited resources.

The acquisition of Shire products also allowed 

us to enter the US market, a key point in our ambi-

tion to increase our global presence. With these 

acquisitions, we now have commercial operations 

in 149 countries around the world and are planning 

to quickly add Japan to that list. We already have a 

presence in Japan but not yet commercially. With 

regards to our geographic presence, we believe in a 

differentiated approach to each market, to refl ect 

local needs, specifi cities, and realities.
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PB: You opened Servier’s US com-

mercial subsidiary in 2018. How can 

you transform the US adventure 

into a success story?

LAUREAU: We have just fi nished 

the integration of teams and now 

completely handle all US opera-

tions, teams, assets, and processes 

we acquired from Shire. We offi -

cially opened our American head-

quarters in Boston in May, where 

our US team is comprised of just 

over 100 employees. We are, in 

that sense, well within our 

expected growth. We already had 

market authorization for Oncas-

par for treatment of patients with 

fi rst-line acute lymphoblastic leu-

kemia (ALL) and hypersensitivity 

to asparaginase. In December 

2018, the FDA approved Asparlas 

(calaspargase pegol-mknl) as a 

component of a multi-agent che-

motherapeutic regimen for the 

treatment of ALL in pediatric and 

young adult patients age one 

month to 21 years. 

The next critical step is to fi nd 

another product, whether in 

oncology or immuno-oncology, 

for the US. Inorganically, this 

could also be a US-only or global 

acquisition or license, and we are 

looking for a product either in 

late-stage development or even 

already on the market. 

We are focusing on a drug 

with an indication for small tar-

geted populations.

PB: You have set the goal of having 

“a high-performing organization.” 

How do you defi ne performance?

LAUREAU: For Servier Group, 

this “high-performing organiza-

tion” can be understood through 

the prism of our vocation: being 

committed to therapeutic progress 

to serve patient needs, and embod-

ied in our four key values: care, 

dare to innovate, grow by sharing, 

and commit to succeed.

From the human point of 

view, it is defi ned by our capacity 

to attract and retain talented 

individuals, empower them, and 

implement effi cient and new ways 

of working, to ensure that we fos-

ter the best results. We want to 

have passionate and responsible 

teams working in project mode.

The second aspect is therapeu-

tic performance and quickly 

developing extremely innovative 

projects. We strongly believe in 

the potential of open innovation 

and we have entered into more 

than 50 active research partner-

ships around the world. We now 

have 33 research projects and 33 

drug candidates in development 

in our pipeline. In today’s world, 

developing innovative projects 

goes beyond the scientifi c content 

of the project, as it includes the 

approach and management of the 

project, the capacity to harness 

artifi cial intelligence, and man-

agement of data.

Last but not least, an organiza-

tion needs to perform economi-

cally—growing in terms of sales 

and operational results—even 

more so for an independent com-

pany like Servier, which is gov-

erned by a foundation. Thanks to 

this unique status, we reinvest 

every penny we generate in our 

development. Each year, 25% of 

Servier’s revenue from our brand-

name drugs is invested in R&D. 

This is all in line with our ultimate 

goal, which is the discovery of 

innovative products for patients. 

As we do not have shareholders, 

the ultimate benefi ciaries of our 

actions are the patients. Every sin-

gle employee of Servier is driven 

by this mission.

Another important point is 

our capacity to make our generics 

business (through Biogaran and 

Egis) much more synergistic 

within the wider group and 

between each other.

PB: What would you say is the 

company’s value offer to new 

employees?

LAUREAU: One of Servier’s key 

points of attractiveness is the mix 

between the quality of our exist-

ing and upcoming projects and 

the fact that we offer an excep-

tional working environment 

when it comes to access to the lat-

est and most advanced technolo-

gies. The clarity of the strategy 

we laid out four years ago and 

our consistency in delivering it 

are important factors in retaining 

and attracting quality talents.

Another key aspect that should 

make our organization better per-

forming is empowerment and new 

and more collaborative ways of 

working. It is important for us 

that our teams are passionate 

about their work itself, but also 

about how they work. To this end, 

we have implemented a “New 

Way of Working” program, which 

aims to increase our level of 

empowerment, delegation, and 

digitalization, and to implement 

project-based processes in order 

to better manage the life of those 

projects, knowing when we 

In today’s world, developing innovative projects goes 

beyond the scientifi c content of the project; it 

includes the capacity to harness artifi cial intelligence  

and management of data

http://WWW.PHARMEXEC.COM/


28

WWW.PHARMEXEC.COM

PHARMACEUTICAL EXECUTIVE OCTOBER 2019Executive Profi le

should accelerate them or stop 

them altogether. Our goal with 

this is to increase our capacity to 

arbitrate and increase the agility 

of our organization.

We created, nearly two years 

ago, a Corporate Strategic Team, 

whose responsibility is to stream-

line how the group strategy 

unfolds and assess if new projects 

blend into that strategy or if they 

need adjustments or arbitrations. 

More importantly, the head of this 

team sits with us in the Executive 

Committee, so that we have a real-

time view of how projects unfold.

In order to get everyone’s 

adherence to the important trans-

formation momentum of the 

Group, moving together toward 

the clear goals we have set for 

2021, we rolled out an intense 

transformation process. Starting 

in December 2017, we gathered 

small groups of three to four hun-

dred that altogether encompassed 

all 22,000 employees. Every single 

employee of Servier, whatever 

their function or position, received 

a thorough explanation of our 

transformation plan, vocation, 

values, and vision. We fi nished this 

project in December 2018. Very 

few companies have embarked on 

something of this scale.

PB: Where are your biggest human 

resources needs today?

LAUREAU: We are going to need 

talents in the oncology fi eld, spe-

cifi cally in CAR-T cells, one of the 

areas where we are now heavily 

engaged and committed. We will 

also need scientifi c talents with 

strong knowledge of immuno-

oncology to reinforce our research 

and development, manufacturing, 

and medical teams.

With the global evolution of 

the regulatory, pricing, and reim-

bursement environment, we will 

also be looking to reinforce our 

market access teams with people 

who have strong pharmacoeco-

nomic backgrounds. Competitive 

intelligence is key.

And we are obviously looking 

for talents in artifi cial intelligence 

and the data fi elds.

PB: Can you elaborate on the 

makeup of Servier’s pipeline today?

LAUREAU: The number of oncol-

ogy projects within our portfolio, 

be it in research or in drug candi-

dates, refl ects our ambition in this 

fi eld: we now have 12 drug can-

didates, 21 strategic research alli-

ances, and 700 employees in 50 

countries working each day to 

develop innovative therapeutic 

solutions in oncology.

This pipeline refl ects not only 

our fi ve strategic orientations but 

also our commitment to research. 

Before anything, Servier has 

always been a research-driven 

company, and the investments we 

have made in our upcoming new 

R&D center in Saclay (south of 

Paris) of approximately €290 mil-

lion ($321 million) confi rms this. 

Six hundred Servier Research 

employees will be grouped 

together on the same site to truly 

unleash the power of collabora-

tion to produce innovation.

PB: Why did you pick France for this 

new center?

LAUREAU: Servier Paris-Saclay 

Research Institute will be located 

in Saclay, where we laid the foun-

dation stone last June, and should 

open its doors by the end of 2022. 

Paris-Saclay is a cluster that 

offers many advantages for such 

a center, including a great ecosys-

tem environment. 

In this new center, we will be 

able to fully implement our open 

innovation policy and multidisci-

plinary approaches. We will be 

surrounded by the best France has 

to offer in terms of academic 

research and technology science 

universities: the French National 

Center for Scientific Research 

(CNRS), the French Alternative 

Energies, and Atomic Energy 

Commission (CEA), and world-

class engineering schools like 

École Polytechnique, Centrale 

Paris, and École Normale Supéri-

eure, to name a few.

Sharing the highest levels of 

knowledge and of know-how is a 

central point in our way of work-

ing and refl ects our willingness 

to open up. There will also be an 

incubator in Saclay, where start-

ups will have the possibility to 

develop their projects but also 

share their expertise with our 

teams to create additional cross-

fertilization.

With this new research center 

in this fantastic environment, we 

are giving ourselves the means to 

have evermore innovative research, 

to develop our projects more 

quickly and effi ciently, and thus 

ensure our vocation. We also 

enable France to be attractive in 

terms of talents and partnerships 

and to expand its international 

presence in an increasingly com-

petitive healthcare sector.

PB: Having embarked on so many 

projects, how are you able to create 

a sense of urgency, even though 

you are under no pressure from 

shareholders to deliver results?

LAUREAU: If you look at the 

speed with which we implemented 

our “WeHealth” program and 

how quickly we have digitalized 

Servier, there is no doubt there is 

a sense of urgency in-house. One 

of the main drivers of this is 

remembering that the ultimate 

benefi ciary is the patient. When 

our employees relate this to what-

ever they are working on, a sense 

of urgency comes naturally. 

PharmaBoardroom is

the UK-based,

independent publisher

of Healthcare & Life

Sciences Review
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Approximately 10 years ago “Device Lag” was a major topic of 

discussion related to the Japanese regulatory environment. Currently, 

the Japanese government and the PMDA have improved their 

processes and “Device Lag” is no longer an issue. As a result, through 

good preparation it is now possible to launch medical devices in the 

Japanese market in a timely manner. You now have more control over 

how quickly your product is launched.

Japan has a universal health insurance system and the government 

determines reimbursement device and physician fees. 

Reimbursement will be based on the regulatory approval conditions; 

therefore, reimbursement strategy should be part of your overall 

business plan. Your goal should be receiving good reimbursement 

approval and a successful launch in the Japanese market and not 

simply regulatory approval.    

This webinar will provide an overview of the Japanese regulations 

and development in the Japanese market.      

Key take-aways:

Overview of the Japanese:

• Medical Device Market

• Insurance System

• Regulatory Environment
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T
hroughout most of phar-

maceutical marketing his-

tory, if you wanted to 

understand the state of the 

industry and what direction it 

appeared to be going, healthcare 

marketers would rely on the 

opinions and wisdom of key 

opinion leaders (KOLs).

The KOL model generally con-

sisted of a few key people at the 

top of a pyramid—for example, a 

prestigious doctor at a leading 

clinic such as your Mayo Clinics 

or your Memorial Sloan Ketter-

ings. In other words, you would 

hang on every word from the 

institutes that had a lot of cache. 

The intel they had would slowly 

trickle down the pyramid to the 

rest of the world. Then some-

where along the way, that model 

greatly evolved.

It isn’t that key opinion leaders 

don’t still matter. They very much 

do, and the KOL shouldn’t be 

tossed aside. But in today’s reality 

where we live online just as much 

as offl ine, if a pharma marketer 

only relies on the traditional KOL 

model to understand the complete 

mindset of the marketplace, it’s 

akin to being a doctor attempting 

to diagnose a patient’s mysterious 

malady without doing any blood-

work. That stethoscope and 

tongue depressor may have been 

useful, but you hardly can say you 

gave the patient a thorough exam-

ination.

If one really wants to under-

stand the temperature and condi-

tion of the pharmaceutical indus-

try, they should embrace and 

include the key online infl uencer 

(KOI) model with their KOL 

efforts.

Who works with KOIs?

The person who typically man-

ages KOIs at pharma organiza-

tions depends on where the prod-

uct/molecule is in its lifecycle. 

During the pre-launch, a relation-

ship manager on the medical team 

typically works with KOIs.

During the launch or in-mar-

ket segment of engagement, KOI 

relations live across several func-

tions. The KOI’s role sometimes 

dictates who works with that per-

son or group. The table on facing 

page presents a breakdown we 

often see with clients.

The point is to match the role 

of the external KOI with a credi-

ble subject matter expert inter-

nally to improve chances of a suc-

cessful outcome.

Why you need to understand 

key online infl uencers

Again, KOIs are not all that dif-

ferent from KOLs, especially in 

that there have always been a 

small percentage of people who 

spoke to the masses—and their 

opinions often trickled down 

(infl uenced others). Now, market-

ers’ work with KOIs often repli-

cates what was done with KOLs, 

but much more quickly.

To understand the impor-

tance of the KOI influencer 

group, it’s critical to fi rst under-

stand an infl uencer model called 

the 1-9-90. The reality is that 

today, online conversation around 

any given brand is created by 

roughly 1% of that total audience, 

while 9% are generally comment-

ing/sharing/liking. Basically, 

these folks are amplifying their 

content—bringing it to the 90% 

who are lurking and learning. 

This model is an important factor 

in both social media algorithms 

and search results alike; so, it 

becomes a powerful tool once you 

learn how to leverage it.

The key is to follow who and 

what matters to your brand. You 

should know with precision who 

makes up the people in the 1% 

and understand the behavior of 

the 9% so that you can more 

effectively reach the 90%. Focus 

on the relevant and infl uential bits 

instead of trying to follow and 

analyze everyone—thus diluting 

your efforts. In other words, don’t 

try to “bear hug the beast.”

The KOI’s footprint extends 

across social media, forums, 

blogs, and websites. KOIs aren’t 

just prominent physicians. A KOI 

may also be a retired doctor with 

a blog or perhaps somebody who 

writes a pharmacy blog. They may 

be allied health professionals, 

nurses, researchers, caregivers, 

and super-engaged patients. They 

may even be a group of patients, 

such as the people chiming in on 

a forum website for people who 

have bone and joint issues.

Obviously, each brand’s list of 

KOIs will be different. That list is 

going to refl ect the interests, needs, 

and wants of a target audience. But 

the point is—if a marketer really 

wants to know what’s going on in 

their corner of the healthcare 

world, they have to get out in the 

world. In addition to identifying 

and getting to know all of your tra-

ditional KOLs, it’s now also just as 

critical to spend time identifying, 

getting to know, and cultivating 

relationships with KOIs.

How to Harness, Leverage 

Key Online Infl uencers
The importance of KOIs in tapping into today’s market mindset
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Why you should employ a KOI 

strategy

One might well wonder why it’s 

worth spending any time at all 

with KOIs. Brand teams are 

already plenty busy, and members 

may feel as if they’re already 

plugged in. Isn’t that enough? But 

it may not be. There are a few rea-

sons marketers would do well to 

employ a KOI strategy.

That pyramid has been fl attened

As mentioned, information used 

to travel one way—from up 

above, down to everyone else. But 

now, data is more democratic. It’s 

everywhere; and news gets 

around far faster than it used to. 

Scientists, pharmaceutical execu-

tives, clinical trial directors—

they’re on social media, too. 

These folks frequently post new 

information on Twitter, Insta-

gram, Facebook, LinkedIn, and 

other social platforms.

To put a fi ner point on this, 

not long ago, you had to attend 

an American Society of Clinical 

Oncology (ASCO) conference in 

person to learn in real time 

about the latest data and engage 

with peers. Of course, it’s still a 

worthwhile trip for many, but 

today you can follow along 

online in near real time and 

engage with hundreds of peers 

who are simultaneously in the 

hall and in more than a dozen 

other countries. This year, peo-

ple shared well over a thousand 

tweets leading up to, during, and 

following #ASCO2019—most of 

whom were healthcare profes-

sionals (HCPs), researchers, 

companies, advocacy groups, 

and several patients. By studying 

this event online, you can 

quickly see the most active 

voices, what announcements res-

onated most, and what the big-

gest takeaways were.

Another reason the KOI 

approach is so important is that 

some of the key opinion leaders 

happen to be key online infl uenc-

ers. These two worlds of KOLs 

and KOIs sometimes overlap and 

connect and converge in a variety 

of arenas, including publishers of 

papers; closely tied networks; 

clinical investigators; geography; 

and professional and institutional 

affi liations.

You can see the big picture far better

If marketers are only focusing on 

the KOLs, they’re going to get a 

lot of good information; but they 

won’t have anything close to all 

of the information. One reason 

it’s easy to dismiss the idea of get-

ting to know KOIs is because 

some are viewed as having a “lack 

of credibility and dubious reputa-

tions.” The reality is that due to 

their reach, speed, and relevance 

to certain audience segments, 

even folks who are ill-informed 

can still inform your thinking 

when you’re looking for trends 

and clues about the direction 

healthcare is heading.

In fact, sometimes it’s helpful 

to know what the least knowl-

edgeable medical voices are say-

ing. Think of how the anti-vac-

cine movement has grown in the 

last 10 or 20 years. Much of the 

misinformation spread through-

out the internet. And while that 

may sound like a good argument 

for tossing a KOI strategy out the 

window, it can be helpful—even 

vital—to know the misconcep-

tions that are out there. Back 

when the anti-vaccine propa-

ganda began, it’s probably safe to 

say that most pharmaceutical 

industry executives dismissed it as 

the rantings of a small group of 

people on the fringe. With time, 

however, that fringe moved from 

the margins closer to the middle.

Like them or loathe them, as 

anyone with the measles can tell 

you, the anti-vaccine KOIs have 

made a significant impact. If 

something similar is on the hori-

zon, wouldn’t you prefer to know 

about it earlier rather than later? 

In fact, you would have the ability 

to get ahead of the curve to coun-

ter their distortions and half-

truths if engaged with KOIs.

Competitors are following KOI model

Simply put, you’ve got a signifi -

cant competitive blind spot if you 

don’t have a comprehensive, 

robust universe of KOIs with 

whom you follow and engage. It’s 

a risk that brand teams need to 

shore up—possibly by rethinking 

If a marketer really wants to know 

what’s going on in their corner of the 

healthcare world, they have to get out in 

the world

Typical relationships between KOIs 
and pharma companies across 
functions. 

Matching Up Expertise

KOI ROLE PHARMA ROLE

HCP
Marketing Manager or 

Medical Team Member

Media-related
Communications 

Professional

Patient
Patient/Advocacy Relations 

Manager

Continued on Page 49
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W
hat’s the right amount 

of automation? It’s a 

critical question today 

that many industries 

need to address, including the 

pharmaceutical sector. For 

drug manufacturers, automa-

tion of data processes can 

increase efficiencies, enable 

close-to-real-time reporting, 

and equip executives to make 

faster decisions. As vendors 

release data more frequently 

and pharma companies collect 

more data, commercial teams 

can, at a quicker clip, produce 

more precise reports for the 

sales team, the C-suite, and 

other stakeholders. Amid this 

push for near-real-time report-

ing, however, maintaining data 

integrity becomes increasingly 

diffi cult. 

If not addressed promptly, 

small errors in data that fl ow 

into automated processes can 

wreak havoc—e.g., misaligned 

territories, inaccurate incentive 

compensation payouts, and bad 

forecasts.

To harness the effi ciencies 

and benefits associated with 

automation and minimize the 

inherent risks, companies must 

recognize the importance of 

hu ma n i nt e r vent ion  a nd 

involvement in automated pro-

cesses. No automation tool 

today can account for every 

contingency or potential data 

error. Without data profession-

als closely monitoring data and 

automation processes, a com-

pany puts itself at risk of exe-

cuting error-ridden commercial 

plans, which can hamper sales 

success and deplete an organi-

zation’s trust in the commercial 

team’s work.

It’s crucial that pharma com-

panies carve out a major role 

for data professionals as they 

expand the use of automation. 

The following are fi ve keys to 

avoiding bad data-generated 

and automation-fueled crises.

1. Question everything

The starting point for any 

pharma data team is to be skep-

tical about the accuracy of all 

data. Data vendors vary in 

terms of the quality and consis-

tency of their deliverables, and 

it’s not rare to see formatting 

errors or duplicate entries. 

These problems especially come 

into play when a company 

receives specialty pharmacy 

data, since these vendors often 

input much of their data manu-

ally. Skepticism about data is a 

crucial first line of defense 

against errors that can infi ltrate 

analytics and reporting—and 

generate signif icant down-

stream consequences.

Pharma commercial teams 

must make their processes resil-

ient and proactively scour new 

data assets for errors, so they 

can catch and correct issues 

with data promptly. Teams 

should be on the lookout for 

out-of-the-ordinary changes in 

data. For example, if a new 

data set shows a large increase 

or decrease in prescription vol-

ume for a physician, it’s worth 

a closer look. Importantly, this 

effort to check data should 

include a combination of auto-

mated checks and manual 

reviews by data professionals.

2. Share knowledge

It’s easier to identify fl aws in 

data if a company has inte-

grated teams and strong knowl-

edge-sharing processes. In most 

organizations, multiple teams 

have their hands in data. If they 

aren’t coordinating efforts and 

cross-communicating, they can 

introduce errors. 

For example, say a compa-

ny’s data team decides to tweak 

how it organizes shipment data 

from two years ago. They don’t 

expect their change to impact 

automated reporting processes, 

so they don’t provide details to 

the commercial team. However, 

the data team’s change ends up 

removing shipment data from 

2017, which changes inventory 

count—a number that informs 

earnings guidance. Suddenly, a 

small change in data manage-

ment processes has turned into 

a potential crisis.

It’s also important to share 

and document knowledge 

within a data team. A team 

can’t afford to have too much 

knowledge reside with a couple 

of data professionals. Instead, 

teams must work collabora-

tively and develop repeatable 

processes that new members 

can learn and execute quickly. 

Without a focus on knowledge 

sharing across departments and 

within teams, a company runs 

the risk of repeating errors.

3. Implement circuit breakers

Because small errors can quickly 

infi ltrate multiple reports and 

cascade into larger problems, a 

data team must build in auto-

mated checks, or “circuit break-

Pharma Automation: 
Avoiding the Dangers
The key steps to evading automation-fueled data crises
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Making it easier for the site to succeed
By EB McLindon, Senior Vice President, Site & Patient Solutions, ICON

W
hile it may not seem blatantly obvious, making 
clinical research easier for the site will also make 
life easier for sponsors. How? Think about it… If 

you have 10 things “to do” and 5 are easier which ones are 
you going to do — the hardest task or the ones that you can 
cross off the list quicker? Why are only 1% of physicians in 
the US participating in trials? How many of that 1% who 
do take the step into clinical trials, fall into the “one and 
done” category? The answer is too many. We need to put 
clinical research participation on the easy “to do” list if we 
want to increase the number of physicians who are consid-
ering clinical research for their patients and transform the 
site experience. 

So how can sponsors improve the experience and make it 
easier for physicians and patients to succeed? A few areas of 
focus include: bringing the protocol to life for the investiga-
tor and site team and making it easier for them to manage 
patients and essential procedures, automating the repetitive 
administrative tasks so that they can spend more time car-
ing for the patient; and ensuring that the site is reimbursed 
in an efficient and timely manner. With these in place the 
site experience will be enhanced which will have a positive 
knock on effect in site recruitment and engagement. 

Educating the investigator and site staff 

The complexity and demands of protocols have increased,1 
and with this the need to provide role specific training to 
site staff has become more acute. Traditionally the study 
manual and protocol, normally a very large document, had 
to be pulled out by the investigator before each patient visit. 
Digital solutions have brought us into a new age of site 
education. Using tried and tested e-learning methodology; 
it is now possible to educate clinical site staff from begin-
ning to end of study. This can range from breaking down 
the protocol into more engaging content to providing more 
detailed visit by visit instructions on what needs to be con-
sidered and measured at each patient visit. Enabling access 
to role specific protocol training, when site personnel really 
need to see it, will result in better understanding and also 
improve compliance. It is mandatory to have training re-
cords available for inspection at all times and by deploying 
a learning management system customized for clinical trials 
that complies with regulatory standards, sites will always 
be inspection ready. 

Reducing site administration burden with automation 

Reducing the administrative burden that accompanies re-
search study conduct makes sense for all parties — site staff 
can engage more with each patient and guide them on the 
clinical trial journey and sponsors have the potential to save 
staff time and resources related to document review and 
management. As manual tasks at site shift to automated so-
lutions, clinical operations also gain more visibility to moni-
tor, manage the trial lifecycle and drive site performance. 
Automation around pre-screening, patient enrollment, fi-
nancial disclosure can all lead to a smoother site and patient 
interaction. Additionally, combining automated systems in a 
streamlined, single sign-on solution will further reduce site 
frustration with multiple systems and login credentials. 

More efficient investigator payment management 

Having investigators or site staff chase payments is not going 
to encourage further participation in clinical trials so ensuring 
payments are processed in an accurate and timely manner is ab-
solutely crucial. This is not always straight forward, as a variety 
of regulatory, legal and operational factors need to be consid-
ered when developing an investigator contracting and payment 
model. One area which doesn’t always get sufficient focus at 
the planning stages is tax management. The complexity of the 
non-tax factors that can impact the payment model are signifi-
cant and is further complicated with the layering of the ever-
evolving global tax rules. However, failure to fully consider the 
tax implications can result in delayed site payments, the risk of 
unbudgeted costs and non-compliance with local laws. 

A strategic approach to tax management is a vital compo-
nent of any investigator payment model. By considering this 
at the outset, it is possible to unlock significant value, sim-
plify processes, reduce risk and enable the elimination of key 
pain points in existing processes. Ultimately, this can result 
in quicker and more transparent investigator payments, im-
proved site engagement and lower costs. This approach can 
simplify the management of taxes, minimise the amount of 
work by study staff and ensure compliance with local laws 
and regulations. The right tax model and solution needs to 
take into account many variable factors, so getting the right 
tax advice is essential. 

By addressing these three areas sponsors will have ad-
dressed some key pain points at site that will help them on 
the road to more predictability in patient recruitment, the 
holy grail of clinical trials.

ICONplc.com/sites 

1 Perception & Insight Study CISCRP 2017
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ers,” that stop data processes if 

tripped. For instance, if a dupli-

cate entry exists, the circuit 

breaker would stop the entire 

reporting process. The data 

team would then investigate the 

problem before turning the 

automated process back on.

Data teams should set up 

these circuit breakers to catch 

anomalies in data. In one situ-

ation, a company’s data capture 

system experienced a half-day 

outage. The team that manages 

the data capture system didn’t 

alert the commercial team 

about the outage. So, when the 

commercial team received pre-

scription data a day later, the 

volume was signifi cantly lower 

than it should have been. 

Having an automated check 

in place that stops all data pro-

cessing if overall prescription 

volume rises or drops by a cer-

tain amount would ensure this 

error doesn’t fi nd its way into 

other areas of commercial oper-

ations.

When creating a new auto-

mated report process, data 

teams should implement more 

checks than needed and test for 

several weeks before using the 

process to create stakeholder-

facing reports. But once a pro-

cess is up and running, it’s 

important to be careful about 

implementing too many strict 

circuit breakers without appro-

priate tolerance levels. 

Data teams should, on a reg-

ular basis, evaluate the circuit 

breakers and tolerance levels 

they have in place to ensure all 

are important in preventing sig-

nifi cant reporting errors.

4. Launch investigations

Pharma commercial teams 

should investigate every error 

that occurs and implement an 

automated fix that addresses 

not only the specifi c error, but 

also potential future related 

errors. A data team should fi g-

ure out why upfront manual 

checks didn’t catch the error 

and then assess the circuit 

breakers they have in place to 

identify the gap. Then, the team 

would either tweak or add to 

these automated checks to 

ensure it catches the same (or 

similar) errors in the future.

Fixing an error and any 

associated ramifications is 

important. But a data team 

can’t just patch the error. 

Instead, the team owes it to 

stakeholders to thoroughly 

investigate and implement pro-

cesses to ensure it doesn’t face 

the same problem twice.

5. Leverage experienced and 

pharma-focused data professionals

It’s easy to become complacent 

with and too trusting of auto-

mation. Some commercial 

teams may feel that, with auto-

mation, there’s little need for a 

robust data science operation. 

Having strong data profession-

als in place guiding this func-

tion, however, is crucial to 

identifying errors and limiting 

the fallout from those errors. 

But any data professional 

won’t do. A pharma company 

needs access to data experts who 

have—to steal a line from pop 

culture—a “very particular set 

of skills.” Those skills include 

deep data analytics expertise—

including experience building 

and managing automation 

tools—as well as life sciences 

industry knowledge. Industry 

data contains complexities and 

nuances that only the most sea-

soned data practitioners can rec-

ognize and address.

For example, if a company 

generates prescriptions based 

on an off-label use of its prod-

uct, it needs to separate those 

off-label prescriptions from on-

label prescriptions for incentive 

compensation reporting. This 

effort is crucial to ensuring 

fi eld sales representatives are 

only compensated for and moti-

vated to pursue on-label pro-

motion.

Data professionals must 

understand how the drug is 

being prescribed and build auto-

mated processes to identify pre-

scription records for off-label 

uses of the product. Data ele-

ments such as HCP specialty or 

ICD-10 code can be used to fi l-

ter out off-label prescriptions, 

but, often, data professionals 

need to be more creative when 

dealing with messy data sources 

(e.g., use keywords or string 

searches to fi lter out problem-

atic account types). If off-label 

data were lumped in with on-

label use data, a data profes-

sional without deep industry 

knowledge may not catch the 

error.

If a pharma company’s data 

team has this comprehensive 

skillset, it can more effectively 

identify errors in data and 

implement the automated 

checks needed to prevent serious 

problems with reporting. 

Skepticism about data is a crucial fi rst line of 

defense against errors that can infi ltrate analytics 

and reporting
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I
n the last two years, three 

states have enacted drug 

importation legislation, at 

least 16 states have consid-

ered such legislation, and senators 

Bernie Sanders of Vermont and 

Chuck Grassley of Iowa each have 

pending importation bills at the 

federal level. With the recent 

fl urry of legislation and pending 

legislation, Bobby Darin fans may 

be singing “somewhere beyond 

the sea, a cheaper prescription 

drug is waiting for me.” However, 

before Americans begin singing 

songs of hope, there are diffi cult 

questions that must be answered 

with regard to drug importation’s 

coexistence with the Drug Supply 

Chain Security Act (DSCSA), 

whether importation generates 

cost savings, the safety of drug 

importation, and the impact of 

importation on consumer behav-

ior and how patients receive care.

The existing state laws and 

pending federal bills on drug 

importation vary in scope and 

detail. For example, in Florida, 

the importation law creates a 

wholesaler importation program 

for certain drugs from Canadian 

suppliers which are likely to gen-

erate cost savings to Florida 

Medicaid. The statute also 

allows for Florida wholesalers, 

pharmacies, and pharmacists to 

import drugs from foreign 

nations, which the US recognizes 

as adhering to good manufactur-

ing practices. By comparison, 

Vermont’s law creates a program 

for wholesale importation of 

otherwise high-cost drugs from 

Canada, which would be sold to 

Vermont residents through local 

pharmacies.

At the federal level, Grassley’s 

bill is narrower, focusing on per-

sonal importation, and authoriz-

ing individuals to mail-order or 

purchase online a limited group 

of drugs from Canadian pharma-

cies. In contrast, Sanders’ bill is 

broader, initially authorizing US 

wholesalers, pharmacies, and 

individuals to import certain 

drugs from Canada, but also 

allowing for expansion of such 

importation to countries within 

the Organization for Economic 

Cooperation and Development 

that meet certain standards com-

parable to US standards.

Regardless of the details of any 

given legislative program, each one 

must face the same diffi cult ques-

tions regarding implementation. 

Perhaps the most diffi cult chal-

lenge facing drug importation pro-

grams is coexistence with the 

DSCSA. Congress passed the 

DSCSA in 2013 with the intent to 

track prescription drugs from the 

manufacturer to the pharmacy to 

prevent counterfeit drugs from 

entering into our system. The stat-

ute is broad and preemptive of any 

state-level drug product tracing 

efforts. Because the statute is a 

broad, federal law with preemptive 

effect as to the drug supply chain, 

any state or federal legislation 

addressing the drug supply chain 

must contend with the DSCSA, 

including state or federal foreign 

drug importation legislation.

The state importation pro-

grams and proposed federal 

importation programs, to varying 

degrees, seek to incorporate or 

comply with the DSCSA. For 

example, Florida’s program estab-

lishes a vendor to ensure that the 

state’s program complies with the 

DSCSA. By comparison, Sanders’ 

bill establishes an agreement with 

Canada that attempts to ensure 

compliance with the DSCSA, and 

requires that certain DSCSA trac-

ing information be exchanged 

within the importation program.

However, the question is whether 

any of these importation pro-

grams can truly comply with or 

coexist with the DSCSA. 

Key concerns with the DSCSA 

are as follows. First, it requires that 

only authorized trading partners 

may transfer ownership of most 

prescription drugs from the manu-

facturer down to the pharmacy. To 

be an authorized trading partner 

under the DSCSA, manufacturers 

must be registered with FDA under 

the Food, Drug and Cosmetics Act 

(FDCA), wholesalers must be 

licensed under state law or yet-to-

be released federal wholesaler 

licensure regulations, and dispens-

ers must be licensed under state 

law. Accordingly, any drug impor-

tation program must ensure that 

foreign drug manufacturers, 

wholesalers, and pharmacies that 

transfer ownership of prescription 

drugs subject to the DSCSA are 

authorized trading partners. It is 

far from clear how any importa-

tion program will accomplish this. 

Second, when fully imple-

mented, the DSCSA will require 

each prescription drug smallest 

saleable unit to include a product 

identifier, which consists of the 

National Drug Code (NDC), a 

unique serial number, a lot num-

ber, and the expiration date. For-

eign drugs will inevitably be miss-

ing at least some of the DSCSA 

required serialization information, 

or will not have such information 

Policy Sync-Up: The Drug 

Importation Conundrum
Coexisting with the DSCSA may hinder new legislative efforts
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in a format that aligns with the 

DSCSA system. This is particularly 

true to the extent that a given drug 

importation program authorizes 

importation of non-FDA approved 

drugs. 

Surveying the current interna-

tional drug supply, imported 

drugs are not likely to contain 

NDC numbers or unique serial-

ization numbers required by the 

DSCSA. NDC codes are particu-

larly critical because they are 

used for many functions within 

the supply chain, including reim-

bursement and billing, as well as 

for patient safety and clinical 

purposes. With foreign drug 

importation programs, it is fur-

ther unclear how patients will be 

notifi ed that a dispensed drug is 

subject to a recall or is with-

drawn, or how adverse event 

reporting or post-marketing sur-

veillance can occur.   

Third, because information, 

such as the NDC code, will be 

widely absent from foreign 

imported drugs and because 

many exporters will not be autho-

rized trading partners under the 

DSCSA, other related DSCSA 

requirements prove problematic 

as well. More specifi cally, if there 

is no NDC code or serial number, 

then the transaction information 

required by the DSCSA will be 

incomplete. The exporter cannot 

exchange complete transaction 

information with the domestic 

purchaser of the drug as required 

by the DSCSA. Moreover, if the 

exporter is not an authorized 

trading partner, then the exporter 

cannot affi rm that that entity is 

authorized under the DSCSA, as 

required in transferring a transac-

tion statement to the domestic 

purchaser of the drugs. Sellers 

must transfer transaction infor-

mation and transaction state-

ments with the transfer of drug 

ownership, and purchasers can 

only accept drug ownership if 

they receive the transaction infor-

mation and transaction state-

ments. Incomplete transaction 

information and transaction 

statements are unacceptable 

under the DSCSA. 

Cost-savings debate

Beyond the DSCSA, another ele-

phant in the room is whether 

drug importation will generate 

cost savings. This is a highly con-

troversial debate. Drug importa-

tion supporters believe that 

importing lower cost foreign 

drugs is tantamount to importing 

lower costs. Arguably, foreign 

countries have lower-cost drugs 

because they have drug price con-

trols or a single payer system with 

a single purchaser of drugs, both 

of which are an anathema to the 

US. Importing foreign drugs may 

not be the same as importing for-

eign drug pricing. 

For context, a study con-

nected to the recent Vermont 

drug importation legislation 

found that private insurers could 

annually save $1 million to $5 

million through drug importa-

tion. However, Vermont Medic-

aid indicated that the program 

would produce no net savings to 

the state or Medicaid enrollees. 

Moreover, the same study raised 

concerns that upfront investment, 

appropriations, and other costs 

may offset any generated savings.

Questions must be asked 

regarding the cost to state and/or 

the federal government to provide 

oversight over foreign manufac-

turers, wholesalers, and/or phar-

macies, and the cost to ensure the 

quality, safety, and effi cacy of for-

eign drugs, particularly foreign 

drugs without FDA approval. 

Along these same lines, several 

former FDA commissioners have 

openly questioned whether drug 

importation will actually generate 

any cost savings. Another impor-

tant cost question is whether 

third-party payers will provide 

coverage for foreign drugs or 

drugs dispensed by foreign pro-

viders, raising the possibility that 

patients will assume the full 

responsibility for the cost of 

imported drugs.

Safety at stake?

Turning to the issue of patient 

safety, given the risk that a drug 

importation program undermines 

the DSCSA, it likely undermines 

patient safety, as well. The World 

Health Organization estimates 

that 10% of drugs in low- and 

middle-income countries are 

counterfeit. Such drugs have a 

greater likelihood of reaching US 

consumers when a drug importa-

tion program undermines or 

bypasses the DSCSA. Even 

though a US purchaser may 

believe they are purchasing a drug 

from Canada or another devel-

oped country, the actual source 

of the drug may be a third-world 

country and the developed coun-

try may be a mere pass-through. 

This is particularly true for drugs 

purchased online. Without the 

With foreign drug importation programs, it is unclear 

how patients will be notifi ed that a dispensed drug is 

subject to a recall or is withdrawn, or how adverse event 

reporting or post-marketing surveillance can occur
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benefi t of the DSCSA, imported 

drugs cannot be traced to their 

source to ensure that they are not 

counterfeit drugs.

Where a drug importation 

program allows for the importa-

tion of drugs without FDA 

approval, the risk to patients is 

even more acute. At best, it will 

be diffi cult for US wholesalers, 

pharmacies, and patients to iden-

tify which non-FDA approved 

foreign drugs have the same active 

ingredients, route of administra-

tion, and strength as comparable 

to FDA-approved drugs. US drug 

supply chain participants will 

lack the expertise to distinguish 

between what may be, for exam-

ple, a legitimate Canadian drug 

product and a counterfeit sub-

standard and unsafe foreign drug. 

Foreign drugs will look different 

and be packaged differently. Con-

fusion will likely abound at the 

expense of patient safety.

The concern over drug impor-

tation and patient safety is also 

evident in warnings from past 

FDA commissioners that drug 

importation will facilitate coun-

terfeit drugs entering the US sys-

tem. Similarly, Canadian offi cials 

have publicly stated that Canada 

will not verify that drugs coming 

from Canada to the US are safe 

and high quality drugs. The latter 

statement would seem to indicate 

that Canada recognizes that it 

may serve as a pass-through for 

possibly counterfeit drugs manu-

factured in third world countries, 

as well as demonstrating Canada’s 

unwillingness to facilitate impor-

tation of drugs from Canada to 

the US.  

Finally, drug importation 

fundamental ly a lters how 

patients receive care. First, to the 

extent that drug importation 

authorizes patients to purchase 

foreign drugs online, a drug 

importation program normalizes 

such behavior. In an effort to 

save money, patients will seek to 

purchase certain drugs online 

from what they believe are legit-

imate Canadian or developed 

country online pharmacies. 

However, patients will not neces-

sarily be able to distinguish 

“legitimate” online vendors from 

those that are illegal or dispens-

ing counterfeit drugs. Patients 

will think any online purchasing 

of drugs is safe, thereby subject-

ing themselves to a greater risk 

of counterfeit online drugs.

Care channel gaps

Drug importation also promotes 

fragmented care, a concept that 

US policymakers are trying to 

eliminate, not facilitate. This con-

cern is of greatest concern with 

regard to patients purchasing 

from foreign online pharmacies. 

Canadian pharmacists can only 

dispense prescriptions issued by 

Canadian prescribers.Accord-

ingly, patients must engage with 

Canadian prescribers to obtain 

their low-cost medications—pos-

sibly through telemedicine—

while still engaging with US 

healthcare providers for all of 

their other medical needs. 

There is no assurance that 

patients’ interactions and medi-

cal records with Canadian pre-

scribers and pharmacists will be 

shared with their American 

counterparts, yielding a frag-

mented and disconnected pic-

ture of a patient’s healthcare 

profile. For example, compre-

hensive medication reviews as 

part of medication therapy man-

agement (MTM) will not be 

comprehensive due to the lack of 

connectivity between US provid-

ers and Canadian pharmacies.

In a similar vein, use of online 

pharmacies for drug importation 

weakens the pharmacist-patient 

relationship. It is much more dif-

ficult for a patient to receive 

counseling from a foreign online 

pharmacy than to receive such 

counseling face-to-face from their 

neighborhood community phar-

macist. Moreover, it will be dif-

fi cult for a community pharma-

cist to provide such counseling 

with missing pieces of the 

patient’s healthcare profile 

located overseas. 

Moreover, the US trend 

toward value-based care is under-

mined by drug importation. 

Value-based care does not work 

when a patient receives some of 

their care outside of the value-

based care structure. Nonethe-

less, drug importation, particu-

larly through foreign online 

pharmacies, would create such a 

scenario, as the US value-based 

standards are not incorporated 

into the foreign pharmacy’s sys-

tem. Outcomes-based reimburse-

ment also suffers when providers 

subject to such reimbursement 

may be penalized for the actions 

of foreign pharmacies or patients’ 

reactions to non-FDA approved 

medications.

Complex pursuit

On the surface, opening the 

borders to foreign drug impor-

tation may seem like an easy 

way to generate cost savings and 

attack high drug prices. In real-

ity, drug importation is a highly 

complex and extremely chal-

lenging policy endeavor. From 

compliance with existing laws 

to truly generating cost savings 

to ensuring patient safety, land 

mines abound. The rapid move-

ment toward drug importation 

at both the state and federal 

level may prove more challeng-

ing than politicians would have 

you believe.  
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Thailand

Right Here, 

Right Now

As Thailand is quickly losing price competitiveness with low-cost neigh-

bors Cambodia, Vietnam, and Laos, ASEAN’s second-largest economy 

and its 69 million population have had little choice but to embrace the 

transformation of the Thai economy. To achieve its goals, Thailand is 

now largely leaning on its robust healthcare infrastructure.

The country is currently in the midst of its fi ve-year 12th National 

Economic and Social Development Plan which commenced in October 

2017 with the purpose of achieving secure, prosperous, and sustaina-

ble development in the face of future challenges. As part of this strate-

gy, the Thai government has created an ‘Industry 4.0’ policy which aims 

to cultivate a stronger value-added economy by encouraging greater 

innovation and R&D initiatives across ten key industries: next-gene-

ration automotives, smart electronics, medical and wellness tourism, 

agriculture and biotechnology, food for the future, robotics, aviation and 

logistics, biochemicals and fuels, medical hub, and digital. 

With a unifi ed effort from the government to develop Thailand’s tech-

nological ecosystem, there has already been evidence of positive outco-

mes. As newly appointed Deputy Prime Minister and Minister of Public 

Health Anutin Charnvirakul declares, “Since the implementation of the 

12th National Economic and Social Development Plan, the industry has 

witnessed a spike in resources available for research and development 

hubs with enhanced accessibility to groundbreaking innovation. This 

is primarily the result of the push within the Thailand 4.0 policy to en-

courage greater partnerships between the public sector, private sector, 

government agencies, and educational institutions.” 

Although Thailand’s innovation journey is just beginning, industry pla-

yers are excited to see what is to come from the country. “Developing in-

novation as a culture takes time and Thailand is currently in the planning 

mode of achieving this dream… I can see that the appetite to achieve 

and grow is much greater than before,” insists Rajan Kalidindi, country 

head of GE Medical Systems. The country is attempting to cultivate an 

ecosystem that is conducive to entrepreneurialism and startups by offe-

ring incentives and unlocking resources and, as Kalindindi notes, “Althou-

gh this process is still bureaucratic, the gears have already begun to turn 

in meeting this goal.”

The pharma industry is hopeful that it will be part of the solution, 

“Building an innovation ecosystem is a combination of policy, processes, 

ministry cooperation, pricing, and much more. As an industry we must 

demonstrate the value of innovation in saving and improving lives. For-

tunately, we see there is an openness to communication from the health 

authorities which will help us in coming together to achieve this common 

vision,” notes Kevin Peters, managing director of MSD in Thailand.

“To achieve sustainable growth Thailand needs to look holistically 

into improving the awareness of the value of innovation,” states Bu-

sakorn Lerswatanasivalee, CEO of Thailand’s Pharmaceutical Research 

and Manufacturers Association (PReMA). “Innovative medicines play a 

crucial role in ensuring that Thai people have access to the best health-

care possible. They help people to live longer, healthier, and more pro-

ductive lives while transforming once incurable diseases into treatable 

conditions,” she adds.
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HEALTHCARE: PIVOTAL TO 

THAILAND’S TRANSFORMATION

Over the past two decades, Thailand has been able 

to build and cultivate a robust healthcare ecosystem 

and infrastructure that has turned into a source of 

national pride and could be a stepping stone in its 

strategy to initiate a transformative era with a greater 

embrace of R&D. 

“Thailand is already a very attractive market 

for healthcare where the quality of care is excellent. 

With Thailand 4.0 being a very ambitious vision, we 

can see the desire for the country to move forward to 

the next level,” explains Philippe Pedeboscq, CEO as per his 

business card of Siemens Healthineers. 

“Over the past few years, Thailand has emerged as the re-

gional force in various fi elds within healthcare and the life 

sciences. Most notably, since its inception in 2002, Thailand 

has been one of the fi rst countries within the ASEAN region 

to successfully implement universal healthcare coverage,” 

adds Minister Charnvirakul.

As Pedeboscq points out, “The healthcare players in 

Thailand are very sophisticated with high-level private hos-

pitals on one hand and a large public sector with univer-

sal healthcare.” Spending on healthcare is also on the up. 

According to BMI Research, total healthcare expenditure 

in Thailand amounted to USD 25.3 billion in 2016 and is 

expected to increase to USD 47.9 billion by 2026. Today, 

about three-quarters of Thai healthcare expenditure is 

public, and in 2016, the government allocated 10.1 percent 

of its total budget to be spent on public health services.

Healthcare in Thailand is provided through three pro-

grams: the Civil Servant Medical Benefi t Scheme (CSMBS), 

the Social Security Scheme (SSS), and the Universal 

 Healthcare Coverage (UHC) scheme. “When the National 

Health Security Offi ce (NHSO) was created in 

2002 under the supervision of the Minister of 

Public Health, only 77 percent of Thais were cov-

ered by any public health insurance…After more 

than 16 years of hard work, we have achieved our 

objective of  covering 99 percent of Thai people,” 

enthusiastically explains Jadej Thammatacharee, 

the NHSO’s deputy secretary general.

PRICING PRESSURE BLUES

There is no one-size-fi ts-all approach to achieving 

successful UHC. However, there are several com-

mon realities which all healthcare systems across the globe 

are facing. 

“In healthcare, there are two major challenges, the fi rst 

being a rise in the number of patients being treated, which 

is absolutely the case in Thailand with the aging popula-

tion. All the while, there is a need to manage costs and cre-

ate a sustainable system,” points out Siemens Healthineers’ 

Pedeboscq. 

Jadej Thammatacharee of the NHSO adds, “The rapid-

ly aging population must be able to access the treatments 

and technology which are rapidly entering the healthcare 

system. We need to fi nd a way to fi nance those new treat-

ments and technologies.” Despite its strong suits, the forces 

confronting Thailand’s healthcare ecosystem have placed an 

increased pressure on the system to take direct action in the 

name of sustainability. 

For the pharmaceutical industry, the last few years 

have been diffi cult due to a number of cost-containment 

 measures that led to declining industry sales. Accord-

ing to data gathered by PReMA, the Thai pharmaceuti-

cal  market has  suffered negative growth in 2019 thus far. 

“The  pharmaceutical market in Thailand is continuing to 

Anutin 

Charnvirakul, 

deputy prime 

minister & minister 

of public health

Diabetes is one of the major health challenges of our 
time. Today, 425 million people are living with diabetes1, 

and by 2045 this number could rise to 736 million2.  
Two-thirds of all people with diabetes live in cities.1

More than 95 years of diabetes leadership has taught us 
that curbing the pandemic requires extraordinary focus. 

The Novo Nordisk approach to changing diabetes is  
clear – together with partners, we must address the risk 

factors in urban settings, ensure people are diagnosed 
earlier, improve access to diabetes care and support  

people in achieving better health outcomes.

Learn more at  

novonordisk.com/changingdiabetes 

and share your view  

#ChangingDiabetes

1. International Diabetes Federation. IDF Diabetes Atlas, 8th edn. Brussels, Belgium: 
International Diabetes Federation. 2017. 2. Cities Changing Diabetes. Diabetes 
Projection Model. In: Incentive, ed. Holte, Denmark 2017.

https://www.novonordisk-us.com/
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 transform with median  pricing policies…thanks to this, the 

market has declined in value and continued to grow in vol-

ume, given the aging population,” explains Kris Sisneros, 

managing director of Merck Thailand. 

“We are trying to focus on market access for our products 

when it comes to making commercial decisions. This means 

we need to work with the government to ensure that pric-

ing is correct and that the maximum number of patients can 

have access to the medicines they need at a fair price for all 

stakeholders,” insists Thomas Birsinger, managing director of 

Menarini.

Despite initiatives taken by the government to bolster the 

domestic industry, pressure on prices is also taking its toll on 

local manufacturers  with fewer resources than their multi-

national peers, “Although the government has been working 

to add specifi c criteria to the National List of Essential Med-

icines to support local producers by providing more oppor-

tunities to sell to the public sector, market prices continue to 

fall each year. This makes it diffi cult for a local company to 

grow,” reveals Thanakorn Ounpiyodom, managing director 

of Aerocare, a local manufacturer.

MARKET CONDITIONS: THE WINDS 

OF CHANGE

Pharma companies in Thailand have not only had to manage 

pricing pressures, but also navigate a historically diffi cult reg-

istration process. “One of the main challenges we faced in the 

past was getting timely Thai FDA approval… review time for 

Thai FDA approval used to be a long  process and needed a lot 

of data from the company,” notes John Dawber, vice president 

and general manager of Novo Nordisk’s local affi liate. 

These conditions resulted in industry players having to 

rethink their access strategies. “We learned that not every 

Tares Krassanairawiwong, secretary general, Thai FDA; John 

Christopher Dawber, vice president & general manager, Novo 

Nordisk;  Thomas Scott Birsinger, managing director, Menarini

http://www.tcels.or.th/Home
http://www.tcels.or.th/Home
mailto:hotline@tcels.or.th
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Menarini product is a perfect fi t for Thailand, so we have 

to ensure a product has real potential to succeed here,” ex-

plains Thomas Birsinger. Birsinger is, however, remaining 

positive in light of recent changes in the market. “The Thai 

FDA can be a challenge, but they have made some reforms 

which we are optimistic will help approval timelines and im-

prove processes,” he adds. 

This optimism is shared by Novo Nordisk’s Dawber. 

“The Thai FDA has done a wonderful job in expediting 

their review timelines to be among the most effi cient in the 

world,” he notes. “The regulatory environment has changed 

a lot in a positive way, and if we can obtain the right price 

and approval times for our products, it could be a great op-

portunity for us”. 

Even newcomers are able to feel the gradual shifting of a 

once notoriously challenging market. “Many people warned 

me that Thailand is a very taxing environment. However, 

I have seen a signifi cant swing in dynamism within the 

market. There is a strong desire from the government to 

improve the healthcare of Thai patients,” explains MSD’s 

Kevin Peters. “The Thai government  recognized the need 

for change. After regulatory reform, the registration pro-

cess which  previously took over three years on average 

now boasts an expected timeline of 12 months,” continues 

Busakorn Lerswatanasivalee, CEO of PReMA.

Sakchai Kanjanawatana, secretary general, NHSO;  Jadej 

Thammatacharee, deputy secretary general, NHSO; Sumalee 

Kristarnin, country president, Novartis

“Continuing to be curious has been in the DNA of 

Merck for over 350 years and it will remain so for 

the next 350,” affi rms Kris Sisneros, managing 

director of the Thai affi liate. “The ability to be cu-

rious is about being able to say what we can do 

personally to meet the needs of the hospitals, the 

doctors, and the patients. Being curious gives an 

open door to an innovative program and creates 

opportunities for our people,” he adds. 

Merck has been active in Thailand since 1991. 

CSR and patient-centricity are key points of the 

discussion on the agenda of all industry players today, but a 

true understanding of what this looks like can be indistinct. 

As managing director, Sisneros has taken a hands-on role to 

elevate these concepts at the local level beyond 

just buzzwords. “In Thailand, we are continuing to 

go beyond treatment by partnering with hospitals 

and different stakeholders as a consultant to help 

them to improve and support their business and 

to be able to treat more patients more effective-

ly,” adds Sisneros. 

In particular, the affi liate works within their key 

therapeutic areas for Thailand such as fertility and 

diabetes to push disease management and educa-

tional programs. “At the end of the day, of course, 

we are coming back to patient treatment. Working  with clinics 

and talking about diabetes and cardiovascular management 

with hospitals and nurses means a lot for the company.” 

Healthcare Beyond the Pill

Kris Sisneros, 

managing director, 

Merck

http://www.aerocare.co.th/
http://www.aerocare.co.th/
https://www.pharma-fac.co.th/
mailto:services@aerocare.co.th
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In 2017, the Thai FDA took action to resolve this backlog 

issue and reform the registration and approval process by 

specifying that product approval timeline must not exceed 

the time specifi ed in its public manuals, readdressing the 

offi cial fee schedule, and most importantly implementing an 

electronic submission (eCTD) protocol. “We have learned 

to lead the Thai FDA to be adaptable and reinvent ourselves 

to stay ahead. Within the past few years, we have been con-

ducting a few reforms in different areas such as a one-stop 

service complex, a consultation system and application of 

Good Registration Management to improve our perfor-

mance,” describes Dr Tares Krassanairawiwong, the Thai 

FDA’s secretary general.

However, the winds of change can often deliver unwar-

ranted considerations. “Lifetime registration no longer ex-

ists; registrations now have to be renewed every four or fi ve 

years. This has become a cause of much concern among lo-

cal CEOs as the requirements for re-registrations are not yet 

clear,” points out Rachod Thakolsri, managing director of 

BIOLAB, a local generic manufacturer. 

The road to a fully transformed regulatory landscape is a 

long one, but the victories along the way do not go unrecog-

nized. “It is not perfect yet, but we are closely collaborating 

with the industry and the Thai FDA to improve those process-

es for the benefi t of the entire  healthcare  ecosystem, but most 

of all, the patient,” adds Busakorn Lerswatanasivalee of PRe-

MA. The feeling of a mutual objective is shared by Takeda’s 

Peter Streibl. “It is great for the people in Thailand that the 

authorities and the pharma companies are in-line to accelerate 

access to new and innovative medicines when they become 

available.”

“Access to innovative medications is a critical element 

of improving public health, so close collaboration between 

the respective government agencies and the pharmaceuti-

cal industry will continue to play a key role to further in-

crease access for patients,” states Somvong Tragoonrung 

of BIOTEC.

Asia is a breeding ground for disruptive tech-

nology and, for Dr Nares Damrongchai, CEO 

of the Thailand Center of Excellence for Life 

Sciences (TCELS), collaboration with the 

continent’s innovative hotspots represent a 

signifi cant opportunity to drive domestic life 

sciences innovation. “We should be working 

with other players in the region. We know 

that if you try and compete with everyone 

and stay in your own country, you cannot go 

anywhere, especially in the life sciences in-

dustry,” he argues.

In the future, it is expected that many technologies will be convergent 

and combine to form new disciplines. Damrongchai posits that AI and 

digital health will play important roles in the 

life sciences, for example. “Pharmacology 

and genomics will become pharmacogenom-

ics and with the advancement in AI software, 

a mobile phone might be able to analyze 

drug-responsive genes, enabling the devel-

opment of precision medicine,” he exclaims. 

Damrongchai, although cognizant of the chal-

lenges in implementing innovative technolo-

gies in Thai healthcare, is, however, optimis-

tic. “It is so challenging. I am looking forward to seeing what will happen 

in the next fi ve or ten years. I hope that in the next decade AI will be 

able to drive the digital healthcare system of Thailand into new medical 

services,” he concludes.

Embracing Emerging Fields Together 

Nares Damrongchai, CEO, TCELS; Sirasak 

Teparkum, deputy CEO, TCELS

with an energy that creates world-changing 
partnerships.

INFECT
PEOPLE
Love to share your enthusiasm? 
Welcome to Merck. Every day, 
our Healthcare, Life Science and 
Performance Materials people in 
66 countries use their passion, 
curiosity and ideas to make life 
better for everyone. Join Merck 
and bring your curiosity to life.

Apply now!
come2merck.com

https://www.merckgroup.com/en/careers.html
https://www.merckgroup.com/en
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In the meantime, global pharma 

players such as Menarini are contin-

uing their commitment to Thailand. 

“We are invested for the long haul, so 

short term challenges are accepted as 

we still view Thailand as an oppor-

tunity for long term growth,” assures 

Menarini’s Birsinger. 

CULTIVATING A LANDSCAPE 

FOR ADVANCED CLINICAL 

RESEARCH 

As Thailand’s focus has shifted towards R&D over the past 

few years, the number of in-country clinical trials being 

conducted has increased concurrently. From 2011 to 2016, 

Thailand conducted a total of 739 clinical trials, the larg-

est number within the Southeast Asian region, followed by 

Singapore (610 trials) and Malaysia (351 trials). “We be-

lieve that this phenomenon is occurring due to the support-

ive medical infrastructure in Thailand,” explains the Thai 

FDA’s Tares Krassanairawiwong. 

“We have been working on our clinical trials system, 

helping to create the strategic clinical research roadmap 

for Thailand. We are progressing in an effort to make 

Thailand the center for regional clinical trials,” proclaims 

Nares Damrongchai of TCELS. Thailand has recently 

successfully amended its Drug Act to add regulation for 

scientific ethics and standards related to clinical trials 

known as Good Clinical Practice (GCP). “Compliance 

with GCP standards assures the public that the rights, 

safety, and well-being of trial subjects are protected, and 

that the clinical data generated is credible,” confirms 

Krassanairawiwong.

Many organizations, health institutes, and companies 

are trying to create the right climate to encourage and 

 develop Thailand’s clinical trial ecosystem. “As one of the 

leading multinational companies, we are working to be 

the partner who brings a sustainable solution to the Thai 

patients, from clinical trials and diagnostics to improving 

the quality of care and expanding access,” insists Sumalee 

Kristarnin, country president of Novartis.

Thailand’s strong university hospital system, large patient 

population, and highly qualifi ed medical personnel make 

the country a competitive clinical trial destination. “We 

are going to follow this path in the near future to continue 

launching clinical research,” proclaims Jadej Thammatacha-

ree, deputy secretary general of the NHSO. Under a unifi ed 

mission, Krassanairawiwong adds, “We aim to collaborate 

with all stakeholders to develop an ecosystem that promotes 

clinical trials in the country and develop our human capital 

concerning all challenges.”

FINDING THE NICHES

Aside from being a destination for 

clinical research, Thailand is striving 

to cultivate its own value-added ca-

pabilities. Therefore, identifying and 

leveraging its unique strengths will 

the key success factor for the king-

dom. “Thailand has an excellent level 

of expertise in certain fi elds. For ex-

ample, if we compare our populations 

and quality of service, we are able to 

compete with Singapore and Japan in 

the area of infectious disease,” asserts Prasit Palittapon-

garnpin, executive vice president of the National Science 

and Technology Development Agency (NSTDA). “We are 

trying to develop the vaccine industry and attract interna-

tional companies to manufacture here in Thailand which 

could be one of our strengths globally. We already have 

some contracts to support private companies and are pro-

gressing to develop this area,” explains Palittapongarnpin.

Focusing on the manufacturing of vaccines as a specialization 

could be a life saver for a country that is struggling to fi nd its 

own innovative agenda. “Thailand is blessed with an abundance 

of raw and compound materials which is a competitive advan-

tage in the fi eld of biotechnology,” points out BI’s Armin Wies-

ler. Tares Krassanairawiwong of the Thai FDA confi rms that 

Somvong Tragoonrung, executive director, 

BIOTEC; Prasit Palittapongarnpim, executive 

vice president, research and development 

management and international collaboration, 

NSTDA
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“Thailand has com-

petent manufactur-

ers which produce 

a wide range of 

chemical products, 

biologicals, vaccines, 

and biosimilars. Our 

government insti-

tutes and univer-

sities have strong 

research and devel-

opment capabilities and work collaboratively with the local 

pharmaceutical industry to develop and manufacture  innovative 

medicines…biopharmaceuticals and vaccines are indeed areas 

which the government is focused on,” he explains.

A MEDICAL TOURISM HUB FOR ASEAN

Another objective of the government’s Industry 4.0 policy is to 

position Thailand as the top medical hub of the ASEAN region. 

Thailand’s advanced medical infrastructure when compared to 

its neighbors has established the country as a popular medical 

tourism destination worldwide. Thailand is able to offer state of 

the art medical care and the newest medical innovations which 

attract patients for high-value  procedures such as fertility treat-

ments. As Merck’s Kris Sisneros states, “Fertility is a growing 

Founded in 2003, Aerocare is the only man-

ufacturer of inhaler preparations in Thailand 

and the ASEAN region. “When we decided 

to create the company, we aimed to produce 

medicine locally in order to help patients eas-

ily access expensive items,” explains man-

aging director Thanakorn Ounpiyodom. Aero-

care not only uses advanced machinery from 

Switzerland but also imports raw material 

and other components from European coun-

tries to ensure the best quality products can 

be made accessible to patients in the region. 

After several M&A exercises, Aerocare has expanded its capacity to pro-

duce new formulations and product categories including generics and 

food supplements. Ounpiyodom is now looking towards the next stages 

of the company’s development. “We are now 

focusing on innovative products. Our interna-

tionalization strategy is to focus on Asia, but 

we do have a global partnership strategy,” he 

reveals. “We are planning to expand our part-

nership in Germany and acquire new machin-

ery for our facility in Thailand. We are always 

looking for innovative machines in order to 

get the most innovative products in our fi eld”.

While internationalizing can always be a big 

step for local manufacturers, Ounpiyodom 

is confi dent in the organization’s ability to succeed, “The good thing 

in Aerocare is that we have the perfect team, highly motivated and 

qualifi ed who are working with us to make our story a success story 

in Thailand,” he exclaims.

Meeting Needs at Home and Abroad 

Thanakorn Ounpiyodom, managing 

director, Aerocare; Lakana Ounpiyodom, 

assistant managing director, AeroCare

Selim Sezgin, country manager, Pfi zer; 

Kevin Peters, country president, MSD

https://www.menarini.com/
https://www.menarini.com/
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area for us because Thailand continues to be a top destination 

in Asia Pacifi c for fertility counseling. 50 percent of the patients 

come from the domestic market and the other 50 percent comes 

from medical tourism.” He adds, “Last year, we contributed to 

the birth of 16,000  babies through our fertility portfolio.”

Other industry players are becoming increasingly aware of 

Thailand’s potential as a medical tourism destination. “Thai-

land is becoming more popular for medical tourism thanks to its 

quality of care and high level of expertise. We have many physi-

cians graduated from the best medical schools around the globe. 

Their expertise, combined with the relatively low cost of care, 

makes Thailand an attractive place,” agrees Sumalee Kristarnin 

of Novartis. By solidifying the title of a medical hub, Thailand 

has an  opportunity to create an appealing environment to attract 

additional foreign investment. 

TACKLING HEALTHCARE CHALLENGES 

TOGETHER 

While medical tourism is an increasingly important eco-

nomic engine for Thailand, the needs of local patients must 

not be forgotten. The public sector and private industry 

both hope to collaboratively take up a bigger responsibility 

to meet the rising demands for healthcare delivery within 

the country. “We aim to negotiate with the industry to get 

the best and most affordably-priced technology and drugs 

for the patient. It is not an easy task to ensure that the 

patient has access to the best medicine and that companies 

can make a profi t for their products,” admits the NHSO’s 

Thammatacharee. Nevertheless, while fi nding win-win 

pricing solutions is key, there are other means of creating 

effi ciencies. “Prevention and promotion are  essential in ed-

ucating the population on how to access care, and we be-

lieve that the industry can also have a role to play,” he adds.

Geographic hurdles also pose a threat to the accessibility 

of care for Thai patients. “In Thailand, the population is not 

concentrated in the cities; the majority of Thai people live 

outside of the urban areas. It is a challenge to reach them 

and try to treat them,” explains Supawadee Likitmaskul, 

president of the Siriraj Diabetes Center of Excellence. “If 

you go to a university hospital or a diabetes clinic here in 

Bangkok, you will see a huge opportunity for high-value 

products and patients will be treated brilliantly. On the oth-

er hand, if you go outside of Bangkok, you will realize that 

the patient there does not always have the same opportuni-

ties,” adds John Dawber of Novo Nordisk. 

With a mutual understanding of the issues at hand, a 

common mission is clear. “If we are able to build long term 

partnerships, we will be able to improve access to treat-

ment, diagnosis, and treat more patients,” insists Wannee 

Nitiyanant, president of the Diabetes Association of Thai-

land. “We can be focused on the patient in Bangkok but also 

must make sure that people in rural areas have access to 

high-quality human insulin, or modern insulin, good deliv-

ery devices and great access to our products. I really want to 

be able to work on both sides,” agrees Dawber.

A HARMONIZED FUTURE AHEAD 

In the future, collaboration among the entire healthcare value 

chain will be an important success factor in building better hu-

man health. “We are working more closely with private phar-

maceutical companies to negotiate in order to fi nd the right 

solutions. The challenges come and go, but in the end, we still 

need to collaborate with each other to build strong relation-

ships and a strong ecosystem,” insists Jadej Thammatacharee, 

deputy deputy secretary general of the NHSO. “Thailand is 

growing in many dimensions, in terms of economy, society, 

and knowledge to become a regional player. We are building 

up our people and depending less on the outside, but happy to 

create partnerships internationally,” adds Nares Damrongchai 

of the TCELS. 

While the journey ahead may still be a long one, there is 

a mutual agreement among Thai stakeholders that the time 

for change is here and now and that future of the country is 

bright. “The Industry 4.0 policy of Thailand is clearly sup-

portive of innovation and value-generating research. The in-

dustry has been essential in partnering with the government 

to progress towards this dream…we hope to help Thailand 

become a country where real innovation can be supported 

and valued,” declares Selim Sezgin, country manager and 

managing director of Pfi zer. 

Preecha Bhandtivej, president, Thai Med; Philippe Pedeboscq, 

CEO, Siemens Healthineers; Rajan K Kalidindi, general manager, 

ultrasound, ASEAN, & country manager, GE Medical Systems
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roles, functions, process, and pol-

icies to enable engagement in new 

and nimble ways that come with 

the territory in the online space. 

Because not just one person at a 

company should be interacting 

with KOIs. If there’s a marketing 

team, a clinical team, a patient 

advocacy team, a communications 

team, etc., brand leaders need to 

consider how KOIs could map to 

their organization to better lever-

age its relationships with them.

Not having a raft of KOIs at 

your disposal can and probably 

will lead to either online market 

erosion for existing, in-market 

products, or online invisibility if 

your products are new entrants. 

On the fl ip/positive side, being 

tuned into the KOI frequency rep-

resents an opportunity for market 

disruption—if it’s done right.

To that end, the strategy 

employed to leverage a KOI, once 

found, is critical.

How to work with KOIs

Social listening

First of all, treat KOIs as you 

would if you were a zoologist on 

a safari. Stay in the brush and 

observe. Listen and learn. Study 

your online influencers before 

attempting to engage. Closely 

track what they do. Observe what 

their networks are like, who 

they’re interacting with.

Go under the surface and read 

what the infl uencers are sharing 

(and what they are not sharing). 

Look at who they amplify and 

who amplifi es them. These people 

are shaping the online market-

place around your brand every 

day. Their activities, especially 

when considered collectively, are 

impacting search results and traf-

fi c to websites; and they are driv-

ing share of voice around your 

brand to your target audiences 

(both professional and patient).

You don’t just want to walk in 

and engage with blinders on. 

You’ll instantly lose credibility if 

it’s clear that you haven’t really 

been reading an infl uencer’s work 

or taking time to understand their 

perspective. Get up to speed fi rst. 

Do your homework. Watch, lis-

ten, and learn.

Understand, then engage

Once a brand team better under-

stands what makes KOIs tick, it 

can develop an engagement plan. 

Online relationships, just like 

offline relationships, take time 

and require plenty of nurturing. 

But once you’ve found and quan-

tifi ed the relevance of infl uencers 

who are worth following, you can 

start weaving them into your rou-

tine. Begin by following them via 

your online channels. When they 

say things that intersect with your 

overall goals, amplify their signal, 

respond and support, and eventu-

ally build a bridge to co-create. 

With time and focus, you can gain 

their trust, and earn the right to 

reach out and ask for input on rel-

evant aspects of your strategy—

involving them in not just the out-

put of marketing messages, but in 

the process of developing them.

Your brand will be far better 

off for it. You’ll develop better 

marketing messages that you 

know will be relevant and that 

will pull through to the relevant 

target audiences around your 

KOIs. Meanwhile, if all goes well, 

some of these KOIs will spread 

the word. That allows the brand 

team to help shape the narrative 

that tells the product story.

Avoid pitfalls

KOI relations are not about 

manipulation. They are about 

honest listening, dialog, and 

advocacy. To help ensure a suc-

cessful KOI plan and avoid mis-

takes, be sure that you and your 

organization do the following:

 » Conduct plenty of research 

before building engagement to 

understand each infl uencer and 

the trends in the landscape 

around them (including under-

standing the dynamics of advo-

cacy relations).

 » Take it slow. Don’t rush rela-

tionship development. Like any 

relationship, it takes time. Nur-

ture, don’t force it.

 » Make sure to build a listening 

plan around the full engage-

ment program.

 » Be sure to not only listen to 

those who are positively dis-

posed to your brand, also listen 

to and understand folks who 

are brand neutral and brand 

detractors.

Authentic assimilation

KOIs will, in fact, tell your brand 

story with or without your help, 

and so all the better to engage so 

that you have a hand in telling it. 

In fact, that’s one of the bonuses 

of this approach. If a brand team 

fully inhabits their KOIs’ uni-

verses, the student will become 

the master. Members will find 

that they’ve gone from following 

key online infl uencers to becom-

ing ones themselves. 

KOI relations are not about 

manipulation. They are about honest 

listening, dialog, and advocacy

Continued from Page 31
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Digital Talent and         

Real Estate
The onus is on pharma to prioritize this connection

D
igital technologies have 

the potential to trans-

form biopharma—and 

several key players in the 

sector have already hired high-

profile chief digital officers to 

spearhead their digital ambitions 

and tap into the advantages of the 

data revolution. 

The opportunities across the 

pharma value chain to accelerate 

drug development, improve oper-

ational efficiency, personalize 

patient experiences, and engage 

more effectively with key stake-

holders will be very welcome at a 

time when industry operating 

margins are generally in decline. 

But one area that plays a key 

role in the long-term success of 

these digital transformations is 

often overlooked: real estate. 

Major tech players are familiar 

with using real estate as a strate-

gic tool to attract top talent in a 

fi ercely competitive market; how-

ever, many established pharma 

companies start disadvantaged 

given they are located in out-of-

town campuses while the new 

generation of young digital 

experts is concentrated in cities. 

Competition for digital talent 

is fi erce across all industry sec-

tors, and the skillsets of compu-

tational biologists map closely to 

those of data scientists. Not only 

is biopharma fi shing in the same 

pool as other sectors for general 

digital talent, but there is grow-

ing rivalry for specialist sector 

expertise as the tech giants such 

as Google (Verily Life Sciences) 

and Amazon ramp up their 

healthcare presence. 

For millennials, who make up 

the majority of the current digital 

talent pool, 79% consider work-

place quality as a key consider-

ation in selecting a new employer 

and 69% say they would trade 

other benefi ts for the right work-

place experience. So far, the bio-

pharma industry has been slow to 

act on this. According to PwC’s 

latest CEO survey, 60% of life sci-

ences CEOs are very concerned 

about a digital talent shortage, yet 

the same study also found they 

are doing less than the global 

average to address the issue. From 

a real estate perspective, less than 

half reported that they were mod-

ernizing their workplace environ-

ment (39%) and only 6% were 

relocating their operations to be 

closer to talent.

Digital transformations are 

not easy, even for tech-savvy com-

panies, and the failure rate is high. 

There are many different reasons 

for this, but accessing and retain-

ing the right skills and driving the 

cultural changes required to tran-

sition to new ways of working are 

two of the biggest obstacles. Loca-

tion and workplace are an integral 

part of addressing both.

The newly emerging innova-

tion clusters, providing access to 

the right technology platforms, 

collaboration zones, and ameni-

ties are likely to appeal to digital 

natives, but adopting a strategy of 

acquiring permanent fi xed physi-

cal locations in key cities may not 

necessarily be the whole answer. 

So, what real estate and work-

place strategies can be adopted to 

attract and retain digital talent? 

First, understand your future 

talent requirements and where 

these skills are located. This 

includes digital immersion pro-

grammed to embed the new 

ways of working at the most 

senior level. New digital practi-

tioners will also be required as 

efforts ramp up, so understand-

ing the profi les that bridge the 

gap between existing capabili-

ties and a future operating 

model is key.

Create a workplace that 

aligns with an agile culture. For-

ward-thinking organizations are 

designing more fl uid workplaces, 

balancing space for open collab-

oration and private focus, allow-

ing people to personalize their 

workday. Inclusion of project 

space makes it easier to connect 

multi-disciplinary teams quickly 

and effi ciently.

Acquire capabilities and tal-

ent through M&A and partner-

ships. Acquiring small innovative 

biotech companies is still favored 

over digital M&A activity where 

companies favor partnerships 

over equity investments.

Create your own digital inno-

vation hubs. This can be done by 

selectively introducing new prop-

erty formats designed to nurture 

startups and fast-growing inno-

vators—for example, the sepa-

rate incubator/startups created 

by J&J (JLabs) and Novartis 

(Novartis Biome). These environ-

ments are purposely situated in 

geographical locations rich in 

scientifi c and digital talent.

And, fi nally, collaborate with 

broader groups in emerging inno-

vation clusters and ecosystems. 

Having a presence in a geograph-

ical hub with a startup feel can 

drive new collaborations and 

positive brand associations, pro-

viding access to new talent pools 

either directly or indirectly. 
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