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We’ve Got You Covered
ATTENDING EVENTS AND CONFERENCES are one way to keep up to date on the current issues 

in your functional area. There is no limit to the types of conferences you can choose—smaller 

one-day workshops to large, multi-track conferences with exhibit fl oors, to even more targeted user 

group events for companies that use that technology vendor’s products. From January to June, the 

conference season is in high gear and for Pharmaceutical Executive, that season means getting out 

and learning alongside attendees to uncover new trends, revisit the tried and true for fresh takes, and 

network for new ideas to present to our readers.

T
his year has seen the team in San Francisco 
for the J.P. Morgan Healthcare Confer-
ence; Vienna for the DIA European meet-
ing; Barcelona and Philadelphia for dou-

ble-doses of eyeforpharma; Philadelphia for 
CBI’s Annual Life Sciences Accounting & 
Reporting Congress; and DC for CBI’s 16th 
Annual PCC 2019/Pharmaceutical Compliance 
Congress. Next up is BIO in Philadelphia fol-
lowed by a fi rst-half season close with DIA in 
San Diego. 

That’s not to say you still can’t fi nd some con-
ference gems hidden in the summer calendar, 
much like the seashells you save from your vaca-
tion. But vacations and summer schedules do 
make the conference schedule a little harder to 
pack and fold for the busy professional.

Our visits to the conference early season pro-
duced some great content. First up, a series of 
videos from both eyeforpharma events, which 
should soon start popping up on our YouTube 
channel: https://www.youtube.com/channel/
UClf-PvmvAWUrSvBtHeo-a6A. European Edi-
tor Julian Upton interviewed executives from 
Propeller Health, ALK Pharmaceuticals, LEO 
Pharma, S3 Connected Health, and Caribou 
Bio in Barcelona. In Philadelphia, Associate 
Editor Christen Harm and I split interviewing 
duties, with Christen tackling marketing and 
sales trends with executives from GSK, while I 
interviewed leaders from Alkermes, Shire/
Takeda, and AbbVie on marketing to integrated 
delivery networks (IDNs); patient advocacy; 
and analytics. 

Also, a shout-out to the advertisers that helped 
support these editorial interviews by sponsoring 
their own interviews on-site at eyeforpharma. 
They include: Aptus Health, Cognizant, Philips 
Medisize, VMS Biomarketing, and BioPharm 
Communications.

In addition, both CBI events yielded front 
page coverage for the Executive Roundtables we 
present. The fi rst, in this issue, covers the fi nan-
cial executives view of the fi nancial and account-
ing professional in pharma for the future (see 
page 12). And in July, we will feature the Chief 
Compliance Offi cer, as they forge ahead with 

the recently introduced principles-based 
approach to policies. All executives share their 
insights from their companies, both large and 
small, which provide well-needed insight for our 
broad readership.

Along with the fl agship conferences for our 
industry—BIO and DIA—Pharmaceutical Exec-

utive will gather, on a smaller scale, our very 
own Editorial Advisory Board experts to discuss 
trends, gain more cross-functional insight, and 
leverage their views of our brand—again on the 
road to bringing readers the best that our mul-
timedia content provides. 

And more interviews

Don’t like watching videos or maybe streaming 
in the offi ce is not allowed? No problem. The 
Pharm Exec Podcast features interviews with 
fresh voices from biotech, pharma, and digital 
health companies. Found on SoundCloud, 
https://soundcloud.com/pharmexecmagazine, 
our 30th episode is with Anna Sundgren, renal 
disease strategy leader, global medicines devel-
opment at AstraZeneca, who discusses her per-
sonal experience with her mother’s death from 
renal disease, and the state of renal disease drug 
development. In another recent episode, Otsuka 
executives discuss their approach to digital med-
icine, and you can also listen to interviews with 
our own editors on stories they have recently 
reported on. 

Last month, I wrote about the many inter-
views we conduct that have appeared in print. 
I’m only promoting our offerings a bit. We speak 
to so many interesting and infl uential people, I 
hate to think that even one of their insights gets 
lost in everyone’s day-to-day hustle and bustle, 
as well as the many places they go for informa-
tion. We keep you up-to-date on all of it via 
e-newsletters and social media. Check out and 
join our Twitter (https://twitter.com/Phar-
mExec) and Instagram (https://www.instagram.
com/pharmexecutive), as well as LinkedIn 
(https://www.linkedin.com/groups/1823137/) to 
make sure you aren’t missing anything from 
Pharmaceutical Executive. Thanks for reading, 
watching, and listening. 
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D
uring the nearly two 

years that Scott Gottlieb 

headed FDA, the agency 

achieved record approv-

al rates for new drugs and ge-

nerics and advanced important 

innovations in clinical research 

and benefi t/risk assessment to 

enhance R&D and competition 

in the biopharmaceutical indus-

try. The agency issued multiple 

new rules and guidance docu-

ments and utilized important 

new authorities to expand staff 

expertise and agency capabili-

ties. And Gottlieb successfully 

navigated the political pitfalls 

of Washington to gain increased 

funding for the agency and sup-

port for more aggressive action 

to promote public health.

Two critical public health is-

sues drew visible FDA attention. 

The agency championed steps to 

curb excessive opioid prescribing 

while also encouraging the devel-

opment of safer and more effec-

tive painkillers. This includes 

recent support for a comparative 

standard to limit approval of 

new opioid therapies to only 

those offering clear additional 

benefi ts.

At the same time, data show-

ing sharp increases in teen use of 

nicotine products prompted a 

high-profi le campaign to curb 

“vaping” and fl avored cigarette 

use by the young, while main-

taining access for adults looking 

to stop smoking. Proposed curbs 

on tobacco use, however, has 

drawn strong opposition from 

industry and threatens to block 

tighter FDA limits on e-cigarette 

sales.

In fact, it will be a challenge 

for any newcomer, even an expe-

rienced scientist and administra-

tor as former National Cancer 

Institute director Ned Sharpless, 

to maintain the broad support 

needed to devise and implement 

the vast range of important FDA 

initiatives, as seen in the diverse 

portfolio of activities described 

in the agency’s 2020 budget re-

quest to Congress. FDA is in-

volved in advancing medical 

countermeasures, ensuring a safe 

national blood supply, overseeing 

drug compounding, and prevent-

ing and detecting contamination 

of the nation’s food supply, in 

addition to promoting medical 

product safety and innovation. 

Anna Abram, FDA deputy 

commissioner for policy, legisla-

tion, and international affairs, 

further described the range of 

programs demanding continued 

agency expertise and resources 

at an April meeting sponsored by 

the Alliance for a Stronger FDA. 

(Similarly, Sharpless outlined his 

priorities and goals in an intro-

ductory speech to FDA staff, see 

facing page). In addition to re-

ducing opioid addiction and to-

bacco use, FDA is responsible for 

ensuring cosmetic safety and 

improving nutrition, including 

limiting exposure to untested 

and potentially dangerous di-

etary supplements. A personal 

interest of Abram is to devise 

appropriate policies for oversee-

ing cutting-edge innovations in 

plant and animal biotechnology, 

raising delicate issues such as ge-

nome editing in animals and tis-

sue-based veterinary products. 

Abram also is involved in FDA 

efforts to protect Americans 

from global disease threats and 

biochemical attacks, which re-

quire close collaboration with 

the Department of Defense and 

other US and international part-

ners to build and sustain needed 

medical countermeasures. 

Competition and costs

As the Trump administration and 

Congressional leaders press for 

action to reduce drug prices, a 

diffi cult task for the FDA com-

missioner is to explain how ex-

panded drug importing could 

open the door to unsafe products 

from abroad, as illustrated by the 

surge in lethal forms of fentanyl 

and contaminated active ingredi-

ents for blood pressure medicines 

coming from overseas. Gottlieb 

was particularly adept at articu-

lating how FDA can help lower 

prescription drug costs through 

more effi cient approval of gener-

ic therapies and biosimilars that 

enhance competition. This in-

volved repeated criticism of inno-

vator actions designed to block 

access to supplies needed to test 

new generics for equivalence.

FDA leaders are continuing 

such initiatives, as seen in efforts 

to approve more generic drugs 

more quickly, particularly those 

in categories that lack competi-

tion. While generics makers ap-

plaud those efforts, they’re un-

happy about a recent FDA 

proposal to curb extensions to 

the 180-day exclusivity offered 

the fi rst-approved generic in a 

class. Abram noted in her Alli-

ance speech that in March 2020, 

FDA will be able to inject com-

petition into the insulin market 

FDA After Gottlieb: Thorny 

Issues, Political Challenges
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New leadership faces a host of complex initiatives to promote 

innovation and protect public health
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through added authority to ap-

prove biosimilar and inter-

changeable insulin products, 

which should enhance patient 

access to more affordable diabe-

tes treatment. 

During his tenure at FDA, 

Gottlieb sought to increase di-

rect  contact between the com-

missioner and center directors so 

that agency leadership could 

better understand staff challeng-

es and priorities. That reform 

was formally implemented as 

part of an agency reorganization 

plan fi nalized just before Gottli-

eb’s departure. In addition, FDA 

centers adopted a range of inter-

nal organizational changes 

during the past two years, par-

ticularly for the approval and 

oversight of medical devices and 

for cell and gene therapies regu-

lated by the Center for Biologics 

Evaluat ion and Research 

(CBER). The Center for Drug 

Evaluation and Research (CDER) 

continues to revise its Offi ce of 

New Drugs, establishing addi-

tional new drug review offi ces 

along with a new Offi ce of Ther-

apeutic Biologics and Biosimi-

lars. 

Still to come are broader 

changes and adjusments in over-

sight of over-the-counter medi-

cines and updates in FDA regu-

lation of diagnostics. 

Gottlieb gained expanded 

FDA resources and authority by 

building strong relations with 

legislators, stakeholders, and in-

dustry. He generated enthusiasm 

for many agency proposals 

through a barrage of offi cial an-

nouncements and Twitter and 

social media commentary. Many 

observers expected him to come 

to FDA as a deregulator, cancel-

ing rules and requirements, he 

acknowledged as he left the agen-

cy last month. Instead he pointed 

to evidence that he expanded 

FDA authority, particularly in 

critical public health areas. He 

left FDA in good hands, but fac-

ing further upheavals in federal 

healthcare policy and partisan 

infi ghting likely to stymie regu-

latory innovation and squeeze 

future agency resources. 

As the Trump administration and Congressional 

leaders press for action to reduce drug prices, a 

diffi cult task for the FDA commissioner is to explain 

how expanded drug importing could open the door 

to unsafe products from abroad

Sharpless outlines priorities

FDA’s new commissioner Ned Sharpless, in an introductory address, praised the talent and 

diversity of the agency’s staff, expressed amazement over FDA’s “huge portfolio” of programs and 

responsibilities, and emphasized that he is not planning “any radical changes” from what FDA 

has been trying to accomplish. This means continued efforts to support the development of new 

treatments and cures and to increase competition to rein in prescription drug costs by approving 

more generic drugs and biosimilars. Sharpless’ actions will be “guided by science” and the need 

to protect and promote public health, he emphasized in the speech to FDA staff last month (see 

https://bit.ly/2DhaRAi).

   Sharpless will seek further solutions to the opioid crisis and work to reduce cigarette use in adults 

and kids. And he pledged support for stronger communication around the safety and effectiveness 

of vaccines, citing his horror as a physician to see outbreaks of measles “making a tragic come-

back because of vaccine avoidance.”

   His work in cancer research and treatment, Sharpless noted, has made him a “champion” of the 

use of real-world evidence to speed clinical trials and to support regulatory decision-making around 

novel products. And he cited the importance of FDA’s fi eld force in using enforcement actions to 

protect public health by halting drug counterfeiting, adulteration, untruthful advertising, and mar-

keting dangerous products to children. A main initiative is to modernize and reform FDA oversight 

of the burgeoning dietary supplement industry, which recently has drawn agency warnings for 

marketing supplements with unlawful ingredients.

   Sharpless began his FDA tenure just as the agency launched a newly updated FDA.gov website 

that he predicted would provide “more accessible, user-friendly” information important to consum-

ers. Although he serves as FDA’s acting commissioner, Sharpless emphasized that he did not see 

his role as temporary or part-time, and that he planned to “proceed at full speed ahead.”

https://bit.ly/2DhaRAi
http://WWW.PHARMEXEC.COM/
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T
he battles over drug pric-

ing are getting ever more 

acute, with threats of 

renewed pressures on the 

pharmaceutical industry from 

the World Health Organiza-

tion’s upcoming annual meeting 

in late May adding to the anxi-

eties raised by the prospect of a 

pincer movement by President 

Trump and the Democratic 

majority in the House in the 

United States.

Europe has its own specifi c 

concerns. The Italian health 

minister is pushing a tough 

amendment to the WHO’s  

already hostile draft resolution 

on pricing and transparency, 

and numerous European civil 

society groups orchestrated 

powerful denunciations of 

industry practice at a WHO 

meeting on the subject in Johan-

nesburg last month. 

The agenda of the April 

meeting of European health 

ministers in Bucharest was vir-

tually hijacked by discussions 

of the cost of innovative medi-

cines, and as the statement after 

the meeting confirmed, “EU 

health ministers were invited to 

exchange views on actions 

taken at national level, with the 

possibility that some of these 

actions could be implemented 

at EU level.”

Meanwhile, the longstand-

ing controversy over external 

reference pricing (ERP) was 

reignited by an unprecedented 

meeting in Brussels in mid-April 

that brought together national 

pricing authorities with drug 

companies, patients, payers, 

physicians, and civil society. A 

decade ago, national authorities 

conceived a scheme known as 

Euripid to boost their negotiat-

ing powers with pharmaceutical 

manufacturers by exchanging 

pricing information among 

themselves, so they could make 

clearer comparisons between 

what is being paid in each of the 

countries of Europe. 

ERP guidance

The latest stage in this contro-

versial process is the creation of 

a platform involving all the rel-

evant players, to oversee the 

implementation of guidelines 

on how to make ERP work, and 

to explore how to get even 

closer to tackle high drug 

prices. Industry has reluctantly 

agreed to be involved—mainly 

on the principle that it is better 

to be at the table than on the 

table.

The guidelines (see https://

bit.ly/2W6p9Lh), drawn up 

over the last three years, and 

published only last July, offer 

advice to national authorities 

on how to make the best use of 

ERP so as to get the best value 

for money from their drug bud-

gets.

ERP has been widely used in 

Europe for decades as a way of 

controlling prices—essentially 

by fi xing a national price only 

after seeing how much other 

countries are paying for the 

product and aiming for some-

thing a bit cheaper. It has also 

been widely criticized by  phar-

maceutical companies as risk-

ing an arbitrary downward spi-

ral of prices. And it has fallen 

into some disrepute for hinder-

ing drug access—since organi-

zations tend to delay launch of 

products in countries with the 

lowest prices, to counteract the 

downward pressure in price-

comparison baskets. 

It has also been seen as obso-

lescent, since the official list 

prices of therapeutics in its 

database are no longer the reli-

able reference they were years 

ago before pricing practice 

became complicated by dis-

counts and managed entry 

agreements—in which the real 

price remains confi dential.

Industry input

The industry has not been suc-

cessful in preventing the cre-

ation of the Euripid guidelines 

to ERP, but it has been moder-

ately successful in nuancing 

them, by energetic input during 

the drafting phase. Just how 

successful can be seen from 

comparing some of that input 

with the fi nal version now pub-

lished.

Industry underlined the need 

for greater real ism in the 

Euripid text—and for a recog-

nition that ERP has shortcom-

ings. It urged acceptance that 

ERP should be used only as a 

supportive policy for price set-

ting and not as the sole or main 

pricing criterion, warning that 

ERP has “unintended conse-

quences…that the guidance 

document prefers to simply 

ignore.”

Similarly, it criticized Euripid 

for offering “no recognition in 

New Flare-Up in External 

Reference Pricing Debate
European industry fi ghts over every inch on comparative drug 

pricing initiative
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the document of the role of price 

differentiation across countries 

in supporting patient access,” 

invoking concepts of “Europe-

wide solidarity” for differenti-

ated pricing to help solve health 

inequalities, through wealthier 

nations agreeing to pay “a price 

refl ecting the value of innovative 

medicines and resist the short-

term static gains to be had from 

arbitrage or referencing low 

price markets.”

And the guidance defended 

the confi dentiality agreements 

on discounted prices as provid-

ing medicines for patient groups 

who would not otherwise be 

able to afford them, but at the 

same time ensuring that “med-

icines specifi cally provided at 

lower prices for these markets 

are not be diverted to more 

affl uent populations for which 

they were not intended.”

Industry also urged formal 

limitations to ERP so that it 

“should not apply to in-patient 

or hospital medicines,” nor to 

of f-patent medicines , and 

insisted that “the core principle 

of ERP should only be applied 

to offi cial listed public prices.”

The value argument

At the heart of the industry 

argument was a resumé of the 

industry’s case for its value-

based pricing policy—a policy 

invariably depicted by critics as 

merely “charging whatever the 

market will bear.” The industry 

position is more complicated, 

and emphasizes that the price of 

a medicine is based on the value 

it brings to patients, healthcare 

systems, and society, while pro-

viding appropriate incentives 

for companies to invest in new 

therapy development. 

It states: “Pharmaceutical 

companies take a look at a 

number of factors when pricing 

drugs including the level of 

innovation, the availability of 

other medicines to treat the 

same condition, the level of 

added benefit over existing 

t reatment s ,  and i nduced 

changes to the care pathway 

like reductions in hospitaliza-

tion or the need for surgery or 

other procedures. All these fac-

tors are taken into account by 

companies in setting a price, 

that is then subject to rigorous 

value-assessments and negotia-

tions with healthcare systems.” 

Transparency ‘net’

These industry efforts have 

attenuated the likely impact of 

the guidelines by winning some 

modifi cations to the fi nal text. 

Now the industry faces an even 

more challenging task: pushing 

back against Euripid’s ambi-

tions to shift its focus from list 

prices to net prices. Industry—

and many national authorities 

who benefi t from confi dential 

discounts—are resistant to the 

untrammeled transparency that 

more radical players are seek-

ing. 

If they are forced to disclose 

net prices, drug manufacturers 

say they will stop granting dis-

counts and provide their prod-

ucts only at list prices. And 

pricing authorities who cur-

rently obtain discounts in 

return for confi dentiality agree-

ments say they will not be able 

to afford the acquisition of 

expensive treatments if they are 

available only at list prices. 

This will be the principal 

battleground of the next year in 

Europe. Transparency advo-

cates will be reinforced by the 

emergent regional cooperations 

on drug pricing—such as the 

Beneluxa Initiative or the Val-

letta Group—as they mature 

into functioning alliances deter-

mined to weaken the negotiat-

ing power of drug companies. 

And the slogans of transpar-

ency are likely to win new con-

verts in the more radical Euro-

pean Parliament expected to 

emerge from the elections this 

month.

Clamor just building

Some health activists are already 

claiming it’s “game over” for the 

European pharma industry’s 

secrecy on pricing. But interna-

tional strains on pricing in the 

US and at WHO are likely to 

make Europe’s drug industry 

determined more than ever to 

preserve Europe’s relatively 

benign pricing system. 

That case for the value-based 

approach to pricing is going to 

be heard a lot more in the com-

ing months. 

Some health activists are already claiming it’s “game 

over” for industry secrecy on pricing. But 

international strains on pricing in the US and at 

WHO are likely to make Europe’s drug industry 

determined more than ever to preserve Europe’s 

relatively benign pricing system 

http://WWW.PHARMEXEC.COM/
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In this executive roundtable, pharma and biotech fi nance leaders discuss 

the pace of digital technology adoption in accounting and reporting, and 

the growing recognition of data and analytics—over traditional numbers 

crunching—in delivering deeper business insights across the organization

A
t the most recent CBI Annual Life Sciences 

Accounting & Reporting Congress, held 

in March in Philadelphia, a select group 

of senior-level biotechnology and phar-

maceutical fi nancial executives gathered to dis-

cuss “The Evolution of Finance in the Digital 

Revolution.” From the technology adoption in 

their own organizations, to how technology 

impacts the future fi nancial department employee, 

to examining the ROI of an increasingly digital 

world, the following is an edited transcript of the 

discussion.

PE: Where would you place your company on the digital 

technology adoption curve?

CHRIS PRENTISS, Adamas Pharmaceuticals: Adamas 

Pharmaceuticals is a relatively small biotech. We 

launched our fi rst drug a little over a year ago, 

which we distribute through a specialty pharmacy. 

Therefore, we have access to a lot of data—and it’s 

very rich information. But what do we do with it 

and how do we transform that data into insights? 

From a company perspective, it is a huge focus for 

us. A fi nance department is used to dealing with a 

lot of data, but now we are really being brought 

into the discussion of how we translate it into 

insights. I think this is a great opportunity for the 

fi nance department to be more involved in the busi-

ness. And the need is there to learn the business at 

Roundtable Participants
Jeff Miller, CPA, CGMA, most recently Vice President, Revenue 

Management, Recro Pharma

Dominic Piscitelli, Chief Financial Offi cer, AnaptysBio

Chris Prentiss, Chief Accounting Offi cer, Adamas Pharmaceuticals, Inc. 

Stephen Rivera, CPA, CGMA, Vice President, Global Technical Accounting 

Advisory Services & Policy, Johnson & Johnson

Lisa Henderson [moderator], Editorial Director, Pharmaceutical Executive 
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a much deeper level because we 

are the team the CEO and the 

executive team are asking, “So 

what does this data really 

mean?”

Even though we are a small 

biotech and may not have the 

tools and resources that other 

organizations have, our CEO/

founder has a computer science 

PhD, so he recognizes the value 

of data and analytics. But if you 

compare us to other pharmaceu-

tical companies, I imagine we 

are pretty low on the maturity 

curve.

STEPHEN RIVERA, Johnson & John-

son: Looking at accounting and 

reporting technology adoption, 

I would say we may be at the 

beginning. J&J’s history is all 

based on a very decentralized 

portfolio of companies, but since 

I’ve been here, the consolidation 

of accounting and reporting and 

bringing it all together under one 

system has been a behemoth 

undertaking.

We have three huge busi-

nesses—pharmaceutical, device, 

and consumer—which all have 

different needs, but they all have 

to talk to each other and work 

together. How do you come up 

with the highest and best digital 

solution to support them as well 

as give the insights you need to 

run your company, the broad 

brush of a healthcare company 

like Johnson & Johnson? 

I think we’re still in the 

beginning parts of coming up 

with a solution that would give 

us what we’re looking for down 

the road. 

JEFF MILLER, most recently Recro 

Pharma: I got into pharma 12 

years ago at a relatively small 

company. And what I’ve experi-

enced is, it seems like our digital 

needs and journey kind of paral-

leled the growth of the company.

Our journey started about 

eight years ago with an upgrade 

to a big-time ERP (enterprise 

resource planning) system. I feel 

like that’s usually the spring-

board for a company’s digital 

growth. After that, we addressed 

our top priorities, which were 

trying to manage the fi nancial 

close process better, managing 

big data, and managing gross-

to-net for a growing drug port-

folio. Like Stephen and Chris, 

we’re dealing with a lot of trans-

actional data from multiple 

source systems. And you have 

users in the Finance and Sales 

departments who don’t realize 

that they’re using variations of 

the same data in their different 

presentations to management. 

This can often create confusion.

Our gross-to-net and price-

change management processes 

were automated with a third-

party solution provider because, 

at the time, we were an all-gener-

ics company dealing with cus-

tomer pricing and discounting 

terms that were changing daily 

with high volume.

The company implemented 

Cognos as its central data repos-

itory for all internal and external 

data sources in order to create 

“one-version-of-the-truth” 

reporting across all functional 

areas of the company.

All that digital growth trans-

pired over a period of about fi ve 

years, which left us in a good 

spot in terms of accomplishing 

our goals. But I have to say, you 

can never completely remove 

yourself from Excel. Even though 

we’ve automated the complex 

gross-to-net calculations, we still 

need Excel. In many cases, data 

is extracted from an automated 

solution so it can be further 

manipulated in Excel.

DOMINIC PISCITELLI, AnaptysBio: 

I’m very supportive of the adop-

tion and implementation of dig-

ital technology to the appropri-

ate level and at the appropriate 

time. AnaptysBio is a clinical 

stage development company 

focused on inflammation; we 

have approximately 80 to 90 

employees, and we have been a 

public company for a little over 

two years. We don’t have any 

complex collaborations and we 

don’t have any commercial 

products. For the year ended 

2018, we were required to be 

SOX 404(b) compliant, which 

adds a new level of complexity 

and disclosure. We currently 

operate with a basic ERP system 

and we still do certain activities 

manually. 

When you’re an R&D com-

pany, you’re burning cash and 

you need to be thoughtful and 

spend where there’s a higher 

ROI, where investors want to 

spend their money, which is 

R&D. 

But now as our pipeline has 

advanced to Phase II and we are 

“We are the team the CEO 

and the executive team are 

asking, ‘So what does this 

data really mean?’”
— CHRIS PRENTISS, ADAMAS 

PHARMACEUTICALS
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well-capitalized, it is something 

we’re starting to spend more time 

assessing and evaluating and 

developing a three-year IT plan. 

I believe now is the time to start 

evaluating and making initial 

investments in more advanced 

technology. In my opinion, this 

is the typical life cycle for invest-

ing in the technology for earlier 

stage biotechs. You’re just not 

going to implement a system, an 

Oracle or an SAP, with those sig-

nificant implementation and 

maintenance costs. It just doesn’t 

make sense at an earlier stage.

RIVERA: I agree.

PISCITELL I: Some of the 

advances I’ve heard here at the 

conference with larger organiza-

tions, such as using robotics or 

bots to help them with their bal-

ance sheet analytics and income 

statement analytics, are great. 

But it’s not practical for a com-

pany like us today.

I think it’s just a natural pro-

gression. I’ve been in situations 

in the past, such as having a 

commercial product or a part-

nership with a large pharma, 

and a collaboration and cost-

sharing relationship where you 

need real-time accurate informa-

tion transmitted back and forth 

between the company and your 

partners on sales and expenses. 

In those cases, I can see where 

some sort of blockchain technol-

ogy can makes sense. But that’s 

many years away from where we 

are today.

PE: In regard to employees and 

current practices and technolo-

gies, where are the current skill 

sets and where is the future of 

your workforce?

PRENTISS: From a small 

pharma perspective, the skill set 

of the fi nance department cer-

tainly has to evolve and change. 

It’s a lot more than, “do you 

know how to use Excel, or do 

you have any ERP experience?” 

The data is so much more 

immense that you need to have 

some experience with additional 

analytic tools. For example, 

using Alteryx to be able to 

crunch data in a way that the 

fi nance department hasn’t had to 

worry about in the past.

But, again, how do you get 

value out of that data? You can’t 

just run to IT or commercial ops 

every day to do that. That skill 

set is becoming more and more 

a requirement of what you’re 

doing. Our auditors are even 

learning how to use these tools. 

You’re looking for a different 

type of person than maybe some-

body who’s just turning the 

crank and handing a report to 

the business; business is looking 

for a lot more from finance 

departments these days. 

MILLER: I’ve seen a shift in the 

last five years as the Finance 

department grew. We were 

always looking for people with 

the basic accounting skills, 

accounting degrees, and hope-

fully CPA licenses. But we now 

have to put a lot more weight in 

the profile for candidates on 

their data manipulation skills 

and data integrity. 

I feel if they walk in the door 

without strong data skills, you 

are at a disadvantage. Once we 

started hiring employees with 

these data skills, it allowed us to 

be more strategic and create 

business analyst roles that ser-

vice several areas within the 

fi nance organization. An analyst 

could be the designated super-

user, say in Cognos, and can 

then fulfill the data reporting 

needs of the whole team.

RIVERA: The CPA exam is 

actually changing the way 

they’re thinking about training 

CPAs in the future. Candidates 

today are coming in with SAP 

(system applications and prod-

ucts) knowledge, with basic data 

understanding and technical 

accounting as well—a kind of a 

hybrid of both technical skills 

and digital knowledge.

I also think a younger gen-

eration is coming in and they 

want to work for an employer 

that’s up to speed on what’s new 

in digital. They get very frus-

trated when they come into a 

company and all they have is 

Excel. We have a lot of recruiting 

here at Johnson & Johnson and 

we want to keep everything fresh 

and current. But we hear that the 

younger generation is used to 

having the latest technology and 

that’s what they’re expecting 

employers to have.

MILLER: With the younger gen-

eration, they don’t want to be put 

in a box. They want to keep mov-

ing, and they want to  continually 

“The CPA exam is changing the way 

they’re thinking about training CPAs in 

the future. Candidates today are coming 

in with a hybrid of both technical 

accounting skills and digital knowledge.”
— STEPHEN RIVERA, JOHNSON & JOHNSON
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expand their skill sets. If they see 

an interest from Finance leader-

ship that we care about their pro-

fessional goals, that’s huge for job 

retention.

For instance, if you have 

someone who is getting their 

master’s degree in data integrity 

and you put them in charge of 

your central data repository and 

empower them to fulfill the 

needs of the whole Finance 

department, all of a sudden you 

should have an invested employee 

for the next few years.

PISCITELLI: I agree with all of 

the points discussed. The other 

side of the coin is investing in 

your current staff. I think you 

have the dynamics of attracting 

the right people, but you also 

have the dynamics of motivat-

ing your current staff to start 

thinking outside the box and 

encouraging them to evaluate 

and adopt new technology and 

look for opportunit ies to 

streamline processes and for 

automation. It’s human nature 

to be hesitant or resistant to 

change  and encou rag ing 

employees to adopt new tech-

nologies or processes can some-

times be challenging.

PE: Does the decision to imple-

ment technology come from the 

top down? 

MILLER: In certain situations, 

I think the executive team has to 

have an appetite for investing to 

mitigate financial risk. For 

example, at the time we invested 

in gross-to-net automation, we 

knew that we were going to be 

beta. There was no generic com-

pany in industry that had a full-

suite gross-to-net automation 

solution. The benefit was it 

probably kept our costs down 

because it was just as much of 

an investment for the vendor 

that we used. And we knew 

there would be pain. But when 

you are dealing with a large 

amount of dollars in accounting 

true-ups, that’s what kick-

started the process of investing 

in technology. 

But sometimes it comes down 

to the individual. I pitched some-

thing to our Finance leadership 

eight years ago, and there was no 

appetite for it at that time. Two 

years later, my audience was a 

new CFO and VP of Finance, 

who basically said: “I don’t see 

why you haven’t done this 

already.” So it’s all about appe-

tite and willingness to be at the 

forefront of technological 

growth.

PRENTISS: And comfort. Are 

you set in your ways? Are you 

ready to move with the times? 

That’s a big part of it. And you 

also want to think about tech-

nology from a retention perspec-

tive. How do you continue to 

transition your employees work 

to value-level work and get 

through the close as quickly as 

possible and get on to the proj-

ects and the fun stuff?

RIVERA: I was in a presentation 

with one of the accounting fi rms. 

By having one system, they can 

go in and have the robot do all 

the auditing, and they can test 

journal entries. They could say, 

“Who did all the testing of the 

journal entries?” And they can 

fi nd the one journal entry that 

one person does once a month. I 

was an auditor once. I said, wow. 

Even if I sampled a hundred, 

how would you fi nd the one per-

son that does it once a month? It 

is just an example of how a robot 

could find things that we as 

humans could never pore 

through that big data to come up 

with. 

PISCITELLI: I think bots can be 

implemented to replace the basic 

routine transactions. They can 

be used for certain transactions 

like testing of issues such as sep-

aration of duties (e.g., posting 

and approving journal entries), 

and I would expect auditing 

fi rms will adopt some of these 

processes. In the future, mid-

sized biotechs may consider 

implementing as well. 

But I don’t think it ever 

replaces the human element of 

analyzing things and providing 

that value-add. 

“In certain situations, the 

executive team has to have an 

appetite for investing to mitigate 

fi nancial risk.”
— JEFF MILLER, FORMERLY OF RECRO PHARMA

“I don’t think [use of bots] 

ever replaces the human 

element of analyzing things 

and providing that value-add.”
— DOMINIC PISCITELLI, ANAPTYSBIO 

LISA HENDERSON is 

Pharm Exec’s 

Editor-in-Chief. She can 

be reached at 

lhenderson@mmhgroup.

com
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Focused on Challenges
Anders Götzsche on the winding road 

to his ultimate path: steering the fi nance 

arm during Lundbeck’s transformation to                    

a multi-product company

A
nders Götzsche, executive 

vice president and chief 

fi nancial offi cer of Danish 

pharma giant Lundbeck, 

began his career as an accountant 

at PwC before pursuing an eclec-

tic path that saw him serve as 

sales manager at leading software 

analytics company SAS, director 

at security fi rm Falck (now Group 

4), and CFO of Copenhagen-

based media organization Det 

Berlingske Officin. He joined 

Lundbeck as CFO in September 

2007 and has remained in that 

role ever since, overseeing a major 

period of restructuring that has 

seen the drugmaker expand its 

product pipeline and global foot-

print and achieve record fi nancial 

results (in 2017–18). Between 

October 2017 and August 2018, 

Götzsche also served as Lund-

beck’s interim CEO.

Pharm Exec caught up with 

Götzsche to discuss the high-

lights of his decade-plus tenure 

as Lundbeck CFO and his  central 

role in the company’s evolution. 

PE: Can you tell us about your 

background and your journey to 

Lundbeck?

GÖTZSCHE: After working at 

PwC as a chartered accountant, 

I went into sales in the software 

business (SAS), which was not a 

very traditional move, but I had 

been involved in some marketing 

activities in my previous role. At 

that time, a lot of people asked 

me, “Why don’t you stay at PwC 

and become a partner?”—but I 

wanted to develop my capabili-

ties and skills. I was responsible 

at SAS for a division selling 

fi nancial systems to large cus-

tomers; I made cold calls and 

produced marketing plans. It was 

very valuable to learn how to 

manage those large customers. I 

then moved to Falck as director 

of investor relations and fi nance, 

and I was part of the activity that 

led to the merger of Falck with 

Group 4/Securicor. 

I went onto become a CFO of 

a media group (Det Berlingske 

Offi cin, now Berlingske Media) 

with 4,000 employees and 60 dif-

ferent publications, including 

dailies and broadsheets. What I 

liked about that business was the 

daily rush of making decisions, 

mixing strategy with tactical 

operations. But I missed the inter-

national perspective. So when, 

after three years, I was offered 

the chance to join Lundbeck, one 

of the biggest companies in Den-

mark, and address some of the 

complexities and global chal-

lenges that pharma brings, it was 

too good an opportunity to say 

no to, and I have never regretted 

making that move.

PE: What were your priorities upon 

joining Lundbeck as CFO? Did you 

envision staying as long as you 

have?

GÖTZSCHE: I had spent eight 

years at PwC, but I was always 

looking for new challenges and 

experiences. What I found out at 

Lundbeck was not just that the 

pharma business is so interest-

ing, but that there was always a 

stream of new and exciting chal-

lenges. When I arrived, we had 

to make a transition, as Lund-

beck then was more or less a one-

product company. So we made 

decisions to forge new partner-

ships, to stop the share buy-back, 

and to acquire a new platform in 

the US. We needed to streamline 

the business and enhance the 

value offering. It was a multifac-

eted program of restructuring 

and preparing the organization 

for change management. Since 

then, we have raised the profi ts 

to record-high levels, and have 

more than doubled our earnings 

and our share price. We have a 

very strong foundation now to 

The CFO Evolution
The following interviews spotlight the changing dynamics for C-suite 

business heads in two contrasting life sciences settings—big, established 

pharma and small, aggressive biotech

By Julian Upton
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pursue a new strategy of expan-

sion and investment and further 

grow our revenue and earnings. 

The CFO role here has been 

much more than a traditional 

fi nance role. If it had been simply 

that, then I think it may have 

become boring for me after 12 

years. But, today, I have respon-

sibility for all corporate support 

functions—legal, tax, investor 

relations, HR, communications, 

sourcing, business service—a 

very broad-based area of respon-

sibility. 

The pharma CFO role is a 

special one. You need to enjoy 

the scientifi c aspect and have an 

interest in the mechanism of 

action of the medications. You 

need to be close to the R&D 

organization. You need to be 

able to explain why your drug is 

different from others on the mar-

ket and why it will make a huge 

difference to patients. And you 

get the chance to meet or com-

municate with those patients, 

whose lives your drugs may have 

changed and improved in signif-

icant and meaningful ways. 

A strong CFO needs to pro-

tect the business from all the 

risks, but also understand that 

there is risk in this business and 

if we don’t take risks we don’t 

deliver new drugs for the 

patients. If we don’t do that, 

we’re not in business for the long 

run. From my perspective, the 

CFO role is about enabling the 

business to deliver fantastic 

results, deliver new medicines, 

and keep innovation alive in the 

organization. It’s also about 

going out of your comfort zone. 

Do you enjoy having conversa-

tions with R&D or do you want 

to stay on the fi nance track? In 

some cases, a purely fi nance-ori-

ented CFO may be exactly right 

for the organization. That is not 

what I wanted to be, but I have 

full respect that different profi les 

fi t into different  organizations.

I can look back after more 

than 10 years and say we have a 

stronger, leaner organization. 

We have a broader product port-

folio, we have more than dou-

bled our profi t, and increased 

our revenue by more than 70%. 

That I feel is a great achieve-

ment. I have not done it alone of 

course; it has been about team 

work. An organization does not 

rely on one person; it needs lead-

ers, but it also needs good peo-

ple. That was something I con-

tinually emphasized during my 

run as interim CEO.

PE: How did you fi nd making that 

transition to interim CEO?

GÖTZSCHE: It was quite tough 

at the beginning, having two 

jobs and stepping up to the plate 

to take that CEO responsibility, 

but you start the role on a high 

note because you are given so 

much confi dence from the board. 

What I found I was good at was 

keeping the management team 

and the organization united and 

focused. When you look at the 

results of my tenure as CEO, I 

think they speak for themselves. 

It was great fun doing it and see-

ing the organization running 

really well. But I also really like 

my position as CFO, and so 

when we found our new CEO 

(Deborah Dunsire, who joined 

in September 2018), it was great 

to start forging a good relation-

ship with her and get back to my 

main role. (Götzsche agreed with 

the board at the outset that his 

tenure as CEO would be tempo-

rary. “It is challenges, not neces-

sarily my position, that excite 

me,” he told the Danish pharma 

news outlet, MedWatch.)

Anders Götzsche, executive vice 
president and chief fi nancial 
offi cer, Lundbeck
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PE: We hear a lot of gloomy stories 

about the nature of big pharma 

going forward, about traditional 

models being broken. Do you 

remain optimistic about the next 

few years?

GÖTZSCHE: I believe there are 

a lot of opportunities. All com-

panies, all industries, need to 

align to the new realities. It’s the 

same with pharma. There is still 

a need to improve patients’ 

quality of life. We know there 

are lots of areas where people 

are still suffering. 

We need to look into those 

areas, for example, where we 

can develop medicines that use 

biomarkers, or where there are 

new solutions presented by digi-

talization, big data, and AI. I 

believe there is plenty of room 

for the biopharma industry to 

keep improving the lives of 

patients.

At Lundbeck, together with 

the rest of the management 

team, I want to continue to exe-

cute the new strategy, to build a 

strong pipeline, and to make 

new deals. The mid- to long-

term ambition is to grow the 

organization, both from a reve-

nue and an earnings point of 

view, and build an even stronger 

Lundbeck. 

“It’s about going out of your comfort 

zone. Do you enjoy having 

conversations with R&D or do you 

want to stay on the fi nance track?”

Banking on Success
Shane Kovacs on melding biotech operations 

and investment banking skills at stem cell startup 

BlueRock Therapeutics

F
ounded in 2016 to capital-

ize on the technological 

breakthroughs in the con-

vergence of cell biology 

and genetic engineering, Blue-

Rock Therapeutics (headquar-

tered in Cambridge, MA) is 

advancing the company’s novel 

CELL+GENE™ platform to 

develop, manufacture, and 

deliver an entirely new generation 

of authentic and engineered cell 

therapies across three therapeutic 

areas: neurology, cardiology, and 

immunology.

BlueRock Therapeutics was 

capitalized by Versant Ventures 

and Bayer in one of the largest-

ever series A fi nancings in biotech 

history ($225 million). Last year, 

the company tapped Shane Kovacs 

for the joint chief fi nancial (CFO)–

chief business offi cer (CBO) role. 

With a remit to help defi ne and 

execute the company’s vision and 

apply its CELL+GENE™ plat-

form across multiple therapeutic 

areas, Kovacs talked to Pharm 

Exec about how he is drawing on 

both his biotech operations and 

investment banking experience to 

help take the company forward.

PE: What is your background in 

fi nance and life sciences?

KOVACS: Growing up I was a 

math and science guy; my under-

graduate degrees are in chemical 

engineering, life sciences, and 

economics. I worked in biotech 

in a lab position throughout my 

engineering summers. Then I 

migrated into fi nance and went 

to business school to formalize 

my business education beyond 

economics. Coming out of busi-

ness school, I went into invest-

ment banking, where I focused 

on biotech and life sciences com-

panies within healthcare. It was 

really a marriage of my two pas-

sions, fi nance and science.

I spent just shy of 10 years 

with Credit Suisse First Boston 

(now Credit Suisse), working on 

mergers and acquisitions and 

debt and equity raises for com-

panies in the life sciences sector. 

I was raising a $65 million pri-

vate fi nancing for a private bio-

tech in the fall of 2012 called 

PTC Therapeutics, which we 

were taking public in early 2013 

when this whole wave of biotech 

IPOs really began. They were 

looking for a CFO and I was so 

excited about the prospects for 

the business that I decided I’d 

join them, so I fl ipped over from 

banker to CFO in May 2013. I 

spent about four years helping to 

run and grow PTC. It was an 

incredible experience and I 

learned about all facets of oper-

ating a biotech beyond just 

fi nance, including R&D, regula-

tory, and commercialization. 

In early 2017 I was drawn 

back to Wall Street, but about 
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six months in I realized that I 

wanted something more fulfi ll-

ing for my career. I started talk-

ing to different VCs and was 

introduced to BlueRock, which 

was then less than two years old. 

I saw it was an exciting platform 

with disruptive potential for 

new medicines, using a cell as a 

therapeutic instead of a small 

molecule or an antibody. The 

company was well funded and 

there was a strong mandate 

from the board supporting an 

aggressive growth strategy. I felt 

that this was an opportunity 

where I could have a signifi cant 

impact as a part of that manage-

ment team.

PE: What have been your fi nance 

priorities since joining Blue Rock 

Therapeutics?

KOVACS: The company was 

founded in late 2016 with just 

two shareholders, Bayer AG and 

Versant Ventures, and while we 

are very well capitalized, our 

strong growth trajectory means 

that we’re very much a consumer 

of capital. So, we ultimately have 

a need to “feed the beast” and 

think longer term about how we 

bring in more investors and more 

capital. It’s also been necessary 

to put a whole organizational 

structure into place at the com-

pany based on our longer-term 

goals. That has really leveraged 

my operating experience at PTC 

and understanding the nuts and 

bolts of a biotech company and 

what you need to do to success-

fully grow the operations. So we 

set up that structure, all of the 

different R&D departments sup-

ported by all of the different gen-

eral and administrative teams, 

some of which had no employees 

at that time.

A major part of my job over 

the last nine months has involved 

the formation of the financial 

and capital strategy, positioning 

the company, building a website, 

getting in front of investors and 

getting their feedback. Also, I’ve 

had to build out the finance 

operation, because everything 

had been outsourced to third-

party consultants from a fi nance 

perspective. I needed to hire the 

team and begin to implement all 

of the systems, processes, and 

procedures that will enable us 

ultimately to operate as a public 

company. 

PE: How do you balance the CFO 

and CBO roles?

KOVACS: I think it very much 

depends on the background of 

your CEO, the rest of the execu-

tive team, and what backgrounds 

and skillsets they bring to the 

table. As a banker, I met many 

different executive teams of suc-

cessful private and public com-

panies. Sometimes you might 

have a CEO who’s well known 

in the community with a proven 

track record and has experience 

with capital formation and 

investor relations (IR). Perhaps 

that CEO doesn’t need a CFO 

who brings those skills to the 

table. Maybe that company is 

more suited to a traditional 

accounting/controller type, who 

can step into a CFO role and 

learn all the other external IR, 

strategy, and business develop-

ment skills. I think you need an 

executive team that satisfies 

many different attributes or 

skillsets. And depending on the 

makeup of your entire team, you 

may or may not need a CFO that 

satisfi es those needs.

When you move from banking 

to operating, you learn so much 

from your colleagues. It could be 

from your board members or 

your peers on the executive team 

from various other disciplines, 

such as your chief medical offi cer 

or head of manufacturing. I built 

a team of CPAs, for example, but 

I’m not a CPA by training. I 

understand accounting and am a 

Shane Kovacs, chief 
fi nance and business 

offi cer, BlueRock 
Therapeutics

Survey Delves 

Deeper Into the 

Expanding Role of 

the Pharma CFO
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chartered fi nancial analyst, but I 

never did audit work. You learn 

along the way. It’s about under-

standing how to build teams and 

how to work with teams. 

That sort of personal dynamic 

is very different from banking. 

But I’ve been able to apply 

approaches from banking. If you 

look at the Bulge Bracket invest-

ment banks, for example, they 

build teams by growing their 

own. They go out and fi nd best-

of-breed, if you will, from the top 

schools and they hire the top stu-

dents—aggressive, smart individ-

uals—and bring them in. I 

learned that from my banking 

days, and I brought that approach 

to building the teams at PTC and 

BlueRock.

As chief business offi cer, I’m 

also building out the business 

development team. We are very 

active in both search and evalu-

ation of new innovative technol-

ogies to continue to enable our 

CELL+GENE™ platform that 

we can either in-license or 

acquire. Additionally, we have 

been receiving interest from other 

parties interested in partnering 

with us and our platform. Going 

forward, that will also be an 

important effort at BlueRock.  

For me personally, my ulti-

mate career path is to pursue a 

CEO role in biotech. There are a 

number of precedents in our 

industry and it’s something I 

aspire to longer term. As a result, 

getting more involved and under-

standing other aspects of the 

operations of our business is a 

critical skill set I continue to 

build upon.

PE: What’s your vision for your 

company going forward?

KOVACS: The real goal for Blue-

Rock is to bring game-changing 

therapeutics to patients and real-

izing the disruptive potential of a 

cell as a therapeutic. Our lead 

program is in Parkinson’s dis-

ease, and we hope to enter the 

clinic this year. 

The trial is a surgical proce-

dure using our authentic dopa-

minergic neurons as a therapy; 

we aim to reinnervate the human 

brain and reverse degenerative 

disease, potentially restoring 

motor function to the millions of 

patients suffering from Parkin-

son’s and potentially have a dra-

matic impact in a disease where 

there’s been very little innovation 

for the last 50 years.

We’ll know if we can achieve 

that in Parkinson’s in the next 

two years. To be a part of a com-

pany that could have a huge 

impact and leave a legacy like 

that is super exciting. 

A liquid nitrogen bank containing a suspension of cells. BlueRock Therapeutics is developing stem cell technology 
for the potential treatment of conditions in neurology, cardiology, and immunology.

JULIAN UPTON is Pharm 

Exec’s European and 

Online Editor. He can be 

reached at jupton@

mmhgroup.com

“We ultimately have a need 

to ‘feed the beast’ and think 

longer term about how we 

bring in more investors and 

more capital.” 

sola_sola - stock.adobe.com
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T
here is no shortage of diseases and conditions 

for which a cure is desperately needed. Just 

think of cancer, Alzheimer’s, and autoim-

mune disease. Despite the strides made in 

recent years in developing treatments, the road to 

a cure for many of these conditions can be a mean-

dering path beset with pitfalls, frustration, and 

failure to hit pay dirt. 

Hence, there is a never-ending need for funding 

drug research and development. Traditional private 

equity investment and venture capital have been 

around for years. In many instances, these types 

of investment have had a positive impact on thera-

peutic research and commercialization efforts. 

But now, enter impact investing; environmental, 

social, and governance (ESG) investing; and ven-

ture philanthropy—a version of impact investing. 

Along with them come opportunities for the 

socially-conscious to infl uence drug development, 

and reap benefi ts—positive health outcomes as well 

as a fi nancial return.

Creating social impact

Impact investing and venture philanthropy entail 

generating benefi cial social or environmental out-

comes by investing in certain industries or social 

efforts, in addition to obtaining fi nancial gain for 

oneself. These investments give 

socially-conscious investors a results-

based approach to investing. They dif-

fer from traditional philanthropy in 

which donors do not expect to receive 

fi nancial reward. These investors chal-

lenge researchers and company execu-

tives to contribute to the public good 

as they create profi t. 

Impact investing and venture phi-

lanthropy tend to be in the realm of high net-worth 

people. And then for those who do not have millions 

in assets, there’s ESG investing, in which people 

determine how to invest based on their individual 

value system, explains Les Funtleyder, healthcare 

portfolio manager at E Squared Capital Manage-

ment, and a Pharm Exec Editorial Advisory Board 

(EAB) member. 

Investing in pharmaceutical R&D would appear 

to be a good fi t for these types of investors, who 

could be an individual, a group of individuals, or 

venture-like funds. “By defi nition, if you create a 

drug that cures people, you’re having a positive 

impact on society,” says Funtleyder, who also 

teaches healthcare investing at Columbia University. 

Funtleyder says that while ESG is more common 

in Europe, it is expected to grow in the US, especially 

among millennials who want to invest in organiza-

tions that align with their values. In healthcare, ESG 

investors would avoid companies that are involved 

in mercenary pricing of their drugs, for instance. ESG 

investors would look for organizations with diverse 

employment or diversity on the boards of directors. 

In developing countries, ESG investors might seek 

out organizations trying to improve access to health-

care through the establishment of local clinics. 

Ideally, investing in a company would be based 

on an investor’s values, such as developing drugs 

for unmet needs. Targets might include acute, 

orphan, or pediatric diseases. “Generic companies 

have a role to play. They could be the guys in the 

white hat, lowering costs,” notes Funtleyder. 

Opportunities in pharma

Surprisingly, the Global Impact Investing Net-

work’s eighth Annual Impact Investor 

Survey found that only about 5% of 

impact investment efforts were 

directed to the healthcare sector in 

2018. The survey’s fi ndings represent 

more than 200 respondents’ perspec-

tives on how the impact investing 

industry overall continues to evolve. 

The lower percentage of healthcare 

investments may be attributable to the 

belief that healthcare investing may be more risky, 

explains Funtleyder. But there have been many 

missed opportunities in the pharma area, and 

much of that may be due to a lack of communica-

tions on the part of the industry, he asserts. “Many 

people don’t necessarily understand how diffi cult 

it is to make (and receive regulatory approval for) 

a drug,” says  Funtleyder. 

Impact Investing and R&D
Exploring the rise of environmental, social, and governance investing and 

venture philanthropy in accelerating drug development
By Joseph Constance 

Les Funtleyder
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He believes the pharmaceutical industry has not 

articulated its “value proposition” well in a way 

that would resonate with socially-oriented inves-

tors; people generally do not understand the process 

involved in producing a drug, says Funtleyder. “You 

don’t often see biologists or medicinal chemists in 

ads talk about how cool the science is, and what 

they have to do to get a drug to market,” he notes. 

Still hope for dementia 

One investment fund focused on a specifi c disease 

is the Dementia Discovery Fund (DDF). The fund 

facilitates the development of effective drugs for 

the treatment of dementia. It aims to invest in 

early-stage research and is an example of a venture 

capital fund amenable to impact investing and ven-

ture philanthropy. 

The DDF is the fi rst venture capital fund to 

specialize in dementia. By focusing the 2013 G8 

meeting on the global challenges of dementia, 

David Cameron, former UK prime minister, advo-

cated for the disease as well as for more investment. 

Then, the newly formed World Dementia Coun-

cil worked with the UK’s Department of Health 

and Social Care to address dementia specifi cally. 

This led to a partnership with the char-

ity Alzheimer’s Research UK and some 

major pharma companies. Together, 

they formed the initial investment in 

the DDF. SV Health Managers LLP 

currently manages the fund. 

The DDF has four key areas of sci-

entifi c focus: 

 » Inflammation, immunology, and 

microglial function

 » Membrane contact site biology 

 » Mitochondrial dynamics

 » Synaptic physiology and structure

Angus Grant, CEO of the DDF, explains that 

the fund invests in early-stage projects that might 

not receive company or government support 

because of the large amount of innovation and 

investment needed. “We hope to fi ll an area where 

there’s a void by funding early research, and de-

risking it for biopharma to step in,” says Grant.

“We have to be very disciplined in our investing 

strategy,” he adds. “Our focus is on patient ben-

efi t. Patients benefi t when a physician can prescribe 

a drug. We have to fi nd the right early-science proj-

ects—invest in them, nurture them, and get them 

into late-stage clinical trials where biopharma can 

take over.”

The DDF looks for projects in which scientists 

have identifi ed specifi c pathways in patients that 

could be modulated for clinical benefi t. But the 

fund also looks downstream to see if the research 

will lead to a drug that could be prescribed. To fi nd 

projects with potential, DDF relies on a team of 

scientists with expertise in neurodegeneration, 

infl ammation, and other fi elds. They scour the sci-

entifi c literature, attend scientifi c conferences, and 

meet with academic and company researchers, 

advocacy groups, and others. DDF started off with 

about $130 million in investments and eventually 

reached about $325 million with help from a 

diverse group of investors, including patient advo-

cacy groups, industry, AARP, Bill Gates, commer-

cial insurance companies, and the NFL Players 

Association. “Usually these investment funds are 

set up to have a return on investment in a 10-year 

window,” says Grant. “But because dementia is a 

very diffi cult area to tackle, it is a 15-year fund.”  

The DDF’s investment efforts have begun to pay 

dividends. In February, Alector, a clinical stage 

biopharmaceutical company in which the DDF 

invested, commenced trading as a public company, 

following the successful completion of its $176 mil-

lion IPO. The company is pioneering 

immuno-neurology, a therapeutic 

approach for treating neurodegenera-

tion. Alector was the DDF’s first 

investment in 2015, and the comple-

tion of its IPO is a signifi cant mile-

stone that supports DDF’s mission. 

Alector is one of 16 companies and 

translational projects in which the 

DDF has invested. 

Investing in repurposing 

Meanwhile, Cures Within Reach is utilizing ven-

ture philanthropy and impact investing to generate 

fi nancing for medical repurposing research, and to 

drive less expensive treatments to patients more 

Angus Grant

The pharmaceutical industry 

has not articulated its “value 

proposition” well in a way 

that would resonate with 

socially-oriented investors
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quickly. In repurposing, the organization aims to 

advance new indications of already-approved 

drugs, devices, and nutraceuticals. 

The organization looks for technologies that are 

affordable to test, and which can be quickly incor-

porated into clinical settings. Newly validated 

repurposed therapies usually have completed Phase 

II clinical trials. They often are generic drugs.  

Cures Within Reach requests repurposing pro-

posals from academic, government, 

and company-based scientists. Selected 

proposals are reviewed and indepen-

dently vetted. The organization con-

nects potential funders to projects, and 

facilitates the entire research process, 

from the agreement with academic or 

company scientists, to reporting the 

progress of the research through com-

pletion, publication, and dissemina-

tion of results. 

Funders can be wealthy individuals with inter-

est in a disease that a family member may have or 

had; disease-specifi c nonprofi t organizations inter-

ested in repurposing research; or corporations and 

foundations.

“Cures Within Reach does not ordinarily pursue 

development to the FDA approval stage because 

the cost would be prohibitive for the types of inves-

tors this work attracts,” says Dr. Bruce Bloom, 

CEO. “Our endpoint is often a robust human clin-

ical trial, in which the data clearly support use of 

a therapy in a new indication. The results are pub-

lished in a peer-reviewed journal. Phy-

sicians can review this information 

and prescribe the drug if they want.” 

For example,  Bloom points to the 

several rare pediatric diseases for 

which Cures Within Reach has vali-

dated a repurposed therapy. “These 

fi rst-in-human, proof-of-concept clin-

ical trials are enough for most physi-

cians to consider prescribing the drug, 

which are safe,” he explains.

Cures Within Reach has made several invest-

ments. “One of our donors is a Chicago-based phi-

lanthropy which supported us to invest in an early-

stage commercial repurposing company that met 

our criteria,” says Bloom. “So we established a 

SAFE (simple agreement for future equity) agree-

ment with them, which gives Cures Within Reach 

an option to receive equity if a merger or commer-

cialization takes place.” 

Social impact bonds 

The organization also is working on impact invest-

ing arrangements in which the funders could 

receive financial return, according to Bloom. 

Toward this end, Cures Within Reach creates 

social impact bonds, using investment dollars, but 

not philanthropic dollars, for repurposing research. 

“The donor does not receive a tax deduction for 

giving us the money. We give the money to com-

mercial or academic entities to con-

duct the repurposing research, much 

like venture capital,” says Bloom. 

“When a repurposed therapy impacts 

patients, we get a return, and so would 

our funders.”

Payer impact 

Social impact bonds also would be 

based on up-front agreements with 

government payers. The payers would 

agree to give impact investors fi nancial returns 

that emanate from system-wide healthcare cost 

savings generated by the repurposed successes, 

says Bloom. Savings could include improved 

patient outcomes or fewer patient hospitalizations, 

which translate into savings for the overall health-

care system.

To specifi cally address unmet needs in cancer, 

Cures Within Reach recently established Cures 

Within Reach for Cancer. The cancer organization 

is following a similar blueprint as its parent entity 

in repurposing research. At fi rst, it is targeting 

about 100 non-cancer generic thera-

pies that have shown effi cacy for can-

cer in early-stage clinical studies. 

“We’re taking drugs that have 

already been FDA-approved for indi-

cations other than cancer and which 

are off-patent, and repurposing them 

for cancer. These drugs are readily 

available, inexpensive, and safe,” says 

Laura Kleiman, founder and execu-

tive director of Cures Within Reach for Cancer.

To gather data on potential investment oppor-

tunities, the organization is constructing the 

Oncology Repurposing Engine™, software for sys-

tematic evidence synthesis and analysis. The plat-

form uses artifi cial intelligence to aggregate pre-

clinical and clinical data on repurposed therapies 

and prioritizes repurposing opportunities. 

The issue is that there has been little funding for 

Phase III cancer clinical trials for these generic 

Bruce Bloom

Laura Kleiman
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drugs, which require a significant investment, 

according to Kleiman. Thus, her organization is 

also harnessing social impact bonds as a way to 

leverage healthcare savings to gain ROI for impact 

investors. “The greatest challenge has been getting 

insurance companies and government payers on 

board to provide success payments,” notes Kleiman. 

Combining data and investment models 

The Kraft Precision Medicine Accelerator at Har-

vard Business School is catalyzing research in pre-

cision medicine. The Accelerator was established 

in 2016 with a $20 million endowment 

from the Robert and Myra Kraft Fam-

ily Foundation. The organization 

brings together business and health-

care leaders to drive progress in both 

investment and data models. It is 

headed by Richard Hamermesh, 

senior fellow at Harvard Business 

School and Kathy Giusti, senior fellow 

and founder of the Multiple Myeloma 

Research Foundation. 

“Our purpose is to play a catalytic 

role in identifying challenges and 

obstacles and improving results,” says 

Hamermesh. “We identify the key 

challenges and the key obstacles that 

are slowing progress in the fi eld. A lot 

of progress in research is being made, 

and a lot of money is being invested, 

but the cycle could be improved and 

shortened.” 

Impact investing has become an increasingly 

hot area, Hamermesh believes. “People want to 

know that in addition to earning a return, their 

dollars are having a social impact,” he says. “This 

market is led by a number of banks with clients 

looking to put a lot of money to work.”

The Accelerator has established teams of pro-

fessionals that fi nd sources of potential scientifi c 

research and funding. Among their tasks, they per-

form “landscapes” to identify new impact investing 

models and to fi nd interested banks and investors. 

Giusti explains, “We look to build on models in 

venture philanthropy as well as models with banks 

and venture capital funds in our role as a catalyst. 

We try to marry impact investing with important 

areas of scientifi c innovation.”

Whether it involves data or investment models, 

the Accelerator stays in close touch with leaders in 

the precision medicine space, from oncology to 

Alzheimer’s, to drive cures faster. In one effort to 

exchange ideas, the Accelerator held a meeting in 

February to discuss how it could accelerate preci-

sion medicine through better investment models, 

Hamermesh says. The meeting was attended by 

venture philanthropists, banks, and scientific 

researchers who pointed out potential opportuni-

ties for investment. 

Giusti further explains that the Accelerator also 

focuses on innovative data models. “For us, data 

can come directly from a patient, an academic cen-

ter, or a pharma company,” she says. “Data model-

ing is important because you can’t do 

precision medicine without data. There 

is no doubt the data can then advise the 

investment models. Data and funding 

together will accelerate cures across 

diseases.” 

Meanwhile, in April, the Multiple 

Myeloma Research Foundation 

launched the $50 million Myeloma 

Investment Fund, a venture philan-

thropy effort aimed at accelerating 

new therapies and diagnostics so that 

multiple myeloma patients have access 

to the best new targets and technolo-

gies. The fund is an independent, self-

sustaining vehicle, and is the fi rst and 

largest fund specifically focused in 

multiple myeloma. It will invest in 

seed, early-stage, or series A funding 

for emerging biotech companies or 

asset management groups.

In 2016, UBS raised $471 million for its UBS 

Oncology Impact Fund, an impact investing fund 

that supports companies developing cancer treat-

ments. In April 2018, the fund, managed by MPM 

Capital, and the American Association for Cancer 

Research (AACR), announced the fi rst funding gift 

to the joint AACR-MPM Transformative Cancer 

Research Grants Program to support research that 

accelerates breakthroughs against cancer. 

The fi rst contribution totaled $1.2 million. The 

fund is also due to donate a second $1.2 million to 

UBS’s Optimus Foundation to support emerging 

market access to cancer care. 

Treating and curing disease requires many 

investment dollars. Venture philanthropists, impact 

investors, and ESG investors will fi nd many oppor-

tunities in the healthcare arena to get a fi nancial 

return on their investments as well as to have a 

positive impact in the battle against disease. 

Richard Hamermesh

Kathy Giusti
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T
he pharma revenue engine 

is stalling. A full 78% of 

Americans, according to 

the Kaiser Health Tracking 

Poll, say drug companies making 

too much money is a “major rea-

son” why their healthcare costs 

have been rising, up from 62% 

who felt that way in 2014. The 

political winds have shifted and 

the risk of backlash is real. 

Winning in a post-price-hike 

world. Price increases contributed 

a staggering $14 billion of the $23 

billion in sales growth for the 45 

top-selling medicines from 2014-

2017, according to an analysis by 

research fi rm Leerink. Take away 

price hikes and you take away 

61% of the growth in US sales for 

those 45 medicines over that 

three-year period. 

It may be nearing last call for 

the price hike party and time for 

pharmaceutical leaders to mine 

new, more sustainable sources of 

revenue growth. Medication 

adherence has emerged as a viable 

and largely untapped source of 

revenue and earnings per share 

(EPS) growth for pharma. 

Medication adherence is phar-

ma’s new golden goose. Drug man-

ufacturers lose an estimated $637 

billion globally and $250 billion 

in the US each year from patients 

not taking their medications as 

prescribed. Recent analysis from 

Credit Suisse of the 21 largest 

pharma companies found that 

improved medication adherence 

has the potential to be one of the 

industry’s most important growth 

drivers over the next seven years. 

According to that analysis, 

enterprise-level adherence pro-

grams could, for example, 

increase Sanofi ’s revenue by up to 

12% and EPS by 20% between 

2020 and 2026. Adherence could 

drive revenue up 29% for Novo 

Nordisk between 2020 and 2026. 

So how do we take these 

growth numbers off the pages of 

the Credit Suisse analysis and onto 

the balance sheets of pharma? 

Introducing the chief adherence 

offi cer. The best way to capitalize 

on the medication adherence rev-

enue opportunity is to designate 

a chief adherence offi cer (CAO) 

to lead the charge in a post-price-

hike, outcomes-based world. 

The chief adherence officer 

would report to the CEO and be 

connected to the board of direc-

tors. The CAO would be empow-

ered with a material budget and 

P&L responsibilities, and would 

own enterprise-level adherence 

initiatives and not just brand-

level, tactical projects. 

CAOs would connect initia-

tives to revenue and outcome met-

rics and lead strategic, corporate-

wide pat ient engagement 

initiatives to improve adherence. 

Their mandate would be to 

deliver scalable revenue growth 

and improve patient outcomes 

across brands and portfolios. 

In addition, the CAO would 

have one of the most infl uential 

seats at the executive table 

because of their impact not just 

on company finances, but on 

other parts of the business, such 

as digital transformation.

Chief adherence officers play 

well with others. Organizational 

tension between departments 

tends to manifest itself acutely in 

the C-suite, yet a chief adherence 

offi cer, due to the additive nature 

of adherence programs, would 

bring a new dynamic to executive 

relationships. 

Chief medical offi cers (CMOs) 

would love partnering with the 

adherence lead because of the 

widespread improvement to 

patient outcomes from increased 

adherence. Chief fi nancial offi cers 

(CFOs) would cherish the ROI of 

adherence programs because the 

growth comes at a relatively low 

cost compared to the billions spent 

on new drugs or marketing to 

HCPs to get prescriptions written. 

CEOs would be thrilled to kick-

off an earnings call by announcing 

that their company was the fi rst to 

deliver the “Pharmaceutical Triple 

Aim” of increased revenue, 

improved patient outcomes, and 

lower overall healthcare costs 

through a robust, enterprise-wide 

adherence program.

The benefi ts of an executive-level 

adherence leader. A C-level adher-

ence executive could wring reve-

nue from across the entire enter-

prise. They would weave together 

various brand-level projects into 

a company-wide program that 

scales adherence benefi ts across 

the firm. Even a small lift in 

adherence rates scaled across the 

enterprise has a powerful impact 

on total revenue and EPS.

If drug companies are allowed 

to raise prices every year, they will. 

This fact is not lost on regulators 

and consumers, nor is it lost on the 

pharma C-suite. Yet for those 

leaders that seek the Pharmaceuti-

cal Triple Aim, imagine the posi-

tive impact even a portion of the 

$637 billion of revenue lost annu-

ally to non-adherence would have, 

solely by having patients take their 

medication as prescribed. 

Change starts at the top, and 

for pharma that means creating 

room at the table for a chief 

adherence offi cer. 

It’s Time for a Chief 

Adherence Offi cer
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M
anagement teams of 

early-stage life science 

and biotech companies 

must constantly moni-

tor the fi nancial health of their 

organizations—especially their 

cash fl ow. Longer-than-expected 

product development schedules 

can substantially lengthen time-

to-market and cash runways, 

which can mean a higher-than-

expected cash burn rate.

Running out of cash will 

quickly derail a new venture at any 

stage of its development, no matter 

how promising the business plan 

or how strong the initial proof of 

concept. Therefore, emerging life 

sciences companies tend to be in 

perpetual fundraising mode. Most 

rely on multiple rounds of equity 

financing from venture capital 

(VC) funds with sector expertise 

in health, biotech, and life sci-

ences. But they often fi nd that a 

private equity war chest, no matter 

how large, is only the beginning 

of their fi nancing journey. 

As firms progress toward a 

rollout of products and strive for 

initial revenue, they nearly always 

fi nd it advantageous to evolve to 

a more robust and mature capital 

structure. That often means addi-

tional fi nancing from later-stage 

private equity investors or large 

pharma partners that can sup-

port the companies beyond the 

initial VC equity capacity. And, 

sometimes equally important, it 

can mean one or more forms of 

debt fi nancing as well.

Some of the most successful 

early-stage companies will estab-

lish a balance sheet with a capital 

structure fed by multiple forms of 

both debt and equity fi nancing. 

Their stronger balance sheets can 

help position them to survive the 

long march to regulatory and mar-

ket acceptance as well as positive 

cash fl ow. And pursuing the right 

financing options early in the 

game can make all the difference 

when it comes time for a liquidity 

event that delivers returns to early 

investors. A company with a 

strong cash position negotiates 

from a position of strength when 

either seeking an acquirer or pur-

suing an initial public offering. 

Most startups progress 

through a familiar, time-tested 

funding process. But that slog 

through approvals to actual com-

mercial revenue can be arduous 

and expensive. Clinical trials can 

take months or years to complete, 

and regulatory approvals can be a 

time-consuming process shot 

through with uncertainty. Run-

ning out of cash, in spite of strong 

prospects for success, is an ever-

present danger.

Venture equity investors with 

life sciences sector expertise 

understand those dynamics. How-

ever, even the most patient venture 

investors need reassurance that 

the company has a strong enough 

fi nancial foundation and manage-

ment with the fi nancial acumen to 

direct it toward an eventual suc-

cessful liquidity event. That’s 

where debt comes into play. 

Mix debt with equity

Why debt? First, it does not typi-

cally dilute equity (or if it does, 

only minimally so). As the loan is 

repaid, the investors and manage-

ment maintain their percentage of 

ownership. In the meantime, it 

provides needed cash to help sus-

tain operations between equity 

rounds without lowering the price 

of new shares. Adding some debt 

to the balance sheet also provides 

a cushion against the possibility 

that cash will run out due to the 

uncertainties inherent in the life 

sciences product development 

cycle. It can help extend a com-

pany’s cash runway and allow it 

to reach milestones and higher 

valuations that otherwise might 

be just out of reach. And it can 

expand and extend product pipe-

line development. 

Also, debt can provide needed 

cash to help bridge the uncertain 

time required to position for an 

IPO or negotiate an acquisition. 

Finally, debt that strengthens 

an early-stage company’s cash 

position can help attract more 

equity fi nancing in later rounds. 

Those later-stage equity provid-

ers tend to be slightly more risk 

averse than the intrepid venture 

capitalists who assume the big-

gest up-front risk in return for 

huge potential returns. They tend 

to want to see not only successful 

progress against clinical mile-

stones, but also a strong fi nancial 

foundation for future growth. A 

capital structure with a strong 

balance sheet and cash cushion 

refl ecting an appropriate mix of 

debt and equity fi nancing sends 

a signal to those risk-averse inves-

tors that the early-stage fi rm is 

well-positioned to transition to its 

rapid-growth stage. 

In short, debt is not a replace-

ment for equity. Rather, it works 

hand-in-glove with equity to pro-

vide optimum balance sheet lever-

age. When used appropriately and 

strategically, it helps management 

to more effectively manage cash 

Easing the Path to 

Profi tability
Steps for startups in tapping non-dilutive fi nancing options
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fl ow and hedge against risk while 

growing the business. 

Multiple sources of fi nancing

Many might assume a company 

must wait until it has substantial 

assets and multiple quarters of 

positive cash fl ow before it quali-

fi es for a bank line of credit or 

standard business loan. But early-

stage life sciences fi rms without 

near-term prospects for revenue 

can also qualify for loans. Debt 

fi nance providers with life sciences 

industry experience know how to 

identify early-stage companies 

with strong prospects. They tend 

to seek out startup companies that 

are backed by high-profile VC 

fi rms, have a decent cash life of at 

least 12 months, deep develop-

ment pipelines, and promising 

early data, if available.

For managers of emerging 

growth companies in the life sci-

ences sector, several specialized 

suppliers of non-dilutive fi nanc-

ing have emerged to help ease the 

path to profi tability:

 » Venture banks provide venture 

debt to companies that are 

funded by top-tier VC fi rms and 

that have a strong IP portfolio. 

They often strike a deal with 

upside potential in the form of 

warrants, and they secure the 

loan with a senior lien on all 

assets other than the IP. Typical 

conditions of bank loans are 

that the borrower must bring all 

of their business baking services 

over to the bank from which 

they borrowed the funds. 

 » Non-bank debt funds, or spe-

cialty fi nance fi rms, also provide 

venture debt, but usually at a 

higher cost of capital than banks. 

They’re not able to lend using 

relatively inexpensive deposits, 

and they can’t offset a lower cost 

of capital with other services. 

However, these lenders also tend 

to be able to provide larger loans, 

sometimes with more fl exibility 

in structure and terms. 

 » Structured finance providers 

cater to life sciences companies 

that are on the cusp of moving 

from clinical to commercial 

stages. They extend large loans 

sometimes in exchange for a 

percentage of the company’s 

future revenues over an extended 

period of time until the loan is 

repaid. This type of fi nancing 

can be more expensive than tra-

ditional venture debt fi nancing, 

but it can also provide much 

greater fl exibility in terms and 

far larger fi nancing rounds than 

standard venture debt. 

Evaluating each option requires 

a careful analysis of the current 

cash runway and longer-term 

fi nancing needs. The next step is 

to survey suppliers and line up bids 

from a small but appropriate group 

of potential competitive debt inves-

tors. Negotiation over terms might 

include potential warrants, royal-

ties, or other incentives for the 

lender beyond interest and princi-

pal repayments. Fortunately, there 

are enough sources of fi nancing to 

create healthy competition among 

lenders, which helps establish fair 

market prices. And because such 

investors pursue long-term rela-

tionships that will generate repeat 

business, they have an incentive to 

negotiate with borrowers.

Align stakeholder incentives

As entrepreneurs, founders, and 

their teams begin their journey 

with a new company, it’s 

 important to get all stakeholders 

on board. The more clearly a com-

pany identifi es and articulates its 

specifi c fi nancing needs, the better 

the result. Having credible short-, 

medium-, and long-range plans 

for capitalization of the company 

helps get all stakeholders on the 

same page. 

An appropriate mix of both 

equity and debt fi nancing can help 

play an important role in aligning 

stakeholder incentives:

 » Company management will 

proceed on its growth plan with 

confi dence that the necessary 

cash will be available to fund 

each stage of growth.

 » Investors will be assured that if 

the fi rm continues to perform 

well at each equity funding and 

meets its milestones, the non-to-

minimally dilutive debt fi nanc-

ing should return more total 

value to the founders’ stock.

 » Lenders will be confi dent they 

will receive their expected 

return while looking forward to 

partnering on future fi nancing 

as the company grows.

Under-capitalization is one of 

the top reasons new businesses 

fail. Life sciences companies, with 

large capital requirements and 

exceedingly long time-to-market, 

are especially prone to cash short-

falls and, therefore, need to con-

stantly monitor and manage their 

capital requirements. A mature 

capital structure, with a self-rein-

forcing mix of debt and equity 

financing, can ultimately help 

make the difference between suc-

cess and failure. 

Debt is not a replacement for equity. Rather, it works 

hand-in-glove with equity to provide optimum 

balance sheet leverage

http://WWW.PHARMEXEC.COM/


28

WWW.PHARMEXEC.COM

PHARMACEUTICAL EXECUTIVE MAY 2019Portfolio Management

FRANK S. DAVID is 

Managing Director, 

Pharmagellan. He can 

be reached at frank@

pharmagellan.com 

GREG BELOGOLOVSKY 

is Associate Director, 

Navigant. He can be 

reached ta greg.

belogolovsky@navigant.

com  

D
rug developers rely on reg-

ular cycles of R&D port-

folio review to decide how 

to allocate resources across 

current and potential projects—but 

in most companies, it is qualitative, 

highly subjective, and focused on 

near-term budget constraints. This 

article describes a way to inject a 

dose of strategy into the process.

THE PROBLEM: Activities are 

mainly budget allocation tools

Over several decades, many key 

principles of R&D portfolio plan-

ning have been codifi ed by scholars 

in operations management and put 

into practice in pharmaceutical and 

other R&D-focused industries. 

Drug companies use these pro-

cesses to “force rank” projects by 

various elements of cost, risk, and 

reward; allocate funds and person-

nel; and track resource utilization.

The problem is that most R&D 

portfolio planning approaches are 

primarily short-term budgeting 

tools, not strategic ones. Budgeting 

exercises are critical in pharma, 

but they do little to help companies 

objectively defi ne their portfolio 

goals over broader time horizons 

and track performance against 

them. This lack of well-articulated, 

long-term aspirations supported 

by quantitative metrics creates 

challenges for executives who want 

to enact a long-term-focused R&D 

strategy and explain it to employ-

ees, investors, and journalists.  

THE SOLUTION: A parallel process 

focused on strategic goals

One solution to this problem is 

to implement an independent but 

complementary strategic R&D 

portfolio review, which can run 

alongside current budgeting 

activities. Although the two pro-

cesses share superfi cial similari-

ties, the strategic review has 

three unique features:

 » It explicitly defi nes the weights 

of various metrics relative to 

one another, and collapses 

them into reproducible, quan-

titative measures of value and 

feasibility. This provides a 

more nuanced view of the port-

folio than a simple one-dimen-

sional “rack and stack” 

approach, while also yielding 

intuitive outputs that can be 

communicated easily within 

and outside the company.

 » It defi nes minimal and target 

thresholds for each component, 

which are held constant from 

year to year and let executives 

and the public track the port-

folio against fi xed goals.

 » It utilizes external advisors as 

reviewers, much like an NIH 

grant review panel, which elim-

inates internal biases and also 

reduces the time required from 

internal staff.

Applying in practice

An example of the analytic outputs 

of this sort of strategic review pro-

cess is shown in Figure 1 on facing 

page. This anonymized example is 

based on work with a not-for-

profi t organization that currently 

deploys over $100 million of fund-

ing to diverse R&D activities 

across materials sciences, life sci-

ences, and other areas—but it is 

easy to imagine a similar output 

from a pharma company working 

across multiple therapeutic areas. 

This particular organization 

convened an external advisory 

board to score each of its R&D 

programs on over a dozen distinct 

metrics, such as expected eco-

nomic value, team capabilities, and 

existing scientific validation, 

according to specified criteria. 

These scores were then mathemat-

ically combined and aggregated for 

“value” and “feasibility,” based on 

differential weightings of the met-

rics according to the management 

team’s determination of their rela-

tive strategic significance. The 

organization’s executives also 

defi ned the minimal and “stretch” 

targets for each distinct metric, 

which led to placement of thresh-

olds to determine which projects 

were within the expected perfor-

mance and aspirational vision. 

The result was a familiar “2x2” 

matrix, easily interpreted within 

and outside the organization: the 

upper right quadrant represents 

high-value, high-feasibility proj-

ects, while the lower left quadrant 

contains underperforming proj-

ects. When the organization 

repeated the process in subsequent 

years and tracked the portfolio’s 

evolution over time, it examined 

more closely the projects in the less 

desirable quadrants, and adjusted 

its project funding processes to sys-

tematically reduce its investment in 

underperforming quadrants. It was 

also able to clearly communicate 

its strategic goals and progress to 

its external funders, which helped 

sustain support for the organiza-

tion among key stakeholders.

This particular organization 

also looked more closely at com-

mon attributes of projects in less 

desirable quadrants—which pro-

vides a strategic view currently 

missing in most pharma R&D 

portfolio reviews. In this case, a 

A Strategic Approach to 

R&D Portfolio Planning
Weighing the benefi ts of a deeper quantitative review for pharma 
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deeper analysis of low-perform-

ing projects revealed that they 

scored poorly on metrics related 

to commercialization feasibility, 

which was weighted as one of the 

organization’s top strategic pri-

orities. Much of the gap in this 

domain related to the involvement 

of academic collaborators, who 

were less focused on projects that 

could deliver economic returns. 

Over the following year, the 

organization refocused its prior-

itization criteria to drive a higher 

concentration of projects into the 

high-value, high-feasibility quad-

rant, and it was able to quantify 

its progress in the following 

year’s portfolio analysis.

Advantages for pharma

A key element of this process that 

warrants highlighting is the 

involvement of an external advi-

sory board. Although many orga-

nizations fear the loss of control 

from involving outsiders in their 

decision-making process, an exter-

nal perspective, including subject 

matter experts with no affi liation 

with the organization, provides 

critical benefi ts for strategic R&D 

portfolio planning. When pharma 

companies rely solely on either 

employees or external parties with 

longstanding relationships to eval-

uate research programs, they fre-

quently obtain biased assessments 

and skewed results. In addition, 

combining various perspectives 

on the evaluation board allows 

an organization to obtain a 

much broader view of the quality 

and direction of its portfolio. 

The strategic portfolio assess-

ment process described here can 

provide several advantages for 

pharma companies. First, it oper-

ates alongside and complements 

existing portfolio reviews—which 

remain critical to allocate budget 

and track resources—without add-

ing undue administrative burden 

to R&D staff or senior managers. 

Second, it provides a quanti-

tative, reproducible method to 

defi ne the aspirational “ideal” 

balance of cost, risk, and reward; 

track performance toward it over 

time; and motivate the organiza-

tion and its leaders to be account-

able for the portfolio’s objective 

performance. 

Third, it provides strategic 

context for evaluating the poten-

tial impact of pursuing specifi c 

new R&D programs, whether 

sourced internally or through 

licensing and acquisition. 

Fourth, because the process is 

transparent, reproducible, and reli-

ant on prespecified criteria and 

external assessors, it enables execu-

tives to objectively and dispassion-

ately evaluate the portfolio’s distri-

bution across disparate R&D areas 

(e.g., oncology vs. immunology). 

And fi nally, it yields a simple, 

visual summary that clearly con-

veys the fi rm’s R&D priorities 

and performance to employees, 

directors, and investors. 

Budgeting exercises are critical in pharma, but they 

do little to help companies objectively defi ne their 

portfolio goals over broader time horizons and track 

performance against them 

Source: Navigant Consulting, Inc.

Figure 1. A value-versus-feasibility view of the R&D portfolio for an 
illustrative research-focused organization. Scores were calculated based on 
reviews by members of an external advisory board, and “aspirational” and 
“expected” performance thresholds were determined by the organization’s 
senior leadership team and held constant from year to year. Bubble sizes are 
proportional to R&D investment; colors refl ect distinct R&D domains.
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KOREA

Sometimes dubbed the “Miracle on the Han,” South Korea is indisputably an economic success 

story. Finding itself one of the world’s poorest countries in 1953 following the devastation of the 

Korean War, its meteoric development in the decades since has seen GDP per capita surge 31,000-

fold, elevating the country to the world’s 11th largest economy.

With a population dwarfed by those of Asian rivals such as China and Japan, Korea’s success has 

come from innovation and the country now regularly tops the Bloomberg Innovation Index. Today Ko-

rea leads in industrial competitiveness for smartphones, semiconductors, and lithium batteries, and 

has created world-renowned conglomerates, known as Chaebols, such as Samsung, Hyundai, and LG. 

The products of Korean innovation stretch across a wide variety of industries; even the world’s fi rst 

ice-breaking carrier for transporting liquefi ed natural gas (LNG) calls Korea its manufacturing home. 

As other nations seek to emulate Korea’s standing within its historical powerhouse industries, 

the country’s government has already set its sights on the next generation of technologies ripe for 

Korean dominance. Under the presidency of Moon Jae In, Korea is gearing up to embrace the fourth 

industrial revolution, fusing the physical, digital and biological worlds. “When innovative growth is 

discussed, the strategy includes all sectors of the economy, including pharmaceuticals and the 

health sector,” asserts Yong Ik Kim, president of the National Health Insurance Service (NHIS). 

Such sentiments tend to be echoed by the legislators and policymakers, many of whom seem to 

understand the life science industry’s fundamental importance as a lynchpin to economic resurgen-

ce. “We really need to think carefully about how to globalize and industrialize the healthcare sector. 

For example, which new technologies, and therapies to pursue,” insists Myoung Su Lee, chairman 

of the Health and Welfare Committee at the National Assembly of the Republic of Korea.
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Indeed, life sciences are already a criti-

cal point of focus in the utilization of next 

generation Korean technologies, building 

upon the nation’s long-established repu-

tation for biotechnology and regenerative 

medicine. “The world’s fi rst stem cell ther-

apy, Pharmicell’s Hearticellgram-AMI, 

was approved in Korea in 2011,” proudly 

recalls Jung Tae Park, senior managing 

director of the Korea Biomedicine Indus-

try Association (KoBIA). Yet, as Han-Oh 

Park, president, founder, and CEO of 

leading Korean biotech Bioneer astutely 

notes, “This constitutes merely the tip of 

the iceberg for Korean biotech.”

Korea’s gross domestic R&D spending 

per capita – 4.5  percent – ranks fi rst glob-

ally according to the OECD. Nonetheless, 

the situation for innovative pharmaceuti-

cal companies within Korea is becoming 

increasingly diffi cult as the government 

looks to keep down the costs associated 

with the country’s universal healthcare 

coverage, the National Health Insurance 

System. Under President Moon, there are 

plans for coverage to be widened and in-

creased, taking even more of the cost bur-

den away from the patient. Enterprising 

investment on one side, coupled with fru-

gal savings on the other, reveals Korea to 

be a country of contrasts.

PRICING CONUNDRUM 

Korea’s unique characteristics encom-

pass a push for high-end innovation 

with a zealous pursuit of effi ciency. In-

deed, Korean drug makers are renowned 

for their aggressive pursuit of low-price 

points, egged on by national regula-

tors pushing to maximize their savings 

vis-à-vis government expenditure on 

pharmaceuticals whenever possible. As 

Roche Korea president Nic Horridge 

notes, “regarding prices, we feel the re-

ward for innovation could be improved: 

pharmaceutical prices in Korea fall at 

around 60-70 percent of the OECD av-

erage. Therefore, it is crucial to engage 

in constructive discussions between the 

industry and health authorities, putting 

patients’ interests fi rst and ensuring we 

have a sustainable model in Korea”.

This mindset has resulted in efforts to 

minimize spending on pharmaceuticals, 

meaning that local generics players  rather 

than original producers dominate the mar-

ket; creating somewhat of a race to the 

bottom on pricing. “Since many generic 

companies market the same products, in-

creasing the price is nearly impossible,” 

states Jai-Man Ryu, CEO of local fi rm 

Shin Poong. Indeed, the market for gener-

ics is now becoming saturated. As Profes-

sor Dukgeun Ahn, trade policy advisor to 

the Ministry of Health and Welfare notes, 

“we now observe that there are simply too 

many generics producers [in Korea].”

Moreover, low pricing for innovative 

drugs has rendered the relative price ratio 

of generics to innovative products reasona-

bly high. These distortions have resulted in 

unusual consequences for the producers of 

innovative products. “While generic pene-

tration in Korea is around 60 to 70 percent, 

it is interesting to note the volume increase 

for some off-patent originals, despite the 

fact that there can be up to 80 generic al-

ternatives in some cases. This is the result 

of poor policymaking by the government,” 

perceives Sean Kim, senior director of the 

Korea Research-Based Pharma  Industry 

Association (KRPIA), an association rep-

resenting multinational pharmaceutical 

companies operating in Korea

Partly responsible for these low pricing 

levels is the adherence to using outdated 

information when assessing the price of 

innovation. “One of the methods deployed 

by the government to assess and price in-

novation is to use a reference to assess the 

quality-adjusted life years (QALY) based 

on a GDP value – USD 25,000 per cap-

ita. In reality, the GDP in Korea is now 

close to USD 34,000. It’s like wearing old 

glasses to look at new products,” ventures 

Julien Samson, vice president and general 

manager of GSK Korea. 

The low prices are creating fears 

that the reward for innovation is being 

eroded. “We continuously remind the 

government of this issue. KPBMA has 

been consistently emphasizing that an 

appropriate drug price is necessary for 

companies to keep investing in R&D,” 

stresses Hee-Mok Won, chairman of the 

Korea  Pharmaceutical and Bio-Pharma 

Yong Ik Kim, president, NHIS; Myoung Su Lee, chairman, National Assembly of the 

Republic of Korea;  Han-Oh Park, president & CEO, Bioneer; Nic Horridge, president, Roche
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Manufacturers Association (KPBMA), an association repre-

senting the domestic pharmaceutical industry.

Although the Korean pricing predicament creates head-

aches for the drug  companies, the situation has created win-

ners, namely those responsible for funding the healthcare 

system. With pharma expenditure constituting around 24 

percent of the national health insurance system’s bill, the 

government’s tough negotiations on drug pricing are part of 

its battle to ensure affordable healthcare in a  rapidly aging 

population. Understanding this position, Paul Henry Huibers, 

president of Lilly Korea, is quick to highlight the government’s 

success at the expense of the pharma companies. “From the 

Korean perspective, as the buyers in the market, they are do-

ing a commendable job, negotiating the lowest prices in the 

world,” he asserts.

While Korean pricing is often perceived as problematic, debate 

rages as to what extent this is a local issue or simply indicative 

of overarching trends affl icting the global pharmaceutical sector. 

Uloff Münster, general manager of Merck Biopharma Korea, 

while acknowledging that “the low prices are an ongoing concern 

for all companies as prices are naturally one of the most impor-

tant drivers of commercial success,” plays down the signifi cance 

of Korea’s pricing woes. “At the end of the day, the reality is this 

is not profoundly different from what is going on in European 

countries,” he observes.

ENDURING ENTHUSIASM 

Moreover, in spite of any perceived pricing challenges, interest in 

the Korean marketplace remains buoyant with companies still 

willing to launch their products on the market – “Roche’s global 

business is well mirrored in Korea as almost all our portfolio is rep-

resented here” remarks Roche’s Horridge. In March 2019,  Roche 

Korea received approval for the combination therapy  Tecentriq 

Jei Man Ryu, president, Shin Poong Pharm; Dukgeun Ahn, professor, 

Seoul National University; Sean Kim, MA&HC policy senior director, 

KRPIA
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and Avastin, the only fi rst-line treatment for metastatic non-squa-

mous non-small cell lung cancer (NSCLC). Horridge continues, 

“These fi lings demonstrate Roche’s commitment to bringing in-

novative solutions for unmet medical needs. Of course, our next 

task is to work proactively with the Korean government to help 

ensure these drugs can be listed for national reimbursement so 

that more patients here in Korea can ultimately benefi t.”

According to research and consulting fi rm GlobalData, the 

country’s pharmaceutical industry is expected to expand by 2.4 

percent annually until 2020, when trends suggest that the to-

tal market size will hit USD 20.4 billion. Driving this growth 

is  extreme ongoing demographic trends – Korea has the fastest 

 ageing population in the world, fueling greater pharmaceutical 

consumption. According to IQVIA, 39 percent of Korean medical 

costs are now spent on patients aged 65 and above, a signifi cant 

jump from 24 percent in 2005. 

As a consequence of this rise in healthcare spending as a 

percentage of GDP and notorious over-provision – the average 

length of stay in hospital is over twice the OECD average in Ko-

rea, at 16.5 days – some pharmaceutical companies have capi-

talized on Korea’s high volumes to give patients access to their 

most advanced products. “Whereas Switzerland would be con-

sidered a low volume high price market, Korea could be char-

acterized as a low-price high-volume market” affi rms  Huibers, 

whose focus on introducing new brands and  innovation has 

facilitated double digit growth in the local affi liate. 

This environment has enabled companies to continue their op-

erations and with confi dence. One such company is Novo Nord-

isk, who have been particularly bullish about the Korean market. 

“What differentiates me from my peers was my decision to expand 

the affi liate. Multinationals in Korea are usually limiting their op-

erations to the greatest extent possible, prioritizing international 

partnerships to minimize liabilities. Novo Nordisk is moving in the 

opposite direction. When I joined, we had 110 employees and have 

increased this to 140. Furthermore, we have successfully launched 

Treshiba®, Saxenda®, and Nodifl ex®. Next year we will launch 

Fiasb®. These  products are the backbone of our growth, and 

Hee-Mok Won, chairman, KPBMA; Uloff Munster, general manager, 

Merck; Paul Henry Huibers, president, Lilly
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Treshiba® has been a true success story,” 

asserts Rana Afzar, VP and general man-

ager of Novo Nordisk Korea.

Korea also boasts a number of advan-

tages over other developed markets in terms 

of launching products that further boosts 

the desirability of the market, “It is true 

that the headquarters prioritizes big mar-

kets such as the US or Europe, compared to 

small markets such as those of Korea or Tai-

wan. However, I do not agree that we must 

wait for approvals from those large markets 

if we can receive approvals at a faster pace from smaller markets 

like Korea. Mitsubishi Tanabe Pharma Korea realized that once 

the required documents for the government approval are in order, 

we could receive approval faster in Korea than in the US. This was 

achieved only six months after the headquarters obtained approval 

from the Japanese government. Consequently, I made the decision to 

challenge this approach and to launch the medication to the Korean 

market fi rst; Mitsubishi Tanabe Pharma Korea obtained approval in 

Korea” remarks Narahiko Yoshii of Mitsubishi Tanabe.

DEMOGRAPHICS AND NEW NEEDS 

The high volumes of the Korean market combined with the coun-

try’s demographic trends are colliding to create an excellent oppor-

tunity for a drug maker looking to expand their offering locally. Ac-

cording to the Institute for Health Metrics and Evaluation (IHME), 

Alzheimer’s Disease now represents the second largest killer in 

Korea, prompting several companies to switch their focus towards 

Alzheimer’s and other diseases of the central nervous system (CNS). 

“As Korea is the most rapidly ageing society in the world, the need 

to develop products to aid elderly patients is crystal clear. Focusing 

on the CNS area is part of following this trend,” remarks  Narihiko 

Yoshii, president of Mitsubishi Tanabe Pharma Korea. 

Operating in CNS affords plentiful op-

portunities to bring value to patients, with 

the market yet to adjust to the changing de-

mography. “When we entered the CNS seg-

ment 10 years ago, there were only three or 

four companies present in the market. It was 

very much overlooked,” recalls, Sang Joon 

Lee, president CEO of Hyundai Pharm, 

whose CNS business is now growing at a 

rate of between 40 to 50 percent annually.

The changing demographics are also 

altering the strategies of companies’ local 

operations. As Pil Soo Oh of Lundbeck  remarks, “The ageing 

population will present an opportunity for Lundbeck. We used 

to focus on the large hospitals, lacking the resources to visit the 

small psychiatric and neurological clinics. However, the ageing 

population will lead more and more patients visiting small clinics 

and we must align our  geographical strategy to refl ect this.

Neither is CNS alone as a therapeutic area rich with opportu-

nities. Oncology is proving to be a popular area for local invest-

ments with the potential for risk sharing agreements generating 

strong interest for those launching fi rst in class products. Even 

those fast followers have ample opportunities to aid patients 

with their products, with changing epidemiology increasing the 

incidence of cancer. The IHME estimates that lung cancer deaths 

have increased by 38 percent, with colorectal cancer deaths in-

creasing by over 50  percent in the last ten years in Korea. This is 

allowing companies with ambitions to gain a footprint in oncol-

ogy to  advance in this fi eld. “The Korean affi liate has an annual 

growth rate of around 25 percent. We also grew in the oncology 

and rare disease sectors, our main focus points, and are gaining 

more and more market share every year,” recounts Min-young 

Kim, general manager of Ipsen Korea.

Nor are Ipsen’s endeavors an exception. Another company ex-

panding its offering is Daiichi Sankyo. Traditionally strong in the 

Rana Afzar, VP and general manager 

Novo Nordisk; Sang Joon Lee, president, 

Hyundai Pharma
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Korean cardiovascular market, Daiichi Sankyo favorably views Ko-

rea as a market for implementing the company’s global initiative to 

become a ‘Global Pharma Innovator with Competitive Advantage 

in Oncology’. “Our fi rst oncology product will reach the Korean 

market within two years. We have already recruited a medical 

 doctor as a head of our oncology department,” Daiichi Sankyo 

Korea’s president Dae Jung Kim adds, whose affi liate is anticipat-

ing reaching an annual revenue of around 170 billion Korean Won 

(USD $150 million) this year, following the reversal of fortunes for 

Daiichi Sankyo in the cardiovascular area after launching their 

NOAC product, an  anti-coagulant substitute for Warfarin, in 2016. 

NAVIGATING THE REGULATIONS

One factor that companies expanding their operations in  Korea 

must contemplate is the administration’s tendency to amend 

 regulation at very short notice. “It is very important to be aware 

of these changes and prepare in advance as, the government could 

easily amend legislation, asking for additional accompanying 

 documents” voices Mitsubishi Tanabe Pharma’s Yoshii.

Despite the potential for disruption, companies have  developed 

strategies to cope with such an erratic regulatory  environment and 

minimize delays by targeting areas of highest stability. For exam-

ple, Mitsubishi Tanabe has proceeded along the path of marketing 

orphan drugs in Korea where it identifi es strong stability, “In Ko-

rea, if a medication is designated as an orphan drug, companies are 

not asked to submit clinical trial data with Korean subjects. There-

fore, we can use data from the US, Japan or Europe, which acceler-

ates the application and approval process,” points out Yoshii.

Others have been taking advantage of the favorable 

 regulation for orphan drug status for a lot longer, with Ko-

rean company ISU Abxis receiving their initial orphan drug 

 approval from the Ministry of Food and Drug Safety (MFDS) 

in 2006 for Clotinab®, the fi rst antibody therapeutic in Korea. 

“Orphan drugs are an issue of high priority in reimbursement 

 policy,” affi rms Seok Joo Lee, CEO of ISU Abxis. Benefi ting 

Pil Soo Oh, managing director, Lundbeck; Narihiko Yoshii, president, 

Mitsubishi Tanabe Pharma Korea; Seok Joo Lee, CEO, Isu Abxis

Following policy changes in 2015, risk sharing agreements 

were introduced in Korea for high-priced innovative products 

in the fi elds of oncology treatments and orphan drugs. Merck 

was one of the early movers to capitalize on this policy as the 

fi rst company to negotiate a risk sharing agreement for their 

oncology product, Erbitux. “The agreement has its drawbacks 

in terms of price but is ultimately a mutually agreeable way to 

ensure availability of the product to patients in need of innova-

tive solutions,” avows Merck Biopharma’s Münster.

While facilitating the introduction of new innovative products, 

risk sharing has not, however, emerged as the silver bullet 

for the industry that some were hoping for. “Risk sharing has 

become a valuable tool in the Korean market. However, the 

practice is, so far, still limited in scope, covering only oncology 

and rare diseases. The other restrictive factor is that it is only 

in place for the fi rst drug in a class – the second follower is 

not entitled. Consequently, we have requested an expansion 

of the program,” elucidates Lilly’s Huibers.

Consequently, widening risk sharing agreements is recognized 

as a necessary step to ensuring that innovation will continue 

to reach the Korean market and Korean patients. 

Risk Sharing: A Silver Bullet?
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from orphan drug status, ISU Abxis have reached further suc-

cess, “We successfully launched two other orphan drug prod-

ucts in Korea, Abcertin® for Gaucher disease in 2012, and 

 Fabagal® in 2014, treating Fabry disease,” he expands.

NOT A COOKIE CUTTER MODEL!

Companies operating in the Korean market, in particular MNCs, 

cannot expect to simply copy and paste their strategies elsewhere 

and expect them to work locally, forcing drug companies to refocus 

their operations in new areas to remain competitive. “What dif-

ferentiates this local affi liate from Ipsen globally is the neurotoxin 

market. Globally, it is still one of the priority areas. However, in 

Korea, we have divested from this sector and increased our focus 

on rare disease and oncology as there is signifi cant competition lo-

cally within the neurotoxin market” remarks” Ipsen’s Minyoung 

Kim. Ipsen are not alone in their struggle to implement their tra-

ditional solutions locally, with Daiichi Sankyo meeting resistance 

for their triple combination cardiovascular product, “we focused 

on the triple combination market, where we have an exclusive 

product. However, this market is very diffi cult in South Korea: drug 

 prescribers are very reluctant to change from single or double com-

bination to triple combination, despite the fact that it brings the 

patient a number of benefi ts, such as a reduced pill burden and 

more effi cient price. There was a clear resistance to embracing this 

change” declares Daiichi’s Dae Jung Kim. Other companies such 

as GSK, aware of the discrepancy between their global and local 

position, are seeking Korean customized solutions to establish 

themselves on their traditional footing. “GSK is the leading vac-

cine company in the world, but this is not yet the case in Korea, so 

there is huge ambition to assist the government in supporting the 

immunization of the population. Moving forward, we have a new 

generation of vaccines being introduced, and we look to bringing 

these products to the Korean market” posits GSK’s Samson.

MOONCARE: A HEALTH SERVICE FIT 

FOR PURPOSE

The government strategy for life sciences is not limited to the phar-

maceutical and biotech sectors, but to healthcare provision also, 

in particular to addressing the problem of out-of-pocket payments 

within the Korean system. 

The Korean National Health Insurance System is a mandatory 

government-run single insurer system which covers all permanent 

residents of Korea. Medical fees are then reimbursed at different 

rates depending on the treatment and cost, with the remainder of 

the bill fi nanced from co-payments by the individual. “In terms 

of expenditure, 62.6 percent is currently covered by the NHI, the 

remaining expenditure comes through out-of-pocket payments by 

patients,” explains Yong Ik Kim, president of the NHIS. Korea 

currently reports one of the highest out of pocket consumption 

allocated to medical care of any country in the OECD, 1.7 times 

higher than the average. Such a fi gure has forced around 87 per-

cent of Korean residents to take out private insurance as a comple-

ment to the national health insurance according to a survey by the 

Health Insurance Policy Research Institute.

As a result, legislators understand that amendments must be 

made. “We have a very well-established national health  insurance 

in Korea, which has a reputation as a successful example of univer-

sal welfare. However, we would like to  upgrade it so that the public 

can gain access to higher quality public welfare services,” posits 

Myoung Su Lee, chairman of the Health & Welfare Committee. He 

continues, “Essentially what we are aiming for is to offer a higher 

quality service sustainably and to lessen the burden on individuals.”

Acknowledging the need for further improvements to the 

system, President Moon Jae In has pledged to expand coverage 

Min-Young Kim, general manager, Ipsen; Dae Jung Kim, 

president & CEO, Daiichi Sankyo; Julien Samson, vice president 

and general manager, GSK
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to over 70 percent of total costs. The 30.6 trillion won (USD 28 

billion) plan, dubbed “Mooncare”, will be implemented in stages 

through 2022. “We are trying to include all essential medical care 

into the National Health Insurance System. By 2022, we will in-

clude all services deemed medically necessary,” announces Yong 

Ik Kim. “For the NHI (National Health Insurance), we are in-

vestigating the best approach to integrate this policy into our sys-

tem and expand insurance coverage to more therapies which are 

non-reimbursable at this present time,” he adds.

The reforms have created largely unanswered questions sur-

rounding their proposed fi nancing. “Mooncare will  require a huge 

budget if it is delivered as planned,” asserts the KRPIA’s Sean Kim. 

The main concern is its future impact on already challenging drug 

pricing. “Pharmaceuticals comprise 25 percent of total healthcare 

expenditure, and the biggest proportion is the medical sector,” adds 

Kim. Consequently, the drug prices are viewed as an easy target to 

fi nd cost cutting savings as a means to fi nance the reforms. “While 

Mooncare should certainly be viewed as a positive step for patients, 

there is still uncertainty around how this will be funded over the 

long run, stoking fear among the industry players that it may trigger 

a new round of drug price slashing,” explains Lilly’s Huibers. 

Nevertheless, the government points to increased contribu-

tions as their funding source. “To increase the scope of these 

benefi ts, contributions will have to be raised. However, while 

1.  South Korea’s National Health Insurance program is a com-

pulsory social insurance system which covers the whole 

population

2.  On average, the South Korean healthcare system currently 

covers 62.6 percent of all necessary medical costs for in-

dividual patients, who pay for the remaining 37.4 percent 

themselves.

3.  According to the OECD, one out of every twenty-fi ve house-

holds face the risk of becoming the “medical poor” — going 

bankrupt due to high medical bills from treating serious ill-

nesses.

4.  President Moon Jae-in’s pledge to expand healthcare cov-

erage to cover 70 percent of people’s costs and expand 

reimbursement to previously uncovered treatments

5.  This will be done through 30.6 trillion won ($28 billion) 

plan—dubbed “Moon Care” to be implemented in stages 

up until 2022

6.  This investment will be accompanied by moves to reduce 

unnecessary patient visits - The average number of doc-

tor consultations per citizen each year in South Korea is 

14.6, the highest in the OECD. hospital beds are very much 

oversupplied: in Korea there are 12 beds per 1,000 of the 

population, almost three times the OECD average of 4.7.

Overview of the Mooncare Reforms
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patients will pay higher contributions, these costs 

are spread across all the insured, so their total 

healthcare costs should be lower than the  previous 

out-of-pocket payments” explains Yong Ik Kim.

It is not just in the pharmaceutical industry where 

the ambiguity of Mooncare’s funding is causing ap-

prehension, but also in the legislature. The National 

Assembly’s Myoung Su Lee shares his own reserva-

tions surrounding the implications of the reforms: “Of 

course, we have to answer the public’s demands, but in 

a realistic, sustainable way. Healthcare cannot be used 

as a political football with pledges made merely for electoral gain.”

Despite pricing pressures remaining in the back of the mind of 

the drug companies, the new opportunities created by Mooncare 

must not be ignored. The cash injection into the system is predicted 

to increase demand for medical services and devices, while widen-

ing reimbursement introduces new opportunities seen as critical for 

players in a volume driven market. One of those viewing the poten-

tial of such reforms is Merck Biopharma’s Uloff Münster. “To give 

an example that Merck Biopharma Korea is directly involved in, 

for IVF, the reimbursement laws were amended in October 2017, 

and we now see the number of treatment cycles gone through by 

couples reach a conception increased by 15 percent, which we be-

lieve is the result of changes to reimbursement,” Münster affi rms.

While the government continues to try and put the industry 

at ease in a time when the long-term term funding still remains 

opaque. In spite of this, the Mooncare reforms continue to be wel-

comed rather than resisted. Sean Kim underscores this rationale, 

“Many parts of the medical fees are still under negotiation with the 

government and therefore this time no one can actually estimate 

the total budget required to deliver these reforms.  Nevertheless, 

we [the industry] are supporting Mooncare for coverage expan-

sion with innovative medicines,” he concludes.

RAMPING UP R&D

Innovation is a crucial step towards the goal of ensuring that 

the pharmaceutical sector is Korea’s growth driver for the  future 

and a hotbed for Korean expertise. To facilitate this, the Kore-

an government has founded a number of institutions to support 

different areas of the value chain. For example, the Korea Drug 

Development Fund (KDDF), a consortium of three health-related 

Korean Ministries - the Ministry of Science and ICT; the Minis-

try of Trade, Industry, and Energy; and the Ministry of Health 

and Welfare, is a drug development program providing support 

to early stage Korean discoveries, with the goal of licensing out 

to global pharma. “We have supported more than 100 promising 

projects and provide them with funds and consulting support” 

avows Samuel Muk, president and CEO of KDDF.

Korea is already displaying very positive signs regarding life 

science R&D. Korean pharmaceutical companies have more than 

900 new medicines in development; accounting for four percent of 

total global pipelines! 

Korean generics companies have also succeeded in 

achieving licensing out and partnership agreements 

for their in-house innovation. Local giant Hanmi has 

partnered on a co-development agreement with Sanofi  

and Lilly, meanwhile Yuhan formed a partnership 

with Janssen to develop an oncology product. Even in 

this early stage, the proceeds of these deals have al-

ready reached USD 1.5 billion.

Korea is not only striving to lead in producing in-

novation, but also in the adoption of this innovation, 

incorporating new treatments and medical techniques 

into its healthcare provision. One such example is in the fi eld of 

respiratory illness treatments, adopting dual therapy treatments 

for conditions such as COPD – “Korea is one of the fi rst countries 

in the world where dual therapies were positioned as a fi rst line 

treatment. This has  created a paradigm shift, and now over 50 

percent of patients are treated with dual therapies, still the only 

market of its kind in the world, explains GSK’s Julien Samson.

While sights are set on propelling a Korean company into 

the global top 50, the old ways still remain a hindrance, in 

 particular the limited size of R&D spending. “There is an ocean 

between the R&D spending of global and local pharma; Korean 

 pharmaceutical companies spend only around USD 100 million 

Samuel Muk, CEO, 

KDDF
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on R&D, compared to USD 10 billion for Roche. We cannot 

compete with companies which are 100 times bigger,” insists BG 

Rhee, CEO of SCM Life Science and former president of Korean 

pharma company Green Cross Corp. “Compared with the US and 

Europe, Korea is lacking fundamental resources to cover all stag-

es of new drug development. In addition, high costs of  long-term 

R&D are problematic,” adds Peter Kim, CEO of ST Pharm.

A potential solution could be through open innovation, in 

particular via partnerships with the innovative bio ventures 

 fl ourishing in the peninsula. However, Korean generics compa-

nies have proven more conservative than other more risk-taking 

sectors in Korea’s economy. “Older Korean  pharma companies 

prefer late-stage drug candidates for collaboration an invest-

ment. they are traditionally focused on generics and incremen-

tally modifi ed drugs. Moreover, they are not willing to assume 

large risks, despite possessing the fi nancial capabilities. Instead, 

they maintain a preference for in-licensing foreign products,” ex-

plains Shingyu Bae, founder and CEO of MDimune, a biotech 

company specializing in producing anti-cancer drugs through its 

DDS technology, enabling anti-cancer drugs to be delivered only 

to cancerous tissues, minimizing side effects.

Notwithstanding the challenges of altering this established 

mindset, progress has been made through fostering the  initiatives 

of local industry associations such as the Korean Drug Research 

Association (KDRA). “We have put in place initiatives to foster 

partnerships, and licensing agreements between pharmaceutical 

companies, and academic and public research organizations do-

mestically and internationally” explains Jae Cheon Yeo, the asso-

ciation’s executive director.

Embracing this trend devising new techniques to innovate effi -

ciently is ST Pharm an established player in the USD seven billion 

market for oligonucleotide APIs. ST Pharm’s Peter Kim adopted 

concepts from Eli Lilly’s chorus platform to initiate its “virtual 

R&D” strategy. “Our strategy is open innovation with “virtu-

al R&D” - licensing in the very early stages of drug discovery 

BG Rhee, president SCM Lifescience; Kyungjin Peter Kim, president 

and CEO, ST Pharm; Jae-cheon Yeo, executive director, KDRA
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projects,  incubating those projects internally, and then licensing 

out to global pharma companies,” he expounds. Such a strategy 

along with the NRDO (No Research Development Only) concept 

is  gaining  signifi cant traction within the pharma industry. “Low 

cost, high effi ciency and agile development processes are key 

 factors in this strategy,” he adds

Furthermore, the virtual R&D strategy remains one of several 

moves Korean pharma can make to establish its global presence. 

“More and more Korean companies are pursuing global strategies 

similar to those which Japanese companies took before. In the past 

decade, Japanese companies became global players through M&A, 

beyond just increasing market share but also enhancing technolog-

ical capabilities and  industrial know-how,” notes  Jeewoong Son, 

CEO of LG Life Sciences. He continues, “Later down the line, we 

might use a similar approach if it makes sense.” 

A THRIVING BIOTECH ECOSYSTEM

A further arm set to drive Korea’s innovation in life scienc-

es spans from the highly active biotech scene. Bio ventures in 

The underlying goal of the overwhelming majority of Ko-

rean biotech fi rms is to fi nd international partners who 

can bestow upon them the expertise and support criti-

cal if they are to be in the one percent of ventures that 

succeed. 

PharmABcine encapsulates this vision. A clinical stage 

publicly traded company, listed on the KOSDAQ in 2018, 

the company is focusing on innovative next generation 

therapeutics to bring clinical benefi t to patients’ lives. Its 

most advanced candidate is Tanibirumab, an anti-KDR 

neutralizing fully human IgG, which has displayed a 25 

percent disease control rate, a clear safety profi le and 

very positive results “The average life span of recurrent GBM pa-

tients is less than four months. Not only do some patients live 

longer thanks to Tanibirumab, but they incur fewer side effects. 

No common side effects like hypertension, haemorrhage, gastric/

lung perforation or proteinuria were observed,” posits Jin-San Yoo, 

PharmABcine’s president and CEO.

Where PharmABcine stands out from the pack is through its part-

nership with American giant MERCK (MSD globally). “I fi rst visit-

ed MERCK’s Research Laboratory in Boston and presented my 

proposal for the combination of Tanibirumab and Keytruda as a 

research collaboration,” Yoo recounts. Despite his 

offer being initially rejected, Yoo exemplifi ed both te-

nacity and conviction in the merits of his drug candi-

date. “Since then, I continued to challenge people at 

MERCK Research Laboratories on both the east coast 

and west coast with stronger scientifi c and clinical ra-

tionale and evidence,” he continues. Yoo’s persistence 

was vindicated when last year MSD agreed to partner 

on a Tanibirumab-Keytruda combination therapy. 

“I am very excited about this clinical collaboration with 

MERCK’s team. We are learning and experiencing enor-

mously from their experience. The MERCK team are 

very supportive and considerate, so I am very grateful for the op-

portunity,” he declares. 

Yoo following tremendous success in 2018 is fi rmly keeping his 

foot on the accelerator “We are pushing to reach the IND enabling 

stage within this year for two candidates. In parallel, we will have 

a signifi cant presence in Australia, the US and Europe and will 

play pivotal role in innovative oncology drug development”. he con-

cludes, “I am optimistic that we can make cancer a manageable 

disease through providing the right drugs and combination thera-

pies to the right patients in near future.”

Realizing Global Potential through International Partnerships

Jin-San Yoo, 

president 

and CEO, 

PharmAbcine
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Korea are  nothing new. “There is a long 

history of biotechs in Korea,  dating back 

to 1987. The 2000s then saw many uni-

versity professors starting their own bio-

tech companies. Through this experience, 

we have cultivated a social and fi nancial 

system that serves this industry,” recounts 

James Kim of Bridge Biotherapeutics.

“In order to solve contemporary glob-

al health problems, Korean biotech plays 

a signifi cant role in providing innovative 

diagnostics and therapeutics. The Korean government and large 

Korean companies have continuously invested in biotech and ge-

netic  engineering,” adds Han-Oh Park, CEO of Bioneer. 

Bioneer stakes its claim as Korea’s oldest running biotech fi rm 

and Han-Oh Park exemplifi es the movement of those in academia 

across into bio ventures. “I founded Bioneer in 1992 as the fi rst 

spin off company from the Korea Research Institute of Bioscience 

and Biotechnology,” he notes. “The goal of the company is to 

develop innovative tools for genetic engineering including instru-

ments and reagents”, he continues, “At the beginning of the global 

swine fl u outbreak, we developed the fi rst Swine Flu diagnostic 

kit, supplying 2.5 million tests. We also developed the fi rst Zika, 

Dengue, Chikungunya multiplex kit and registered a fi rst WHO 

EUAL. In total, we have developed more than 50 different molec-

ular diagnostics kits including HIV, HPV, viral load test kit, res-

piratory infection, gastrointestinal infection,  sexually transmitted 

infections, and pharmacogenomics kits”.

Although the industry has historical routes, its traction and at-

tention has accelerated in recent years, driven by the government’s 

ambitious vision for the sector. One of these strategies is ‘The 3rd 

Basic Plan for Biotechnology Support: Innovation Strategy 2025 

for bio-economy based on Science Technology’. It aims to increase 

Korea’s share of the global bio market from 1.7 percent in 2015 to 

5.0 percent in 2025 through R&D innovation, creating 100 global 

new drug candidates and fi ve blockbuster 

drugs, while increasing global technology 

exports by 500 percent.

“Korea has always held the potential to 

develop new visionary biotechnologies, but 

only recently has the industry realized how 

to evaluate and commercialize the fi ndings 

made in research centers and universities” 

concludes Shingyu Bae of MDimune. 

The industry’s potential has been 

steered on by interest from  venture capi-

tal investors. Former venture capitalist Shingyu Bae  concurs, “I 

worked as a venture capitalist from 1997 to 2005 when there 

were scarce opportunities to invest in Korean biotech compa-

nies offering impressive technological advances. Today, howev-

er, the market is fl ooded with fruitful Korean biotechs possess-

ing innovative technologies.” Companies with strong ideas and 

technology do not struggle to receive funding. “Last year, the 

private sector invested a total of USD 0.6 billion into the bio 

industry,” asserts Seung-Kyou Lee, vice-president of Korea Bio.

While venture capitalism is aiding the industry, government as-

sistance is the main driver in the early stages, when investing poses 

a higher risk. The government invests, fully aware that less than 

one percent of projects will be commercially successful. “After some 

start-ups make tangible progress, two, three years into the project, 

the private sector steps in and starts investing” reveals Seung-Kyou 

Lee. Chae-Ok Yun, founder and CEO of  GeneMedicine, a biotech 

which develops cancer  treatments through development of oncolyt-

ic adenoviruses, which selectively replicates in and destroys cancer 

cells, agrees, “First, we received a government grant that supported 

our pre-clinical  development. Then, we received investment from 

angel investors and venture capital fi rms. We are currently fi naliz-

ing the series A investment round with USD 12 million” Yun recalls. 

Aside from the strong venture capital environment, Korean life 

sciences companies have an established history of guaranteeing 

Shingyu Bae, CEO, MDimune; Seung-Kyou 

Lee, vice-president, Korea Bio
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longer term funding by launching IPOs 

and listing on the Korean stock exchange 

(KOSDAQ). A recent example is Pharm-

ABcine, who successfully listed on the 

KOSDAQ in late 2018. Of the top 20 KO-

SDAQ listed fi rms by market cap, ten of 

them represent biotech or pharmaceutical 

companies. 

To successfully list, companies must 

satisfy a number of strict requirements, 

such as an operating history of at least 

three years, over KRW three billion (USD 

2.6 million) of shareholders’ equity or a market capitalization of 

over KRW nine billion (USD eight million) and positive income 

from  continuing  operations before tax for the latest fi scal year. 

Bio ventures offer Korea the risk-loving nature that has thus 

far held back traditional pharma, actively seeking international 

opportunities and partnerships to solidify their success. “We 

have already licensed out an anti-obesity product in the USA 

and Canada and it will be launched globally this year. In addi-

tion, we are aiming to also spin off a drug development com-

pany this year too. We have some promising compounds for 

lung disease, lung fi brosis, and lung cancer,” reveals Bioneer’s 

Han-Oh Park.

The rise in Korean biotechnology has 

caught the attention of international play-

ers seeking to partner with or license-in 

from the Korean players - “Interest in the 

scientifi c output in Korea is globally sig-

nifi cant. Many developments in the phar-

maceuticals and biotech arena are com-

ing from Korea”, asserts Uloff Münster. 

An  example of such success is from the 

biotech GeneMedicine, “our lab has con-

tinued to excel in forming strategic global 

 partnership with as we have licensed out 

our technologies to two U.S. biotech companies in 2016, fur-

ther highlighting the prominence of our oncolytic adenovirus 

technologies declares Chae-Ok Yun. However, biotechs such 

as GeneMedicine remain agile to adopting multiple possible 

strategies to ensure their success adding that, “after positive 

results through clinical trials, we can adjust our business mod-

el, and allow our products to be developed through different 

 strategies, such as: licensing out, collaborative development, or 

even independent development”.

The rise in interest has been met with positive responses from 

global pharma, looking at how they can capitalize on the new 

technology stemming from Korea. “Despite the fact that Ipsen 

Chae-Ok Yun, CEO, Genemedicine; James 

Jungkue Lee, CEO, Bridge Biotherapeutics 

Quegen Biotech specializes in the pro-
duction of chemical Beta-Glucan, derived 
from the fermentation of mushrooms. 
“We secrete the beta glucan outside of 
the cell wall so that we do not have to rup-
ture it. From glucose we ferment mush-
rooms, which creates the beta glucan” 
explains Jong Dae Lee, CEO of Quegen

What makes this special are the multi-
tude of medical possibilities Beta Glu-
can offers. It has anti-cancer properties 

and can kill tumor cells indirectly by activating immune cells. 
Beta-gluten also possesses anti-biotic and anti-infl ammatory 
properties and has been shown to reduce glucose and choles-
terol levels, very good for obesity” opined Lee. “We are also 
developing a hangover cure containing beta-glucan”, Lee adds.

Manufacturing of beta-glucan is complex, especially if 
high purity is to be achieved. Consequently, it remains a 
blue ocean market due to the barriers to entry. 

Dr Lee’s sights are set fi rmly on the international potential 
of Beta Glucan. “there will be a huge market for it in the 
future and our export operations are expanding. We are in 
the process of opening a branch offi ce in the USA. That way 
we can better target the USA and other Western markets” 
Lee declares.

Beta Glucan, Separating the Magic from 
the Mushroom 

Jong Dae Lee, 

CEO, Quegen

Abxis Dream

ISU Abxis endeavors 

in making the future without 

incurable diseases with ISU Abxis’s 

biotechnology and passion

Pangyo Techno Valley, South Korea

abxis@isu.co.kr  www.abxis.com  +82 31 696 4700

Please visit 

our company’s 

website to watch the 

introduction video

mailto:abxis@isu.co.kr
http://www.abxis.com
mailto:abxis@isu.co.kr
http://www.abxis.com
mailto:abxis@isu.co.kr
http://www.abxis.com
http://WWW.PHARMEXEC.COM/
http://www.abxis.com/eng/


HEALTHCARE & LIFE SCIENCES REVIEW KOREA SPECIAL SPONSORED SECTION

PHARMABOARDROOM.COM I  May 2019  S16

does not have its own R&D facilities in Korea so is not directly 

involved in local innovation, we involve ourselves with third party 

R&D centers,” announces Ipsen’s Minyoung Kim. Merck’s Uloff 

Münster concurs, “We are interested in engaging in new partner-

ships on all levels, from preclinical to clinical and also for market-

ing, paying particular interest to pre-marketed products.”

Such optimism surrounds the industry, that Jung Yun Taek, 

president and CEO of PSI, a consultancy advising biotechs on 

their strategy concludes, “I think that it is very likely that a Korean 

biotech company will license out a drug to a global company that 

will go on to achieve more than USD 1 billion in sales.”

REGENERATIVE MEDICINE: ROCKET FUEL

“Ten years ago, a special committee was set up to establish the 

direction for the bio health industry in Korea. The bio health 

Industry is the least globalized industry in Korea, making up 

only 1.5 percent of the global market. This committee sought to 

determine the areas of biopharmaceuticals which Korea could 

lead in. They concluded that Korea could excel in biosimilars, 

and cell therapy,” recalls SCM Life Science’s B.G Rhee. Regener-

ative medicine is an area that has already borne fruit for Korean 

biotech companies. Consequently, of the seven stem cell prod-

ucts on the global market, four of them are Korean, including 

Corestem’s product neuromata for the treatment of ALS, also 

known as Lou Gehrig’s disease. “Korea must carve out for itself 

a very niche area where it can be a global leader. In my opinion, 

this could well be the regenerative medicine fi eld, including stem 

cell treatment,” postulates SCM Life Sciences’ BG Rhee.

Korean stem cell companies have capitalized on government 

support and more lenient regulations related to stem cell medicine 

where conditional approval may be granted after phase II trials. 

“We have received signifi cant government support in the early 

stages too,” opines Kyung-Sook Kim, CEO of Corestem, which 

received approval for their stem cell ALS treatment Neuronata in 

2014. “The government was interested in building a new inno-

vative technology like stem cell therapy from scratch on Korean 

soil,” Kim declares. 

There is hope that deregulation can go further, compara-

ble to Japan, which grants conditional approval after phase 

I trials and allows for seven years spent collecting data from 

patients for phase II and III trials “We are currently in discus-

sions with the Korean government with the aim of amending 

the laws  further relating to advanced biopharmaceuticals and 

regenerative  medicines,”  affi rms BG Rhee. 

It is not only stem cell products that are creating a new lease of 

life, many gene therapy products are going through stage III clin-

ical trials, one receiving approval last year. “The release of those 

products is anticipated to increase the market share of Korean in-

dustry internationally,” says KoBia’s Jung Tae Park

A Korean-made both cell and gene therapy with global potential 

is Kolon Life Science’s Invossa, treating osteoarthritis of the knee 

and already commercialized on the Korean market. “Cell and gene 

therapies were low priority for big pharma until very recently. Now-

adays, this area is receiving a lot of interest. For Kolon specifi cally, 

we have over 20 years of unique experience, possessing  unmatched 

know-how. As a result, we are regarded as a leading player in this 

area,” boasts Woosok Lee, CEO of Kolon Life Sciences. 

Kolon’s strategy for commercialization and to obtain a broad-

er reach in Korea has been to license out to mundipharma in the 

Korean market, and seek similar licensing out deals abroad – “we 

are a fully integrated company for Invossa. Nevertheless, we have 

reached the conclusion that this approach is sub-optimal, and thus 

we will take a different path with the remaining pipeline candi-

dates. We do not believe this to be the best way to develop cell and 

gene therapy. I believe that we will establish global partnerships 

Yun-Taek Jung, CEO, PSI; Kyung-Sook Kim, CEO, Corestem; Jung 

Tae Park, senior managing director, KoBIA
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in the global market. We have signed a several sales/

license contracts with global partners like Mundiphar-

ma for the domestic market and Japan.  Furthermore, 

we are under discussions with global partners for the 

international markets” reveals Kolon Life Science’s Lee

With regenerative medicine in its infancy, Ko-

rean companies must fi nd solutions to the major 

stumbling blocks in its way if they are to fully 

capitalize on this potentially massively profi t-

able niche. “There is a key issue of adequation 

between supply and demand. The market for cell 

therapies is highly uncertain. As cell therapies can actually 

cure patients, the business model is entirely different from 

traditional pharmaceutical treatments,” reveals David Kim, 

CEO of Cure Therapeutics.

MANUFACTURING: EVER BETTER

Korea, thanks to its plentiful experience in industrial manufac-

turing and innovation mindset, is uniquely placed to succeed 

in the often complex and challenge-fi lled arena of life sciences 

manufacturing. 

For example, supply issues are not the only problem in the ex-

pansion of regenerative medicine. As Cure Therapeutics’ David 

Kim explains further, “The main hurdles in cell ther-

apy are manufacturability and manufacturing costs. 

Novartis’ CAR-T therapy is priced at USD 475,000 

because the manufacturing process is labor intensive. 

Scaling up is one approach companies are  taking.” 

Kolon’s Woosok Lee concurs. “This is a hurdle which 

every  biotech company will have to overcome.”

Companies like Kolon are already ahead of the 

game in leveraging Korea’s abilities to unveil new solu-

tions to problems that have held back fi elds such as 

regenerative medicine. “Innovating within the manu-

facturing process is our strategy to cut the production cost. We 

have been developing state-of-the-art 3D cell  culturing process. 

Theoretically, this 3D cell process can reduce the cost of manufac-

turing by 80 percent,” Lee explains.

Korea’s manufacturing innovation is not just limited to 

regenerative medicine, with the country having signifi cantly 

boosted its manufacturing capabilities in the fi eld of biosimi-

lars. “While biopharma is very innovative in terms of research 

and development, it has lacked innovation in plant construc-

tion and  operation,” comments TH Kim, president and CEO 

of Samsung Biologics. Today, Samsung Biologics’ Incheon site 

also enjoys the world’s largest biologics manufacturing ca-

pacity at 362,000 liters. “We applied our past experience in 

Woosok Lee, 

president & CEO, 

Kolon Life Science

Address: MDimune Inc. #1001, Kolon Digital Tower-lll 49, 

Achasan-ro, Seongdong-gu, Seoul, 04790 Korea 

E: info@mdimune.com  |   P: +82. 2. 2655. 2636 

Develop Innovative Therapeutics based on the 

proprietary technology harnassing cell-derived 

nanovesicles (CDV)
• Breast Cancer

• Non Small Cell Lung Cancer

• Neurodegenerative Disease

• Osteoarthritis

• COPD (Chronic Obstructive Pulmonary Disease)

www.mdimune.com

CDV technology, which can be applied to a wide range of diseases, could open 

the new door to your projects. For business/research collaborations with us, 

please feel free to contact us at info@mdimune.com.

We are hiring foreign professionals. If you are interested in joining us, please 

send us your resume via e-mail (info@mdimune.com). 
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 non- pharma industries such as semi-conductors 

and determined that Samsung could reduce con-

struction timelines, with higher quality and more 

effi cient operations than available in the market as 

that time,” he recalls.

BIOSIMILARS IN FULL BLOOM

As a consequence of this ingenuity, Korea has overtak-

en many of its competitors to boast a highly impressive 

biosimilars pipeline. As TH Kim avows, “Samsung Bi-

oepis has the largest number of approved products by the FDA or 

EMA, followed in second place by Celltrion.” Not only in terms 

of approvals is Korea on top either, in terms of company rankings 

by biosimilar revenue, Celltrion is leading the way and Samsung 

Bioepis is second. 

However, for Korea to truly entrench itself as a biologics 

leader, the challenge is not only to innovate within manu-

facturing, but to develop the most innovative products. De-

spite recent  manufacturing successes, some have voiced the 

concern that fast followers will emerge with which Korea 

cannot compete on costs. “I do not think that biosimilars 

will be very attractive for Korean companies in ten years. 

Costs in Korea will further increase and developing coun-

tries will catch up. Even today, countries like China and 

India can produce biosimilars, obviously at a lower price,” 

declares Soon Jae Park, CEO of Alteogen, a biotech devel-

oping biobetter products - derivative variants of the orig-

inal biologic molecule which show improvement in one or 

more attributes over the original.

The next stage for the industry is to leverage its strengths in 

biosimilars as a launch pad for new biologics and biobetters. 

“Korean companies will need capabilities to develop their own 

 biological drugs based on new chemical entities in or-

der to compete,” proposes Park. 

CHAEBOLS: CONSOLIDATING 

A FOOTHOLD 

Much of Korea’s previous economic success stems 

from the role that large, family owned conglomerates, 

known in Korean as Chaebols, played in their econo-

my. Several of these have grown into  internationally 

ubiquitous household names, including Samsung and 

LG. Samsung and its affi liates’ revenues alone are equivalent to 

around 17 percent of total South Korean GDP. 

Seok Joo Lee CEO of ISU Abxis, part of the ISU Chaebol, fo-

cusing on developing orphan drugs explains, “In 2000, the group 

pondered the idea of where it had to expand in order to maintain its 

growth. The most feasible new area for expansion was determined 

to be biopharmaceuticals. Thus, ISU Abxis was established in 2001. 

ISU was a very early mover in Korea, focusing on antibodies and en-

zymes. The strength and capabilities of the group have been critical 

in the success of ISU Abxis’ operations. “The company’s develop-

ment is based on the willingness of our parent organization, the ISU 

group. Through the ISU group, we have a strategic network utilize 

their technologies should it be benefi cial,” remarks Lee.

The size and network of the Chaebols offer them capabilities 

that local pharma is still developing. “We are one of the few Ko-

rean  companies to possess the full value chain needed to bring 

 innovative drugs on the worldwide stage, from early discovery to 

clinical development, manufacturing, marketing and sales. This 

makes LG Life Sciences well-positioned to become a truly global 

player,” elucidates Jeewoong Son, president of LG Life  Sciences, 

whose Euvax B vaccine for Hepatitis B is received by a child 

somewhere globally every four seconds With this fi rm footing, 

David Kim, CEO 

& founder, Cure 

Therapeutics

For the industry to truly ignite, the next frontier is for Korean 

companies to penetrate international markets such as the 

USA. Companies with the fi nancial resources are prepar-

ing their US operations by forming subsidiaries in the USA. 

One example is API manufacturer ST Pharm, setting up a 

standalone US subsidiary STAR. “Our strategy is to create 

a self-sustaining company in the USA,” remarks Peter Kim.

In spite of the vast potential, this is not without its problems, 

particularly for stem cell companies. “With the majority of 

the stem cell fi rms being small companies; when they look 

to expand to the USA, they require additional clinical trial 

data with larger patient numbers,” states BG Rhee. He con-

tinues, “this is very expensive, and these companies are 

small scale, thus struggling to compete at the global level” 

Kyung-Sook Kim, CEO of Corestem fully understands these 

diffi culties. Her company received approval in Korea for 

their stem cell product Neuronata, a treatment for ALS, 

one of only two approved products for the disease globally 

and hopes to receive FDA approval in the future. “Receiving 

the US approval would hence mean us being able to set up 

a factory in the US, which is currently not economically fea-

sible,” she concludes. As a result, smaller companies like 

Corestem are seeking alliances to help them get over the 

line “To expand our presence, we are therefore looking for 

licensing partners in different countries around the globe,” 

she adds.

Leaping over this hurdle, however diffi cult, could lead to sig-

nifi cant rewards for those armed with the fi nancial capabili-

ties and global know-how to get over the line. In the case of 

Kolon’s product Invossa, independent research estimates 

that US peak sales post approval will exceed USD three 

billion, rising to over USD fi ve billion with DMOAD (disease 

modifying osteoarthritis drug) status, the fi rst of its kind.

The American Dream

http://WWW.PHARMEXEC.COM/
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the Chaebols are able to scale up the value chain, moving into 

new areas they deem as future growth drivers, such as biosimilars 

and cosmetics – “The next step for LG Life Sciences is to  develop 

innovative new biologics. We have already launched a new DPP-4 

inhibitor, the fi fth of its kind on the global market. We also have 

a portfolio of dermo-cosmetics such as Yvoire, a hyaluronic acid 

fi ller, which is leading the Chinese market” posits Son. 

In contrast to local generics players, the Chaebols have  excelled 

in internationalizing, in part due to their global brands. For 

 example, LG Life Sciences, with a diversifi ed portfolio composed of 

chemical drugs, vaccines, biosimilars, biologics and dermo-cosmet-

ics generates 43 percent of its revenues abroad in over 70 countries. 

“As part of the LG Group, an internationally recognized brand, it 

eases the ability to form connections around the globe, whether in 

the academic or corporate world, even though there is still not uni-

versal awareness that LG has a life sciences business,” Son affi rms.

One of the aims of the Chaebols is to help launch Kore-

an pharma into a leading position, believing their success can 

have a trickle-down effect across the Korean industry. “LG 

Life Sciences, and the all other Korean pharma companies for 

that matter, should be global players and should not be content 

with the current 1.5 percent share of the global pharmaceuti-

cal market. We have to start winning in the advanced major 

markets,” declares Son. This sentiment is shared by Jeong Woo 

Cho, president and CEO of SK Biopharmaceuticals: “if Korean 

companies can collaborate and support the growth of R&D, 

Korea can excel within the global pharmaceutical sector.” 

CLINICAL TRIALS: 

BUTTRESSING BIOTECH INNOVATION 

A key pillar holding up this biotech expansion has been Korea’s 

establishment as a global hub for clinical trials. Korea ranks sixth 

globally with Seoul the leading global city for clinical trials. Deb-

orah Chee, president of the Korea National Enterprise for Clini-

cal Trials (KoNECT), an organization set up to promote Korea’s 

clinical trial environment, comments, “Korean hospitals have a 

designated infrastructure to support clinical trial  quality and large 

volumes of clinical trials. We provide high volume patient access 

as well as medical sophistication and research interests. Global 

partners perceive Korea as “technology positive”, as we support 

molecular testing and scientifi c innovation.” Furthermore, Ko-

rea’s high population density and abundance of large hospitals 

in the Seoul Metropolitan area has played a crucial role in the 

country’s strong positioning for clinical trials. “In Korea, clinical 

 development costs are 40 percent lower than in Western countries, 

with the exception of Eastern Europe. The reason is that Korea 

is a small country and half of the population lives in the Seoul 

Metropolitan area,” adds David Kim, CEO of Cure Therapeutics. 

“In addition, our data systems are quite advanced and patient 

pools can be easily identifi ed using the current hospital  systems. 

KoNECT has a system called KIIS (KoNECT Integrated Clini-

cal Trial Information System) that can locate a specifi c target pa-

tient pool and determine where it is located and how many pa-

tients might be available”, comments Sora Lee, vice president and 

 general manager of Syneos Korea.

This environment has caught the eye of global pharma, eager 

to incorporate Korea’s capabilities in clinical trials into their own 

operations. One example is Roche. “We have a strong clinical 

presence here: Korea ranks in the top 10 in the number of clinical 

trials at the group level,” notes Nic Horridge. “To date, we have 

carried out more than 100 clinical trials in Korea in which about 

6,000 patients have participated, including early-phase clinical 

trials. In fact, Roche was among the fi rst multinational groups to 

take advantage of the country’s excellent clinical infrastructure 

TH Kim, president and CEO, Samsung Biologics; Jeewong Son, 

CEO, LG Life Sciences; Jeong Woo Cho, president and CEO, SK 

Biopharmaceuticals

Korean companies are not only innovat-

ing in terms of the molecules offered, 

but on the method of delivery for old 

treatments, fi nding new uses for estab-

lished technologies. 

In Asia, especially in Japan, Korea and 

China, patches, which deliver drugs 

through the skin to the body to relieve 

localized joint pain are commonplace. 

iCure is a biopharmaceutical company 

building on this concept to create patch-

es for systemic drug delivery through its transdermal delivery 

technology “Our expertise lies in the development of trans-

dermal patches against CNS amongst other treatment areas, 

such as a delivery system for donepezil, a treatment against 

Alzheimer’s disease (AD)” posits Young Kweon Choi, founder, 

chairman and CEO of iCure.

In the case of Alzheimer’s Disease (AD), multi-day transder-

mal patches are advantageous compared with oral dosages: 

“Given that memory defi cit is one of the main symptoms of 

AD, a multi-day transdermal patch can enhance patient com-

pliance, which can also be visualized. they increase thera-

peutic effi cacy by allowing constant blood concentration and 

reduce adverse side effects such as gastrointestinal disor-

ders, hepatic effects and high blood pressure.”

Rethinking Drug Delivery

Young Kweon 

Choi, chairman 

and CEO, iCure
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by participating in Phase I clinical trials for new drug candidates 

here,” he affi rms.

Korea is not resting on its laurels, rather continuously build-

ing its capabilities, led by the activities of KoNECT, which seeks 

to further expand the sophistication of Korean clinical trials, an 

example being the SMART clinical trial platform, developed by 

KoNECT in collaboration with the government which is set to 

launch this year. “This will be a nationwide technology-conver-

gence-driven clinical trials center network with the goal of sig-

nifi cantly improving the effi ciency and safety of clinical trials. It 

will play an integral role by leveraging the IT technologies and 

data-driven approaches to facilitate faster and safer delivery of 

world-leading clinical trials. Through this project, we hope to 

build the consensus and synergy to address unmet needs in clin-

ical trials,” elaborates Chee.

In spite of the current success, visible challenges lie on the 

horizon. “In clinical research, Korea has established a strategic 

position in a short period of time, but things have plateaued. The 

 number of clinical trials is no longer increasing as fast as before. 

Since 2013, clinical trials have plateaued. That means we have to 

create new markets,” says Ji-Young Lee, senior director of clini-

cal operations at PAREXEL. 

CLINICAL RESEARCH ENJOYING A REBOUND

In response to the global slowdown in clinical trial numbers, Korea 

is contemplating the potential of growing competition from new 

players, harboring their own ambitions as clinical trial destinations. 

In spite of the assets within Korea’s clinical trial arsenal, the Achil-

les heel remains population size, and demographic homogeneity. 

A combination of these factors, and new incentives from overseas 

have even enticed local Korean companies away from clinical trials. 

One example is PharmABcine, choosing to conduct some of their 

clinical trials in Australia. “There is a high possibility of recruiting 

Deborah Chee, president, KoNECT; Sora Lee, vice president and 

general manager, Syneos Korea; Ji-Young Lee, senior director of 

clinical operations, PAREXEL

http://WWW.PHARMEXEC.COM/
https://icure.co.kr/
https://icure.co.kr/


HEALTHCARE & LIFE SCIENCES REVIEW KOREA SPECIAL SPONSORED SECTION

S21  May 2019 I PHARMABOARDROOM.COM

Caucasian patients [in Australia], which 

is  signifi cantly limited in Korea’s homoge-

nous society. In general, global pharma pre-

fers to have clinical studies from Caucasian 

patients,” remarks PharmABcine’s Jin San 

Yoo. Korea’s cost effectiveness advantag-

es were also neutralized by Australia’s tax 

incentives for clinical trials, “about 43 per-

cent in total expenditure is reimbursed by 

Australian Government,” says Yoo.

“Korea may need to shift focus in ear-

lier phase trials such as phase II, or fi rst in human studies, requir-

ing added expertise and smaller population numbers”, suggests 

Sora Lee. Not only is this shift being driven by necessity, but also 

through leveraging Korea’s competitive advantages. “Korea also 

boasts a highly educated medical community with the required 

clinical and regulatory expertise, especially in early-stage clinical 

trials. Thus, they can help companies design early-stage clinical 

development programs to produce results faster and save costs,” 

insists David Kim of Cure Therapeutics.

Such a strategy has not found complete unanimity. “We 

have little interest in the early phase clinical trials in Korea. 

However, Korea’s strength really lies in the phase II and phase 

III trials, which is where Daiichi Sankyo holds an interest,” 

exclaims Daiichi Sankyo’s Dae Jung Kim.

Notwithstanding some disagreement, such a strategy has al-

ready displayed success, “Recently, we have been specializing in 

more complicated and sophisticated clinical trials, so this makes 

us quite unique on a global stage. We have successfully conduct-

ed some multi-ethnic phase I trials in a single center for a well 

renowned multinational pharma company. These types of trials 

are very complex and often lack effi ciency, however the fact we 

managed to perform them shows our expertise” proclaims Chee.

AIMING FOR THE STARS

With opportunities abounding, the question remains, can Korea 

 replicate their success in other industries and break through on the 

global bio-pharmaceutical stage? Seok Joo Lee of ISU Abxis asserts 

that Korea’s success in the fi eld of biotechnology is not a question of can 

but a must. “Korea is already leading in the fi elds of semi-conductors, 

and information technology - Korea has the fastest internet speed in 

the world, perhaps even up to ten times faster than the USA. After 

that, the next generation technology is biotechnology. Korea has no 

natural resources, only human capital. This is the only way we can 

maintain a competitive advantage” he posits.

While the Chaebols have asserted themselves within the life 

sciences, local Korean pharmaceutical companies and Korean bio 

ventures are still in the embryonic stage of their journey towards the 

levels of global prowess held by the established Korean industries 

like mobile phones and semiconductors. For Young Kim, founder 

and CEO of Synex Consulting, Korea’s emergence is only a matter 

of time, “I believe Korea has large potential to become the leading 

country in biotech, AI, and Nano-technol-

ogy.” She continues, “More time is needed 

for real innovation. Korea is only ten years 

into what is a 30-year process.” 

Leveraging the competitive advantage 

of these developing life science industries 

will be the critical factor in determin-

ing Korea’s global position. “If Korea 

ever hopes to have a pharma company 

in the top 50, a global business model 

that utilizes the technological, fi nancial 

and human resources of pharmaceutical companies, biotechs, 

VC funds, universities and research institutions should fi rst be 

created,” postulates KDRA’s Jae Cheon Yeo. Given that Korea 

possesses strong development in all of these areas, sanguini-

ty is high. As Young Whan Park, president of National On-

coVenture, a governmental funded Korean drug development 

program concludes, “Korea achieved this in the past in the 

information technology sector. Now biotechnology, with the 

support of information technology, for which Korea is already 

fi rst in the world, can become a leading area in the era of the 

Fourth Industrial Revolution. I fully expect Korea to become a 

leading player on the  global market.”  

Young Kim, founder and CEO, Synex 

Consulting; Young-Whan Park, president, 

National OncoVenture

Cure Therapeutics Inc 

Address: 156, Gwanggyo-ro, Yeongtong-gu, 

Suwon, Gyeonggi-do, Republic of Korea

Email: inquiry@curetherapeutics.com

Website: www.curetherapeutics.com

Our mission is to
transform life-threatening,
currently incurable illness
into better than manageable 
condition with innovative 
advanced therapeutic 
solutions

We are dedicated to development and commercialization of 
affordable cure solutions for life-threatening disease through our 
platform technologies.

Combinatorial I/O Therapeutics with NK Cell Homing Technology,
HepaCell Therapy for liver metabolic disease with epigenetic and 
activation technology

mailto:inquiry@curetherapeutics.com
http://www.curetherapeutics.com
http://WWW.PHARMEXEC.COM/
https://curepharmaceutical.com/


51

WWW.PHARMEXEC.COM

MAY 2019 PHARMACEUTICAL EXECUTIVE Back Page

O
ver the next decade, 

there’s not a single profes-

sion or specialist group in 

healthcare that will be 

untouched by digital technolo-

gies. Currently, stakeholders 

across the spectrum are focused 

on easing and promoting the 

adoption of technology and 

innovation.

Barriers

One of the biggest barriers to 

broad adoption continues to be 

cost. New technologies are usu-

ally more expensive than com-

modity products and require 

investment. Which raises the 

question by insurance compa-

nies, patients, and physicians: 

who should pay for new technol-

ogy? The industry has seen many 

pilots and trials in which one 

stakeholder is willing to bear the 

full cost of the innovation for a 

short period of time. Few of 

these transition into sustainable 

business models with adoption 

at scale. 

The promise of an innovative 

solution that can help doctors 

and patients isn’t enough to get 

a product to market. The payoff 

for these investments must be 

clear. Each solution must prove 

on its own merit how it improves 

patient care and reduces cost. 

The industry has moved past the 

“just trust me” phase. Adoption 

of investments requires clear 

ROI within a few years. 

Providers and payers them-

selves can present another chal-

lenge. Too often, time and 

resources are wasted on adoption 

of solutions that can’t be sus-

tained, are unable to be scaled, 

and/or do not provide positive 

ROI. As the availability of digital 

solutions grows, industry leaders 

must be judicious about which 

products are introduced to the 

marketplace. Poorly designed 

and executed implementation 

reduces the impact of promising 

solutions. This leads to an 

unwillingness to further try new 

technology and cripples our col-

lective efforts toward progress. 

A third challenge involves 

winning the buy-in of clinicians, 

who also evaluate and adopt 

these new technologies. Studies 

have shown that historically it’s 

taken more than 15 years for 

innovation to be adopted in 

healthcare. Many clinicians are 

inherently risk averse. They are 

taught not to fail, since failure 

may result in harm to patients. 

T hey ’ve seen technolog y 

advancements in healthcare 

solve many problems, but also 

create new ones. For example, 

we hear from physicians that the 

multitude of clinician-facing dig-

ital solutions are contributing to 

burnout.

Breakthroughs

Fortunately, even physicians are 

recognizing the need to think 

about innovation differently and 

change the pace of adoption. 

Recently, the American Medical 

Association convened the Digital 

Health Physician Adoption Sum-

mit to discuss how best to sup-

port physician adoption of safe 

and effective digital health inno-

vations. Meanwhile, developers 

are increasingly focused on 

building solutions that can fit 

within physicians’ current work-

f lows to provide data that 

enhances clinician problem-solv-

ing and facilitates effective rela-

tionships between patients and 

physicians.

It’s encouraging that regula-

tory bodies like the FDA and 

UK’s National Institute for 

Health and Care Excellence 

(NICE) are also making strides 

to support industry efforts. NICE 

created the Accelerated Access 

Collaborative with the goal of 

making it quicker, cheaper, and 

easier for innovators and the 

National Health Service to get 

transformative technologies into 

the hands of patients. The FDA 

has created a similar Medical 

Device Innovation Consortium 

in hopes of advancing medical 

device regulatory science.  

The long haul

As we work to fully understand 

the needs of all stakeholders and 

provide solutions to these adop-

tion barriers, those of us in the 

drug delivery space recognize that 

patients are often the best advo-

cates for technologies in health-

care. We continue to listen to 

patients and study their behavior. 

We know that patient adoption of 

a technology isn’t driven by inno-

vation or trendy solutions. It’s 

driven by solutions that are sim-

ple and meet patients’ basic needs. 

We also know that our work 

doesn’t end when those solutions 

reach the hands of patients. We 

have to be attentive and respon-

sive to the changing needs of the 

various stakeholders and we 

must adapt our solutions to 

evolve with them. It isn’t a 

launch-it-and-leave-it scenario. 

Evolution is inevitable. 

Adopting New Technology: 

Barriers and Breakthroughs
Preserving positive ROI amid healthcare’s innovation explosion 

CHRISSY BELL is Global 

Business Leader, 

Inhalation and 

Connected Health, 3M 

Drug Delivery Systems
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