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When the Patient Loses in Market Access
THIS ISSUE’S FOCUS TOPIC IS MARKET ACCESS—a very large topic with many nuances. Price 
and value are now the major determinants of access, and clearly each of those is a multi-pronged 
discussion unto itself. Our coverage points to an online report in Pharm Exec from the Boston 
Consulting Group (BCG) Market Access Roundtable, a forum that brings together senior market access 
leaders and serves as a platform for interactive discussion on industry-level topics, which tackled the 
value proposition of therapies in-depth. Outside of European Editor Julian Upton’s report on access in 
the EU, the other editors focused on employee/employer-related access issues, with topics connected 
more to how patients pay for their therapies. Those include the trend of under-education among 
employers on the net effect of their chosen benefit plan designs; the very in-the-weeds subject of co-
pay accumulators; and potential disruptors employer coalitions and cash-based pharmacies. 

O ne topic we didn’t focus on is value-based 
contracts (VBCs), which are often offered 
as a way for pharma and payers to agree 
on the terms of payment based on value. 

However, this year hasn’t seen too much dia-
logue on the topic. According to PhRMA’s mid-
year 2019 report, only one new value-based 
agreement had been added this year to its ongo-
ing tracking since 2009. 

Deloitte noted that barriers to VBCs continue 
to prevent widespread adoption of these arrange-
ments. In a report published in March (see 
https://bit.ly/2DGq1Pf), based on stakeholder 
input from health plans, health systems, phar-
maceutical manufacturers, and patient organi-
zations, agreement as to overcoming those bar-
riers would be “for industry players to share the 
successes and failures of these arrangements 
more widely.” Another hurdle is the lack of 
“necessary infrastructure and resources to effi-
ciently collect, link, and analyze the necessary 
patient data to support VBCs.” Both are not 
insignificant in time and resources needed to 
make VBCs a scalable reality. 

Physicians say ‘patients first’
Two recently reported events point to the access 
elephant in the room: how are patients going to 
pay for their needed drugs and healthcare? 
These reports focus on physicians going to bat 
for their patients. 

First, from Kaiser Health News, which 
reported in September that the University of Vir-
ginia Health System sued 36,000 patients over 
six years for more than $100 million, and used 
aggressive tactics, including seizing wages and 
savings, which resulted in bankrupting some 
families. The health system even blocked a UVA 
undergrad’s enrollment because of an outstand-
ing medical bill, as well as suing 100 of its own 
employees each year for billing issues. In the 
intervening months, UVA Health System first 
said it was well within in rights under the law 

to collect debt, but now says it will scale back 
on the reach of its collection activities. However, 
this may be a little too late as the health system’s 
own doctors and UVA faculty are speaking out 
(see https://bit.ly/2rREBR3). As stated in the 
article, “the system’s practices undermined their 
efforts to improve care for middle- and lower-
income families and was not in keeping with an 
ethos of putting patients first.”

Meanwhile, the patient’s ability to pay came 
to a head at a recent Heart Failure Society of 
America meeting, where one of the lead physi-
cian authors on a pivotal, Pfizer-funded study 
of tafamidis publicly decried the drugmaker for 
the $651-a-day cost of the treatment. In an arti-

cle published by Bloomberg (see https://bloom.
bg/2LfPljc), Dr. Mathew Maurer said: “[The 
drug] is equal to a patient’s food budget for a 
month. Drugs don’t work if people can’t afford 
to take them…and the pharmaceutical compa-
ny’s $225,000-a-year price was well out of 
bounds.”

In the article, Pfizer explains its rationale for 
the pricing, as well as saying it does offer patient 
assistance for accessing the drug. However, the 
Bloomberg piece cites the debate around 
whether the drug is actually treating a rare dis-
ease—Pfizer’s justification for the high cost—or 
if the true market for the product is much larger 
than what rare is defined as. 

What all of these developments, in different 
areas, mean for the Market Access function 
remains to be seen. Clearly, this function will 
be tackling much more in the coming years. 

“[The drug] is equal to a 
patient’s food budget for a 
month.”
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MYRA REINHARDT
Brand Insights 
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Product Innovation and 
Analytics, Lash Group

Assessing eBV Solutions for 
Patient Support Programs 

A s specialty therapies 
evolve and more treat-
ment options for chronic 
and complex diseases 

become available, patients are 
seeking treatment options that 
are both effective and afford-
able. Helping patients access 
their prescribed therapy faster 
and more easily is key to improv-
ing outcomes.

Electronic benefit verification 
(eBV) has emerged as an efficient 
method for allowing providers 
to verify a patient’s coverage 
while in the office and reducing 
delays in time to therapy. But as 
eBV technology and methodolo-
gies evolve, manufacturers may 
find themselves overwhelmed 
with options—and questions—
as they design patient access 
solutions. For example, can the 
process be too streamlined? 
Where does eBV add value to the 
therapy on-boarding experience? 
When is a comprehensive BV the 
best approach?

eBV options on the        
market today
To make an accurate assessment 
of your options as a manufac-
turer, you’ll need an understand-
ing of where different solutions 
source the benefits information 
they return. Here’s an overview 
of the most common methods.
» Payer surveillance: This

method uses a data repository
of formulary information from 
private and government payer
plans. Electronic queries pro-
vide general coverage guidelines
for the requested therapy. The
risks associated with this model 

include inaccurate results due 
to commercial group coverage 
carve-outs and lags in updated 
coverage data.

» Rules-based: This hybrid
approach uses payer surveil-
lance data with an added layer
of logic to accommodate unique 
coverage guidelines at the
group level. While more sophis-
ticated than payer surveillance
alone, stale data can still lead
to inaccuracies.

» Predictive: This model uses arti-
ficial intelligence (AI) powered
by machine learning. Com-
pleted payer verifications con-
tinuously teach the model to
predict accurate coverage
responses in real-time. When
the technology detects a varia-
tion from an expected result, the 
system triggers a reconciliation
by a trained benefit counselor.

Choose a patient-centric tool 
from a consultative partner
Which model makes the most 
sense for your product? Taking 
into account the coverage mix 
and volume of your patient pop-
ulation will help you choose the 
most appropriate eBV methodol-
ogy. The payer surveillance 
approach is most viable for 
patient populations made up of 
mostly Medicare-eligible benefi-
ciaries. If a significant portion of 
the population has commercial 
insurance, a rules-based model 
could work better, and a predic-
tive model is the best option. 
Patient volumes will influence the 
effectiveness of all solution types. 
Smaller patient populations that 
are typically seen in orphan 

products require special consid-
eration when evaluating options. 

The value of AI
Determining whether to invest 
in a system with advanced tech-
nology capability is critical. It’s 
rather like deciding if the latest 
smartphone will meet your per-
sonal needs better than a flip 
phone.

If your needs are basic and 
you only make a few calls a 
month, a flip phone will probably 
fit the bill. If you have frequent 
touchpoints with contacts via 
many channels (text, social 
media, phone, apps, etc.), you’ll 
want to go with a smartphone. 
Likewise, a program with pre-
dominantly uniform insurance 
coverage has simpler benefit ver-
ification needs; therefore, a payer 
surveillance system could offer 
the right value.

For a program that requires a 
more sophisticated eBV solution, 
the advanced underlying technol-
ogy and related services to sup-
port, groom, and develop the 
technology will ultimately deliver 
incrementally more value. It 
streamlines workflows, lowers 
administrative costs, improves 
patient and provider experience, 
and improves outcomes.  

Looking ahead
A predictive eBV system has the 
greatest benefit when it blends 
AI and machine-learning tech-
nologies with the expertise of 
humans. This truly comprehen-
sive eBV solution continually 
improves the precision of the 
results and gives patients better 
and faster access to therapy.

As these technologies keep 
evolving and advancing, there is an 
opportunity to combine all three 
methodologies to offer an even 
more robust eBV experience. 

Brand Insights - Thought 
Leadership from 

Marketers I Paid Program

https://www.lashgroup.com
www.pharmexec.com
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JOHN NELSON
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Head of Strategy, 
CultHealth

Text ROI to 55150
The power of text as a foundational channel solutionC hannel mix nirvana. It’s 

like a group of superhe-
roes with all different 
s t reng ths ;  work ing 

together to achieve the extraor-
dinary. Deploy different chan-
nels to achieve different objec-
tives. But as communication 
technology evolves, should our 
expectations for individual 
channels evolve as well? One 
channel proving multitalented is, 
oddly enough, a more basic 
means of communication: text!  

Patient text has been at the 
heart of solving problems for 
awhile now at CultHealth. We 
continue to amass a mountain of 
evidence that text deserves foun-
dational channel status, helping 
brands achieve many of their 
loftiest goals. 

But why text, let’s say, over 
more commonly used email pro-
grams? Digital KOL David Nield 
says it best: “Text messages have 
more of a sense of urgency, 
whereas email tends to be seen 
as information that can be 
responded to at a later date. 
With cell numbers typically 
more closely guarded than email 
addresses, a text message also 
represents a more personal and 
intimate connection.”  

Our pervasive use of text 
started with nothing to do with 
text at all. It started with a lens to 
challenges brand managers face 
today. From there, text became a 
natural solution. This article will 
take you through core challenges 
and perspectives on text as a core 
solution, demonstrating the power 
of text when embraced as the 
engagement art form it truly is.

Let’s review some core brand 
challenges that patient text 
becomes a natural solution for.

1). Gaining rapid healthcare 
professional (HCP) confidence 
and Rx adoption at brand launch. 

HCPs want the benefit of real-
world experience with a brand 
before they readily adopt. This 
has shown to limit uptake at 
launch and beyond.

2) Parity. Doctors will chal-
lenge drug clinical trials or 
believe efficacy improvement is 
marginally incremental, and ulti-
mately stay unconvinced in alter-
ing their prescribing habits. Com-
pounding this issue is a no-see 
policy among medical networks 
disallowing sales rep access in 
order to shape HCP perspective. 

3. Adherence. Still a problem, 
albeit advances in customer rela-
tionship management (CRM) 
leveraging AI and other tailored 
responses. HCP-patient engage-
ment is at the root of the problem, 
especially with HCPs lacking any 
real-time monitoring of patients 
in their own environment.

While two of these three chal-
lenges lie squarely with HCPs, it’s 
the patient tracking data from 
text that’s proven to have a sig-
nificant impact with HCPs. For 
starters, we recommend that pro-
motion to patients go through 
HCPs. The idea is to empower 
HCPs first with a tool to evaluate 
brand performance while sup-
porting their patients. At its best, 
text should extract rich perfor-
mance data from patients—with 
timely reports sent to HCPs, 
shaping their perspective and Rx 
writing habits. Also, HCP 
endorsement carries weight with 
patients starting and sticking 
with the program. 

In our experiences thus far, 
patient data from text works! 
When HCPs get firsthand data 
into how patients are improving, 
feel more satisfied, and sup-

ported, it becomes a natural sur-
rogate for real-world experience 
they wouldn’t have (without the 
data). This, in turn, makes HCPs 
more comfortable with a brand 
and drives real and perceived 
differentiation—which should 
lead to higher Rx writing. To 
prove this, we’ve layered in ROI 
analyses with astonishing 
results. In the diabetes space, for 
example, we’ve seen a positive 
ROI with a significant lift in pre-
scribing (Rx writing habits of 
HCPs participating in a patient 
text program vs writing habits 
of HCP nonparticipants).

Patients gain much from text 
as well. Research has shown 
patient preference for the timelier 
and more intimate text format, 
with patients reacting more, con-
suming more, and taking more 
key program actions. Our experi-
ence has been the same. We’ve 
demonstrated high patient satis-
faction with text, leading to high 
response rates to surveys and 
tracking (which is critical when 
aggregating patient data for 
delivery to HCPs). This commit-
ment to text support ultimately 
translates to a commitment to 
treatment long-term.

Finally, we’ve started advocat-
ing for text programs to be con-
sidered as real-world-evidence 
(RWE) to support market access 
efforts with payers. Text has the 
power to make CRM and RWE 
a more integrated venture—
through a singular ability to cap-
ture RWE for payers and recog-
nizable brand value for HCPs and 
patients.

So, go ahead and text ROI to  
55150 and experience the power 
of text. 

Brand Insights - Thought 
Leadership from 
Marketers I Paid Program

www.pharmexec.com
https://www.culthealth.com
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to Global Growth and Compliance
bit.ly/34aPefS

Launching Medical Devices in Japan
bit.ly/2ndXHyD

Twitter Talk
n Digital media is a huge aspect of event marketing. 
What does the future hold for pharma? @PharmExec 
takes a look at the biggest takeaways for the C-suite.  

Access TCA, @access_tca 
“Tech Tour for the C-Suite: Pharma’s Digital Future” 

bit.ly/35MvIav

n How #machinelearning can provide #pharma 
companies with an on-demand, portfolio-wide 
view of optimal #hospital targeting and related field 
deployment.

Navigant Healthcare, @NavigantHealth 
“Giving Life Sciences Sales a Competitive Advantage” 

bit.ly/2OnISEQ

Episode 44: Inside the Pipeline Report
Pharm Exec editors discuss the articles and special 
features they focused on related to the November 
Annual Pipeline Report, including a deeper dive into 
this year’s report, one executive’s pioneering path in 
gene therapy, efforts in bridging science and 
manufacturing, and mastering the microbiome.
http://bit.ly/2KJ1CfQ

Episode 43: Wrestling with Reputation
Sven Klingemann, research director at Reputation 
Institute, talks with Pharm Exec about the industry’s 
negative public perception and what steps it can 
take to improve it.
http://bit.ly/2JZDjtx

Episode 42: Navigating Market Dynamics
Pharm Exec editors interview Mark Glickman, chief 
commercial officer of Esperion Therapeutics, who 
discusses the overall cholesterol-lowering space, 
his company’s plan to add a new treatment option, 
and the challenge of establishing a new therapy in a 
statin-dominated market.
http://bit.ly/2BgS3Qd

Episode 41: 
The Patient 
Journey
Jeannine 
Lynch, senior 
director at 
BioMarin 
Pharmaceuticals, talks about the intricacies of the 
patient journey, including how to engage with 
patients more effectively.
http://bit.ly/2oe2zVc

Episode 40: Pharma’s Global Outlook
Kris Sterkens, Janssen’s company group chairman of 
Europe, Middle East, and Africa operations, speaks 
with editors about the opportunities for biopharma 
in the EMEA region to break into the US market.
http://bit.ly/2kIpdDL

Episode 39: Business & Compassion 
Dr. Cedric Francois, CEO and co-founder of Apellis 
Pharmaceuticals, talks with Pharm Exec about his 
unique journey from research and clinical work to 
creating and launching two startups.
http://bit.ly/2k0uW7h

Coming soon to 
PharmExec.com

2020 Industry Outlook
Pharm Exec’s Annual Industry 
Outlook taps experts from 
several areas of biopharma to 
uncover the eight key trends 
that are top of mind for the 
coming year—from finance 
and policy to talent and 
technology, and more.

https://is.gd/CZFGVB
http://bit.ly/2KJ1CfQ
http://bit.ly/2JZDjtx
http://bit.ly/2BgS3Qd
http://bit.ly/2oe2zVc
http://bit.ly/2kIpdDL
http://bit.ly/2k0uW7h
www.pharmexec.com
http://bit.ly/2Fzzbyr
http://bit.ly/2DfGLfU
https://twitter.com/PharmExec?ref_src=twsrc%5Egoogle%7Ctwcamp%5Eserp%7Ctwgr%5Eauthor
https://www.linkedin.com/company/pharmaceutical-executive/
https://www.instagram.com/pharmexecutive/
www.pharmexec.com
http://bit.ly/33k84jF
http://bit.ly/34aPefS
http://bit.ly/2ndXHyD
http://bit.ly/2q5qOFD
http://bit.ly/33oDeXa
http://bit.ly/34nQvR9
http://bit.ly/35MvIav
http://bit.ly/2OnISEQ
www.pharmexec.com


9
WWW.PHARMEXEC.COM

DECEMBER 2019 PHARMACEUTICAL EXECUTIVE Washington Report

N otable advances in bio-
pharmaceutical R&D 
and in bringing import-
ant life-saving medicines 

to patients were overshadowed 
in recent months by continuing 
public outrage over limited con-
sumer access to costly new thera-
pies, the devastation wrought by 
the opioid epidemic, and difficul-
ties linked to drug shortages and 
quality issues. FDA also became 
embroiled in a rising number of 
deaths linked to vaping of e-cig-
arettes and disputes over regula-
tion of cannabidiol products and 
oversight of e-health technology. 

On the plus side, pharma com-
panies developed, and FDA 
approved, multiple new drugs and 
biotech therapies this past year, as 
new discoveries in genomics, cel-
lular therapy, and data manage-
ment continued to bear fruit. 

Even if 2019 approval num-
bers don’t set new records, the list 
is notable, including Novartis’ 
gene therapy Zolgensma, Vertex’s 
triple combo for cystic fibrosis, 
multiple breakthroughs in cancer 
therapy, and improved treatments 
for migraine, light-sensitivity, 
Parkinson’s disease, pneumonia, 
rheumatoid arthritis, tuberculo-
sis, and urinary tract infections. 

The steady rise in applications 
for investigational therapies, how-
ever, has made it difficult for the 
under-staffed Center for Biologics 
Evaluation and Research (CBER) 
to keep pace, while the Center for 
Drug Evaluation and Research 
(CDER) continued to reorganize 
its Office of New Drugs (OND) 
to better assess and process the 
growing volume of submissions 
requiring special attention. 

FDA and sponsors considered 
ways to more fully utilize real-
world evidence (RWE) and real-
world data (RWD) in identifying 
patients for clinical research and 

for tracking postapproval effec-
tiveness and safety. This generated 
more interest in accessing data 
from electronic health records and 
from widening use of wearables 
that track patient responses. 

The importance of soliciting 
patient perspectives in designing 
more streamlined and informative 
clinical trials continued as an 
important theme, particularly for 
discovering new drugs for rare 
conditions and for testing break-
through therapies. Related efforts 
aimed to better target potential 
products to patients likely to ben-
efit from assessment of underlying 
genetic or molecular links to dis-
ease. Such advances put pressure 
on FDA to clarify a framework 
for regulating the burgeoning 
field of regenerative medicine. 

Costs and value
At the same time, high price tags 
on transformative therapies spot-
lighted the need for innovative 
drug reimbursement and pay-
ment strategies. Health plans, 
payers, and policymakers contin-
ued to debate multiple proposals 
for reforming drug coverage and 
pricing, ranging from wider 
importing of less costly products 
from abroad, federal government 
price negotiations, and specific 
limits on annual price increases 
and patient out-of-pocket costs. 
There was much talk of “val-
ue-based pricing,” but diminish-
ing attention to more radical 
changes involving drug rebates 
and foreign reference pricing. 

And while low-priced generic 
drugs remained key to improving 

consumer access to many widely 
used medicines, industry has been 
plagued by manufacturing and 
quality control difficulties. The 
result continued to be shortages in 
many critical drugs, particularly 
sterile injectables that are more 
difficult to produce reliably to 
meet FDA standards. At the same 
time, price hikes on some generics 
prompted lawsuits accusing firms 
of price gouging, while the rise in 
imports of finished drugs and 
pharmaceutical ingredients raised 
questions about product quality 
and supply chain security. 

FDA’s capacity for dealing 
effectively with a mounting array 
of critical regulatory and policy 
issues were compromised last year 
by the unexpected departure of 
Commissioner Scott Gottlieb. 
Although the agency was led capa-
bly for much of the year by acting 
Commissioner Ned Sharpless, on 
loan from directing the National 
Cancer Institute, unconfirmed 
agency leaders have less stature in 
dealing with policy issues and 
budget debates and in keeping out 
of the fray over healthcare costs 
and coverage at the White House 
and on Capitol Hill. 

On Dec. 12, however, the Sen-
ate confirmed Dr. Stephen Hahn 
as FDA’s next commissioner. Hahn 
comes to the agency from the MD 
Anderson Cancer Center in Hous-
ton, where he was chief medical 
officer. He will face all the chal-
lenges mentioned, including pres-
sure to clarify FDA’s role in speed-
ing alternative drugs to market and 
in permitting the import of less 
costly products from abroad. 

Year in Review: R&D, Reg, 
and Reimbursement Hurdles
Key therapies advanced amid ongoing quality and cost concerns

JILL WECHSLER is
Pharmaceutical
Executive’s
Washington
Correspondent. She
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gmail.com
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A re drug firms going to be 
forced to launch their 
products in even the 
smallest EU markets? 

For years now, the smaller coun-
tries in Europe—and there are 
many of them—have grumbled 
about not having access to the 
full range of medicines that are 
on the market elsewhere. Why, 
demand regulators and patients 
in Cyprus or Lithuania or Slove-
nia, should they not benefit from 
the same treatment possibilities 
as are enjoyed by Germany or 
France or other big countries? 
The arguments have become 
increasingly heated recently, and 
have fused questions of avail-
ability with questions of price in 
a high-octane political cocktail.

Sometimes the absences are 
the result of not being able to 
afford the price the manufac-
turer seeks—many of Europe’s 
smaller countries are also its less 
wealthy countries (although 
Luxembourg offers a striking 
exception). Sometimes compa-
nies defer launching in countries 
with lower prices where such a 
move would risk their price 
being dragged down in other 
markets through the reference 
pricing system widely practiced 
in Europe. 

And sometimes the logistics 
of launching in a small market—
which will usually require tai-
lor-made packs in one of 
Europe’s multiple local lan-
guages—discourage launch. 
Overall, smaller countries rou-

tinely complain that manufac-
turers simply don’t take the trou-
ble to market everywhere.

Growing attention
Concern over this European 
patchwork quilt of availability 
has elevated the subject to stra-
tegic review by the European 
Commission—and added inten-
sity has been brought by the cur-
rent controversies raging over 
high-priced new medicines, and 
by the blame-game underway 
over the growing European 
problem of drug shortages. 

The basis for the Commission 
involvement is that products 
authorized through Europe’s 
central procedure via the Euro-
pean Medicines Agency (EMA) 
are subject to obligations over 
launch. The Commission’s aim 
is to arrive at a clearer definition, 
with a view to seeing if compa-
nies can be compelled to market 
their products in every EU coun-
try. So it has set up a working 
group to explore the subject, and 
commissioned a study by Ernst 
& Young (EY), which is now 
nearing completion.

At the heart of the discussion 
are the provisions in the EU’s 
2004 legislation (Regulation 
(EC) No 726/2004) covering 
market launch of centrally autho-
rized products, and particularly 
its clauses on validity of market-
ing authorizations. This specifies 
that in general “a marketing 
authorization shall be valid for 
five years,” may be renewed after 

five years on the basis of an EMA 
reevaluation, and once renewed, 
“shall be valid for an unlimited 
period” unless safety issues are 
raised. At the time, this was 
something of a novelty: until 
then, manufacturers had been 
obliged to renew every authoriza-
tion every five years.

There are other conditions 
too, however—notably a “sunset 
clause.” An authorization which 
is not followed by the actual 
placing of the medicinal product 
for human use on the EU market 
within three years “shall cease 
to be valid,” says the legislation. 
The cessation of validity is auto-
matic, with no particular deci-
sion or administrative action 
required. Similarly, even when a 
product has been placed on the 
market, if subsequently it is no 
longer actually present on the 
market for three consecutive 
years, the authorization shall 
also cease to be valid.

But the precise scope of those 
obligations has never been fully 
defined. What is under debate 
now is whether the sunset clause 
can be invoked as a threat against 
companies who fail to market 
their products everywhere in the 
EU. The precise scope of the obli-
gations to launch has never been 
fully defined, so the arguments 
turn on the grey areas in the leg-
islation. Notably, agreeing just 
what placing a product on the 
market entails: whether a launch 
is just a part of the EU market 
qualifies, or if the entire EU mar-
ket must be covered. And how 
many pack sizes or presentations 
must be available to meet the 
requirement?

Launch-law interpretation
But the underlying intentions of 
the legislation are also in ques-
tion: just what did EU legisla-

Who’s Going to Choose 
Where to Launch a Drug?
European Commission working group is looking closely at 
marketing obligations for centrally authorized products

www.pharmexec.com
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tors want to achieve with the 
rules they put in place years 
ago? The initial logic behind the 
provision, according to the 
Commission’s working group, 
is that the sunset clause was a 
quid pro quo for granting man-
ufacturers virtually unlimited 
validity on their authorizations. 
It was a device to prevent the 
authorities suffering the admin-
istrative burden of maintaining 
authorizations for products not 
actually marketed. 

The sunset clause gave the 
authorities a sort of get-out 
clause to intervene where manu-
facturers were not making use of 
their unlimited authorizations. 
But the working group also 
admits that there might be addi-
tional reasons, which play into 
the separate debates over pricing 
and over shortages. Was the 
motive of legislators also, sug-
gests the working group, to 
encourage companies to place a 
product on the market in a 
timely manner after the authori-
zation, or to avoid long interrup-
tions of supply.

That’s complex enough as a 
series of discussions. But in a 
classic example of the complexi-
ties of EU lawmaking, a further 
wrinkle was introduced when 
the leg islat ion was being 
unveiled, nearly two decades 
ago. In effect, late changes to the 
rules provided something like a 
get-out clause for companies 
from the get-out clause for the 
authorities. The European Par-
liament and national ministers 
in the EU Council demanded 
changes that would allow the 
authorities to ignore their obliga-
tion to cancel unused authoriza-
tions “in exceptional circum-
stances and on public health 
grounds.” The circumstances 
can be, for instance, a product 

intended to treat a sporadic dis-
ease, which will not be sold until 
that disease breaks out; or lee-
way might be allowed to smaller 
firms that may need more time 
to find a partner for marketing 
a new product. As a result, 
authorities’ absolute power to 
invalidate an authorization for 

failure to launch was curtailed. 
This meant that companies 
could be free—with the blessing 
of the authorities—to persist 
with an authorization even with-
out any launch.

Changes in order?
After studying the situation on 
the ground and working through 
all the permutations of the legis-
lation in practice, the working 
group has reached an interim 
conclusion: there is “a flexible 
approach toward marketing 
authorization holders, who are in 
principle allowed to launch and 
cease marketing as they see fit.”

This doesn’t mean that the 
law is entirely neglected. Com-
panies are obliged to inform 
EMA of the actual marketing 
of an authorized product, and 
the agency has put in place a 
system to monitor the market-
ing status of centrally autho-
r ized medicinal products . 
When a three consecutive-year 
period without marketing has 
elapsed, EMA notif ies the 
Commission accordingly.

Some of the terms used in the 
sunset clause have—in distinct 

cases—been clarified by court 
interpretations, including what 
constitutes placing a product on 
the market. But because the 
clause itself has so far not been 
subject to an authoritative inter-
pretation by the EU courts, 
which are the ultimate arbiters 
of EU legislation, there is still 

plenty of margin for debate 
about its power and its limits.

The presumption so far has 
been that the EU market is 
served as soon as and as long as 
the product is placed on the 
market somewhere in the EU, 
which allows manufacturers to 
choose where and when they 
launch their products. But the 
working group has highlighted 
the need to see this the broader 
context of the legislation’s 
objectives—and it cites the 
Commission’s identification as 
the top priority of “a high level 
of public health protection, 
notably by making safe, innova-
t ive products avai lable to 
patients as quickly as possible.” 
It goes on: “The flexibility pro-
vided should be read in the light 
of the general objectives of the 
regulation and cannot lead to 
situations which go against 
those objectives…assuring a 
high level of health protection 
(which includes availability).”

The impending EY report is 
keenly awaited, as it is likely to 
influence the working group’s 
thinking on how the current 
rules should be changed. 

Why, demand regulators and patients in Cyprus or 
Lithuania or Slovenia, should they not benefit from 
the same treatment possibilities as are enjoyed by 
Germany or France or other big countries? 

www.pharmexec.com


As the industry moves to a patient-centric, value-based 
care model, stakeholders across the continuum of care 
are focused on creating systems and solutions that 
put the patient at the forefront of decision making. 
This requires an alignment of priorities, such as patient 
engagement, HCP practice efficiency, and supply chain 
operations to achieve optimal market access and deliver 
outcomes that matter.

While the intent is clear, putting this into practice can be 
extremely difficult. Gaining and sustaining patient-centric 
market access requires deep knowledge of the roles 
that stakeholders play to drive value. A one-sized-fits-all 
solution will not work because ‘all healthcare is local.’ 
Local ecosystems have differing degrees of connectivity 
which are largely based on geography, hospital/
provider consolidation, and payment models. They serve 
heterogeneous populations who have different chronic 
and acute care needs. Social determinants of health are 
real and inform how actively patients participate in their 
own care. 

It’s time to create a common foundation from which  
to build purposeful, customized solutions that help to 
harmonize the patient journey. We can then capitalize 
on the interconnectivity of each stakeholder—patients, 
providers, payers, advocacy, government—and define 
the roles that they must play to deliver on the Quadruple 
Aim’s promise.

 
 
 
 
 
 
 
 
 
 

By mapping the patient journey at a local level, we can 
identify the inflection points where stakeholders can 
act to positively impact outcomes at a macro level by 
accepting the following as imperatives: 
 
 
 
 
 
 
 
 

Access to affordable, local quality healthcare.   
Patients, providers, and payers function within a local 
set of norms that guide their consumption of healthcare 
services. Brands who are successful invest in research 
to understand these local dynamics and understand 
that there is room for market differentiation by building 
stronger patient experiences. Today, with increased focus 
on health economics and outcomes research (HEOR), we 
can move beyond randomized clinical trials by mapping 
the local healthcare ecosystems to identify what works 
and where improvements can be made. Armed with 
evidence-based understanding about how we add 
value at a local level, we have greater ability to develop 
education and wraparound programs that connect and 
unify stakeholders with a single focus: to improve the 
patient therapeutic and access journey within a given 
therapeutic area.

Creating a culture of mutual accountability.   
Let’s be patient-centric in everything we do – focused on 
the “why, what, and how” behind patient behavior. Why 
are patients complying or not? What are the questions 
that go unasked to their HCPs? How does this limit their 
ability to maintain their health or even get better? Co-
creating with patients providing real-time insight on their 
healthcare experiences, thoughts and concerns with their 
care improves our ability to provide targeted solutions to 
meet their unmet needs. Their perspectives can uniquely 
inform how we define the value of a given product and 
we can learn from patients who are starting to reshape 
their own journeys, expand their roles, and demand 
more value. This adaptive approach allows us to flex up 
or down and develop customized, local solutions.

special sponsored section special sponsored section

RETHINKING PATIENT-CENTRICITY IN A DYNAMIC 
MARKET ACCESS DRIVEN ECOSYSTEM

By understanding the role and influence of payers and 
organized customers, we improve our market access 
strategy. Given the continual rise in healthcare costs, 
defending the value of a brand requires us to critically 
evaluate the market. We know the motivation for payers 
to cover products is complex, so we must align on the 
goal to increase value, both on an economic and clinical 
level. However, our pathway to demonstrating that value 
is highly dependent on the therapeutic area, market 
competition, clinical pathways, and economic motivators. 
Creating a culture where patients, providers, and payers 
can openly communicate is the unicorn we’re chasing. 

The impact of “specialty and direct-to-patient 
distribution” strategy on patient access.   
If our focus is on ensuring that the right patient receives 
the right medication at the right time, then let’s ensure 
that the chosen therapeutic is physically available when 
the prescribing decision is made. A recent study from 
Health Strategies Insights by EVERSANA states, 35%-
45% of pipeline drugs are infusions and injectables 
requiring a combination of specialty pharmacy and 
in-home nursing services, patient education, cold 
chain solutions, and site-of-care administration. Many 
emerging biopharmaceutical companies are looking for 
the flexibility of direct-to-patient distribution to support 
their therapy model. New strategies and solutions will 
become imperative to ensuring all patients, providers 
and manufacturers are seamlessly connected to deliver 
a safe and effective product in an accurate and timely 
manner. The need is real for supply chain strategies to 
address the growing complexities of today’s market 
pressures by providing an integrated distribution service 
with the technologies and processes in place to distribute 
novel, branded and generic therapies, seamlessly.

 
Conclusion.  
In the end, patient centricity is about the patient’s 
journey and the coordinated effort required across all 
stakeholders to ensure that the right patient receives 
the right medication at the right time, every time. By 
utilizing the insights gleaned from market research, 
real-world evidence, and the patient’s perspective, 
we can develop market access strategies that provide 
solutions to engage stakeholders, improve access and 
reimbursement, optimize supply chain and distribution, 
and integrate specialty pharmacy and patient services. 
It’s critical that we deliver on outcomes by aligning 
capabilities to achieve optimal market access and 
full revenue potential. Each role is built upon a deep 
understanding of the healthcare system and our 
commitment to success.

Jeffrey A. LaVaute,  
MPH, Executive Vice President, 
Client Strategy, EVERSANA

Gaining and sustaining patient-
centric market access requires deep 

knowledge of the roles that
stakeholders play to drive value.

It’s critical that we deliver on 
outcomes by aligning capabilities 
to achieve optimal market access  

and full revenue potential.

About EVERSANA™

EVERSANA™ is the leading independent provider of global services to the life science industry. The company’s 
integrated solutions are rooted in the patient experience and span all stages of the product lifecycle to deliver 
long-term, sustainable value for patients, prescribers, channel partners and payers. The company serves more than 
500 organizations, including innovative start-ups and established pharmaceutical companies to advance life science 
solutions for a healthier world. To learn more about EVERSANA™, visit eversana.com

Embrace the ‘all healthcare is local’ principle 
supporting access to affordable, quality healthcare

 Create a culture of mutual accountability between 
patients, providers, and payers

 Recognize the impact of “specialty and direct-to-
patient distribution” strategy on patient access
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As the industry moves to a patient-centric, value-based 
care model, stakeholders across the continuum of care 
are focused on creating systems and solutions that 
put the patient at the forefront of decision making. 
This requires an alignment of priorities, such as patient 
engagement, HCP practice efficiency, and supply chain 
operations to achieve optimal market access and deliver 
outcomes that matter.

While the intent is clear, putting this into practice can be 
extremely difficult. Gaining and sustaining patient-centric 
market access requires deep knowledge of the roles 
that stakeholders play to drive value. A one-sized-fits-all 
solution will not work because ‘all healthcare is local.’ 
Local ecosystems have differing degrees of connectivity 
which are largely based on geography, hospital/
provider consolidation, and payment models. They serve 
heterogeneous populations who have different chronic 
and acute care needs. Social determinants of health are 
real and inform how actively patients participate in their 
own care. 

It’s time to create a common foundation from which  
to build purposeful, customized solutions that help to 
harmonize the patient journey. We can then capitalize 
on the interconnectivity of each stakeholder—patients, 
providers, payers, advocacy, government—and define 
the roles that they must play to deliver on the Quadruple 
Aim’s promise.

 
 
 
 
 
 
 
 
 
 

By mapping the patient journey at a local level, we can 
identify the inflection points where stakeholders can 
act to positively impact outcomes at a macro level by 
accepting the following as imperatives: 
 
 
 
 
 
 
 
 

Access to affordable, local quality healthcare.   
Patients, providers, and payers function within a local 
set of norms that guide their consumption of healthcare 
services. Brands who are successful invest in research 
to understand these local dynamics and understand 
that there is room for market differentiation by building 
stronger patient experiences. Today, with increased focus 
on health economics and outcomes research (HEOR), we 
can move beyond randomized clinical trials by mapping 
the local healthcare ecosystems to identify what works 
and where improvements can be made. Armed with 
evidence-based understanding about how we add 
value at a local level, we have greater ability to develop 
education and wraparound programs that connect and 
unify stakeholders with a single focus: to improve the 
patient therapeutic and access journey within a given 
therapeutic area.

Creating a culture of mutual accountability.   
Let’s be patient-centric in everything we do – focused on 
the “why, what, and how” behind patient behavior. Why 
are patients complying or not? What are the questions 
that go unasked to their HCPs? How does this limit their 
ability to maintain their health or even get better? Co-
creating with patients providing real-time insight on their 
healthcare experiences, thoughts and concerns with their 
care improves our ability to provide targeted solutions to 
meet their unmet needs. Their perspectives can uniquely 
inform how we define the value of a given product and 
we can learn from patients who are starting to reshape 
their own journeys, expand their roles, and demand 
more value. This adaptive approach allows us to flex up 
or down and develop customized, local solutions.
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MARKET ACCESS DRIVEN ECOSYSTEM

By understanding the role and influence of payers and 
organized customers, we improve our market access 
strategy. Given the continual rise in healthcare costs, 
defending the value of a brand requires us to critically 
evaluate the market. We know the motivation for payers 
to cover products is complex, so we must align on the 
goal to increase value, both on an economic and clinical 
level. However, our pathway to demonstrating that value 
is highly dependent on the therapeutic area, market 
competition, clinical pathways, and economic motivators. 
Creating a culture where patients, providers, and payers 
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The impact of “specialty and direct-to-patient 
distribution” strategy on patient access.   
If our focus is on ensuring that the right patient receives 
the right medication at the right time, then let’s ensure 
that the chosen therapeutic is physically available when 
the prescribing decision is made. A recent study from 
Health Strategies Insights by EVERSANA states, 35%-
45% of pipeline drugs are infusions and injectables 
requiring a combination of specialty pharmacy and 
in-home nursing services, patient education, cold 
chain solutions, and site-of-care administration. Many 
emerging biopharmaceutical companies are looking for 
the flexibility of direct-to-patient distribution to support 
their therapy model. New strategies and solutions will 
become imperative to ensuring all patients, providers 
and manufacturers are seamlessly connected to deliver 
a safe and effective product in an accurate and timely 
manner. The need is real for supply chain strategies to 
address the growing complexities of today’s market 
pressures by providing an integrated distribution service 
with the technologies and processes in place to distribute 
novel, branded and generic therapies, seamlessly.

 
Conclusion.  
In the end, patient centricity is about the patient’s 
journey and the coordinated effort required across all 
stakeholders to ensure that the right patient receives 
the right medication at the right time, every time. By 
utilizing the insights gleaned from market research, 
real-world evidence, and the patient’s perspective, 
we can develop market access strategies that provide 
solutions to engage stakeholders, improve access and 
reimbursement, optimize supply chain and distribution, 
and integrate specialty pharmacy and patient services. 
It’s critical that we deliver on outcomes by aligning 
capabilities to achieve optimal market access and 
full revenue potential. Each role is built upon a deep 
understanding of the healthcare system and our 
commitment to success.
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Client Strategy, EVERSANA
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EVERSANA™ is the leading independent provider of global services to the life science industry. The company’s 
integrated solutions are rooted in the patient experience and span all stages of the product lifecycle to deliver 
long-term, sustainable value for patients, prescribers, channel partners and payers. The company serves more than 
500 organizations, including innovative start-ups and established pharmaceutical companies to advance life science 
solutions for a healthier world. To learn more about EVERSANA™, visit eversana.com

Embrace the ‘all healthcare is local’ principle 
supporting access to affordable, quality healthcare

 Create a culture of mutual accountability between 
patients, providers, and payers

 Recognize the impact of “specialty and direct-to-
patient distribution” strategy on patient access

www.eversana.com
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Market Access & Mental Health
Lundbeck’s Taj Bhardwaj talks about the big-picture vs. short-term focus 
mindset of leading local and global-level market access strategy in pharma—
and how his current company is committed to stay in the fight to advance  
new treatments and break down stigmas in mental health 
By Julian Upton

T ajinder (Taj) Bhardwaj gained a Master of 
Science in Laboratory Medicine and Patho-
biology at the University of Toronto, Can-
ada, before going on to McMasters Univer-

sity (Hamilton, Ontario) to complete an MBA. 
After majoring in finance and serving an internship 
at Wyeth, Bhardwaj found that his skill set was 
suited to the market access discipline. Beginning 
his pharma career as a health economics analyst 
at Bayer Inc. in Canada in 2006, over the next nine 
years Bhardwaj rose to the position of head of 
access strategy at Bayer Pharmaceuticals. After 
moving to Danish drugmaker Lundbeck in 2014 
as senior director and head of global pricing, he 
was appointed the company’s vice president, global 
pricing and market access in January 2018.

Pharm Exec sat down with Bhardwaj to gather 
his thoughts on how the market access function 
has evolved during his career, how he made the 
shift from a country-specific to a global role, and 
the challenges and opportunities he faces leading 
the market access efforts of a company focused on 
brain disorders in a changing mental health space.

PE: How did your early experience in Canada prepare 
you for current position?

BHARDWAJ: I started off at an affiliate level with 
Bayer and worked on several assets when I was at a 
local level. Canada happens to be a great breeding 
ground for market access. You can really develop 
your skill set and competencies because there is a 
plethora of different systems all rolled into one 
country. Each of the regions can make decisions 
independently, but there’s also a national health 
technology assessment (HTA) agency. So it was a 
great opportunity to really understand what market 
access and pricing are all about and how to manage 
the different dynamics. 

Canada happened to be one of the front runners 
in HTA reform, back in 2004. So, when countries 
such as Germany had their HTA reform in 2011, and 

Taj Bhardwaj, 
vice president, 
global pricing and 
market access, 
Lundbeck
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Market access colleagues now need to be clinical 
trial specialists, talking about endpoints and statistical 
tests and managing expectations in terms of the 
magnitude of benefit

other countries started to adopt 
different practices, it became very 
easy to transfer my skill set to the 
European setting; there was a lot 
of overlap. Also, the healthcare 
systems in Canada and Europe 
are quite similar.

PE:  How did you navigate that tran-
sition from a country-specific to 
global role?

BHARDWAJ: On a country level, 
you tend to be very operational. 
You’re very much focused on fil-
ing the submissions, on speaking 
with the stakeholders. You do 
speak with stakeholders at a 
global level but it’s more on a 
strategic basis. You’re trying to 
identify the global positioning of 
the product and also allow for the 
flexibility that might be needed 
for local adaptation. You’re 
focused on providing a primary 
foundation, a starting point for 
everybody to work from.

Moving to a global level 
requires more big-picture think-
ing. You have to ensure that 
you’re able to position a product 
and produce a strategy that will 
allow the highest number of 
patients to benefit from it. At an 
affiliate level, you tend to have a 
more short-term focus, whereas 
at a global level, you’re not only 
thinking about the product in 
front of you, you’re also thinking 
about the future and how you 
shape the pipeline, how you shape 
the market understanding.

PE: What do you think have been the 
key changes in the market access 
field over the course of your career?

BHARDWAJ: Very early on, there 
was a huge push and need for peo-
ple to be competent with regard 
to healthcare systems, the technol-
ogy assessment process, and how 
to move through the system. It 
was more administrative and tech-

nical. Once those competencies 
were developed, we got to the 
point of filing a submission, filing 
a written request for reimburse-
ment. What I feel has been a 
slowly moving shift is in knowing 
how to ensure we are producing 
the right evidence that will meet 
the needs of our stakeholders, and 
how that changes the complexities 
and the demand on the competen-
cies that are needed. 

Market access colleagues now 
need to be clinical trial special-
ists, talking about endpoints and 
statistical tests and managing 
expectations in terms of the mag-
nitude of benefit. There are still 
those that want to pursue the 
“idealistic path” in terms of what 
an HTA or a payer is looking for, 
but that needs to balanced with 
commercial pragmatism, one that 
reflects on the risks of conducting 
certain studies. We need to know 
not only the limitations of our 
technologies, but also the limita-
tions of how clinical trials are 
designed or of the instruments 
that are used to capture the value 
of our products. Working in mar-
ket access has become a much 
more comprehensive, encompass-
ing effort than it was before.

PE: How can those new market 
access competencies be fostered 
and sustained?

BHARDWAJ: It has a lot to do 
with the dialogue that you have 
internally, cross-functionally. I 
can tell you first-hand, when I 
went from a country to a global 
level, I was following that idealis-

tic path. But then I quickly saw the 
challenges and the limitations of 
pursuing that path. When indi-
viduals appreciate that, you can 
then start to collaborate more 
effectively with your colleagues on 
how to find alternative solutions. 

On the external level, you 
need to constantly engage with 
the right stakeholders to talk 
about the value of products and 
how that value can be shared. It’s 
about engaging with medical 
associations, patient associations, 
HTA, payers; we’re all in this 
together. If we can have a very 
robust, transparent dialogue with 
each other, then we are on the 
right path toward a solution. 

PE: Looking forward, what would 
you say are some of the market 
access barriers and opportunities 
you are facing?

BHARDWAJ: I see the barriers 
and opportunities as linked. One 
of the heaviest challenges that we 
face, especially with Lundbeck 
being a company fully dedicated 
to mental health, is in elucidating 
and translating the value of our 
products. If we have a scenario 
where our products are improv-
ing cognition or allowing patients 
to get back to work, showcasing 
that value in a manner that is 
appreciated by our stakeholders 
is a challenge. And when we are 
able to produce that information, 
having our stakeholders appreci-
ate it is also a challenge. 

Many healthcare systems are 
not really focused on what worker 
productivity looks like. Say you 

www.pharmexec.com
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mmhgroup.com

Many companies have 
abandoned the space, which 
is truly a shame because, 
more so than ever, you need 
a focus within mental health

have a patient suffering from anhe-
donia, they are not really costing 
the system any money because 
they’re sitting at home, they’re 
detached, they’re withdrawn from 
society. How do we provide ben-
efits to such a patient where this 
spend might not necessarily be 
seen, where it is not appreciated 
by stakeholders who are focused 
on a drug or healthcare budget? 
I think that is a barrier, but at the 
same time it’s an opportunity.

PE: What keeps you motivated?
BHARDWAJ: What has always 

motivated me in this space is the 
challenge. When you look at men-
tal health and you look at Lund-
beck specifically, we are one of the 
last remaining players in the 
space. Many companies have 
abandoned the space altogether, 
which is truly a shame because, 
more so than ever, you need a 
focus within mental health. Not 
only do you have the inherent 
challenges of market access, but 
you also have this a challenge of 
staying relevant on political agen-
das and making sure that mental 
health is not forgotten. 

It’s almost as if there’s a view 
now that what we have is good 
enough. I can’t support that 
notion, because there’s so much 
more that needs to be done. I 
think that’s where my drive has 
always come from, to work for 
organizations that have that focus 
in mind, that have that desire to 
constantly innovate and add ben-
efits to all stakeholders involved. 
That was one of the main things 
that attracted me to Lundbeck. I 
hadn’t worked in mental health up 
until then and I saw that many 
were abandoning it. That gave me 
more of a reason to want to join 
the fight and the challenge to keep 
it relevant and alive.

PE: People are talking about mental 
health more than they were 10 or 
15 years ago.

BHARDWAJ: You’re right, we are 
seeing more of a dialogue taking 
place. That has a lot to do with 
the stigma around mental health 
being lifted. But, let’s make no 
mistake, there is still a stigma. In 
certain markets, mental health is 
not discussed at all. And if it is, 
it’s portrayed in a different light 

altogether. The number of treated 
patients for depression in western 
countries, for example, is up to 
40 times higher per capita than 
in China. That speaks volumes; 
in China there is a very large pop-
ulation, but the dialogue around 
mental health is still growing. So, 
you can imagine the energy and 
the resources that are needed to 
educate and to ensure that appro-
priate use of our products is tak-
ing place there. 

More importantly, patients 
need to know that there are 
options for them and that they 
don’t need to suffer in silence or 
suffer alone. 

I think that we are having very 
healthy conversations around 
mental health now and I continue 
to support them. I wouldn’t say 
that there’s one solution that will 
solve everything; I still think that 
we’re on that journey to find a 
way to bring all these different 
dimensions together. 

Lundbeck is not only about 
one solution for a patient, it’s 
about being part of an ecosystem 
that ensures that individuals get 
the help that they need. 

www.pharmexec.com
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Grasping Copay Accumulators
The industry’s quest to get a handle on the cost-shift implications of these 
new programs and the risks for patient access and pharma’s bottom line 
By Lisa Henderson

A group of industry experts presented at CBI’s 
Coupon and Copay Forum in October, which 
devoted the first half of the two-day confer-

ence to the topic of copay accumulators. While the 
audience largely comprised pharma leaders and ser-
vice providers charged with patient access, many 
were new to the conference and the effect of copay 
accumulator programs. Patients and pharma have 
been caught unaware of the copay accumulator 
trend, which CBI first heard about at its annual 
Patient Access and Assistance Programs (PAP) con-
ference in March 2018. Since then, CBI has included 
the topic at its related events.

Christopher Dowd, chairperson of the October 
forum and executive vice president, market and 
product development, with ConnectiveRx, defined 
the mechanics behind accumulators in benefit plan 
schemes: Copay assistance and coupons are counted 
toward a patient’s deductible. Instead of the coupons 
helping patients with their out-of-pocket expenses, 
pharmacy benefit managers (PBMs) found a way to 

count their use against patient deductibles. Dowd 
said data showed between 5% to 15% of patients 
are affected by accumulators because of the result-
ing higher out-of-pocket costs. Other data from a 
National Business Group on Health survey found 
that 50 million lives are affected by copay accumu-
lators; these are included in benefit plans for 17% 
of approximately 140 employers in companies that 
have less than 5,000 workers.

As noted at the conference, copay assistance and 
copay coupons from pharmaceutical manufacturers 
are a highly resourced and integral part of a pharma 
brand’s affordability budget and market access strat-
egy. In reality, copay assistance has become an 
extension of a safety net provided by manufacturers 
that doesn’t exist in the current economic and 
healthcare model in the US. The problem in that 
current system of what was called “compounding 
dysfunction” is the emergence of counter-schemes 
by PBMs and payers that leave pharma—and 
patients, advocacy groups, and physicians—scram-

www.pharmexec.com
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Because of the opaque language and 
burying in the plans’ benefits documents, 
states have taken notice based on both 
deceptive practices and negative impact on 
the individual

bling to ensure that out-of-pocket costs don’t over-
burden patients, lead to unfilled prescriptions, and 
are followed by higher-cost medical outcomes and 
an unhealthy or severely compromised quality of 
life by individuals. 

The trend in private insurance is moving increas-
ingly toward high-deductible plans, a mechanism 
for employers to shift the financial burden of health-
care to their employees (see sidebar on page 24). 
Seeking to limit costs further, employers asked for 
more discounts from their plans. That’s when the 
copay accumulator plans began to emerge.

When benefit plans started implementing the 
new copay accumulators, language was buried deep 
within the particular benefit plan. In fact, as 
reported in Drug Channels (see https://bit.
ly/37qJ2mc), the AIDS Institute became concerned 
by the impact copay accumulators would have on 
those accessing HIV and hepatitis C drugs. Based 
in Tampa, Fla., the Institute began searching the 
state’s qualified health plans online to determine 
how an individual would be able to find out if a plan 
had a copay accumulator or coupon limitation pol-
icy. Even with the benefit of knowledge—the Insti-
tute knew what terms to search for—it still took it 
“seven steps to find a reference to copay accumula-
tors for Florida Blue, the largest private insurer in 
Florida. The copay accumulator language was 
finally discovered on page 47 in a section called 
“Pharmacy Limitations and Exclusions” within a 
144-page “Schedule of Benefits” document that is 
part of the plan contract. 

The AIDS Institute isn’t the only organization 
interested in how copay accumulators dispropor-
tionately affect patients who are on specialty drugs 
with limited-to-no generic or therapeutic alterna-
tives. The Patient Access Network (PAN) Founda-
tion, The Arthritis Foundation, the 
National Hemophilia Foundation, and 
Aimed Alliance, a not-for-profit health 
policy organization, have all had rep-
resentatives speaking on this topic at 
recent CBI conferences. Presenting at 
an event in August, Kollet Koulianos, 
senior director of payer relations at the 
National Hemophilia Foundation, told 
the story of one 27-year-old hemophilia 
patient who reached out because of financial con-
cerns around accessing his needed medicine. Prior 
to the implementation of his plan’s accumulator pro-
gram, the patient was able to afford the $38,000 for 
his maintenance drugs with the assistance of manu-

facturer copay coupons. After the accumulator, he 
was unable to afford the $6,350 deductible. While 
it took Koulianos 40 days to help the patient get his 
medications, he was left with untreated bleeds, 
which resulted in internal bleeding with additional 
surgeries to correct. The patient has been in and out 
of the hospital, is currently in a wheelchair, and is 
not working, all at a cost of $3.5 million. 

Many of these patient-focused organizations 
want to place their focus on the employer education 
component (see more on page 21). Collectively, the 
advocates believe employers don’t objectively under-
stand the net effect of the copay accumulators. And 
they contend that short-sighted transactional deci-
sions to include an accumulator can lead to longer-
term health problems for employees. 

Anecdotally related at the conference is when a 
copay accumulator is instituted in an employer’s 
health plan, and the spouse of the CEO or execu-
tive team is unable to get their or their family’s 
medications at the prices they were previously pay-
ing. That changes the benefit plan for the company 
very quickly. 

After employer education, much of the attention 
is on legislation. Because of the opaque language 
and burying in the plans’ benefits documents, states 

have taken notice based on both decep-
tive practices and negative impact on 
the individual. Bans of copay accumu-
lator programs have been enacted in 
Arizona, Illinois, Virginia, and West 
Virginia, with similar bills pending in 
Connecticut, Indiana, Kentucky, and 
North Carolina. Confusion reigns on 
the federal level, as the Centers for 
Medicare and Medicaid Services 

(CMS) changed its direction on copay accumula-
tors for 2020, deferring the addressment of con-
flicts and stakeholder concerns until 2021. 

Meanwhile, pharma isn’t pleased, but there is as 
yet no recorded data of downstream effects to its 

Kollet Koulianos
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plans or budgets. In this Pharm Exec article pub-
lished last December (https://bit.ly/2qyekad), the 
author stated “copay offset programs are utilized 
to offset patient out-of-pocket costs, on average, 
38% of the time for specialty brand prescriptions 
and 15% of the time across retail brands. Thus, 
brand teams have allocated budget to fund these 
programs accordingly.” 

Pharma has the potential for revenue loss due to 
accumulators, as well as the allocations for servic-
ing the coupon programs. What was recommended 
at the October conference was careful and consistent 
documentation from service providers. If spikes in 
unfilled prescriptions, increased call volumes from 
patients, or decreased copay card usage, an accu-

mulator problem could be pinpointed and brand 
teams can get ahead of the problem.

Where will the copay accumulators story end? 
Legislation continues, but there are no illegalities 
of the arrangements as yet determined by the Office 
of the Inspector General (OIG) or Department of 
Justice (DOJ). However, the court of public opinion 
could weigh in as patient education and awareness 
also ramps up. NeedyMeds, a public-facing website, 
holds insurers accountable in its Copay Cards FAQ 
(https://bit.ly/2CZvbFt): “With these programs, the 
insurance companies collect your deductible 
twice—once from the pharma company that sup-
ports the copay card and then again from the 
patient who has to meet the deductible.” 

Future Disruptor: Cash            
Pharmacy Model
Prescriptions with hefty price tags have left 
patients reliant on third-party payers for decades. 
With cheaper generics available and no hoops 
to jump through, a shift to the cash pharmacy 
model could thin the herd of pharmacy benefit 
managers (PBMs). A majority of patients are 
not aware of their option to shop around when 
it comes to their prescription drugs. “There is 
little price transparency and competition [in the 
market],” says Naomi Lopez Bauman, director of 
health policy for the Goldwater Institute. “A cash 
pharmacy model would infuse these important 
elements as consumers would be better able to 
select based on price, convenience, or any other 
factor they choose.” 

This transition would allow greater visibility 
into the traditional “behind the curtain” process 
of drug pricing, and potentally give the pharma 
market a growing populace of patients who 
are not only fully exposed to the cost of their 
medications, but who also have the savvy to shop 
around for the best price. “Services, such as 
GoodRx, are already adding transparency to the 
market,” says Lopez Bauman. “This trend will 
continue and will actually accelerate as retailers, 
such as Amazon or Walmart, if and when they 
enter the cash market, will be able to drive down 
[drug] prices in a manner similar to what they 
have done for other retail goods.” 

In this scenerio, big-box retailers would have 
a massive impact on the pharma market, says 
Lopez Bauman, which may benefit consumers. 
For example, future legislation and other factors 
not withstanding, millennials and younger—those 
who don’t go to the doctor on a consistent basis 

or have a laundry list of prescriptions—could 
decide to opt out of having health insurance and 
just pay out of pocket when they need to.

Besides potentially lower Rx prices, a cash 
pharmacy offers more of an immediate fulfillment 
of prescriptions—without having to get prior 
authorization or waiting for approvals. Even if 
it means paying for their medications in full, or 
paying a few extra dollars, there is a significant 
amount of value in the patient experience, Lopez 
Bauman contends. “Patients are already paying a 
premium in healthcare to skip to the front of the 
line for care,” she says. “Look at direct primary 
care (DPC), which operates outside of traditional 
insurance, or telehealth, which isn’t covered 
under all employer plans. Patients will pay a 
premium when it saves them time or gets them 
access in a manner convenient to them.” 

Today, some prescriptions cost less than a 
patient’s required copay because they are the 
generic forms of the drug. While reimbursements 
from insurance companies vary, the only 
significant reason to keep a third-party payer, 
many believe, would be to help cover chronic 
conditions and substantially costly treatments. 
For example, the generic form of the EpiPen 
is still priced close to $400 for a two-pack. 
Examples like this one are challenging insurance 
companies to adapt their plans for consumers 
with chronic conditions who are making the 
decision to pay out of pocket for some of their 
medications instead of paying toward their 
deductible. “In the long-run, companies will 
examine models that include generics that 
maintain health for chronic conditions, which 
some DPC models are already doing,” says Lopez 
Bauman.

— Miranda Schmalfuhs

LISA HENDERSON is 
Pharm Exec’s 

Editor-in-Chief. She can be 
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By Elaine Quilici

P harma’s relationship with employers over the 
years has had an on-again, off-again dynamic. 
Seen as key decision-makers, employers once 

drew the attention of pharma in the way of direct 
sales teams that would call on companies to keep 
plan creators informed.

Over the past 10 or so years, however, a number 
of factors have pulled pharma away from engaging 
employers in a meaningful way. As a result, the lack 
of employer education has become a barrier to mar-
ket access, and the industry is now recognizing a 
need to revisit its old way of doing business.

Key influencer
Though pharmacy benefit managers (PBMs) existed 
long before this retreat, it is fair to say they helped 
shift pharma’s focus away from employers. As 
PBMs grew more powerful, pharma turned its 
attention to creating strategic accounts with them. 
They were convinced their organizations needed 
strong relationships with PBMs, because these enti-
ties ultimately controlled the employers.

“Employers gave responsibility to payers and 
PBMs to make coverage decisions, but I think it was 
also partially pharma trying to streamline their field 
presence across all sales teams,” says David Dierk, 
co-president of Aventria Health Group.

The loss of direct influence and manpower 
needed to address the sheer number of companies 
ultimately pushed pharma to reallocate 
resources and exit the employer space. 

Hidden agendas
As pharma shifted its resources toward 
PBM engagement, a downside that 
emerged was that employers’ informa-
tion became mainly sourced by PBMs 
and consultants, which often have 
PBMs’ interests at heart.

“Many employers are completely reliant on their 
consultants and PBMs to direct their employee 
health benefits,” says Kimberly Westrich, vice pres-
ident for health services research at the National 
Pharmaceutical Council (NPC). “The result is that 

employers don’t always know if their plan design is 
aligned to their own priorities and goals for their 
employees.”

Many employers don’t even realize how consul-
tants make their money. They aren’t aware that 
there’s often a per-claim catch to PBMs.

As one industry insider explained, oftentimes, 
consultants will tell an employer that they will take 
its business out to bid to the PBMs at no cost to 
them. What they fail to explain, the insider claims, 
is how they plan on getting their money. While the 
employer may assume the cost is absorbed in some 
sort of service fee they will pay, what really happens 
is that the consultant approaches the major PBMs 
with an offer to give them the large employer client. 
However, to qualify for the request for proposal 
(RFP), the PBM is asked to agree to pay a certain 
amount—maybe 50 cents—for every claim that 
goes through on that employer client over a specific 
period of time. As a result, some of the consultants’ 
revenue model is from the PBM side, versus from 
their clients.

This lack of transparency is concerning, experts 
contend. Without fiduciary obligations, the loyalty 
of both PBMs and brokers is in question, and 
employers’ best interests become suspect. This lim-
ited knowledge can affect a company’s decisions, 
which ultimately can be detrimental to patients.

“There is a lack of understanding and education 
regarding where the true costs lie with specialty 
medicines,” says Kollet Koulianos, senior director 

of payer relations at the National 
Hemophilia Foundation (NHF). 
“Most PBMs don’t share data showing 
how cost-shifting strategies lead to 
non-adherence, when those strategies 
are used to direct exclusive business to 
their wholly owned specialty pharma-
cies. [When someone] is giving advice, 
or directing benefit design while being 
conflicted, there is a real risk for a 

much higher total cost of care.”
As employers express their dissatisfaction in the 

value of their current healthcare investment, the 
market seems to be shifting once again, however. 
“[Employers] are assuming more and more direct 

Employers as Barriers to Value
Renewed education efforts, however, are slowly helping them take       
back decision-making reins in their engagements with pharma

Kimberly Westrich
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responsibilities in select areas of high cost to make 
decisions relative to access rather than leaving it in 
the hands of payers and PBMs,” says Dierk. “You’re 
starting to see pharma, once again, increase its field 
team presence calling on employers, because the 
employers are beginning to take back control.”

Pharma’s role
Innovative employers are looking to foster new rela-
tionships as they begin to regain decision-making 
over their healthcare spend. To meet that need, 
about half a dozen large pharma companies have 
newly dedicated employer sales forces. As pharma 
makes a move back into the employer space, its 
focus is also being renewed, with those companies 
undergoing the shift more focused today on sup-
porting high-cost specialty product segments.

“Whether it’s hemophilia, or multiple sclerosis, 
or oncology, those are some areas that are more 

likely for pharma to put employer field forces in 
place,” says Dierk.

Other ways pharma can educate employers is by:
 » Working with jumbo employers directly.
 » Working with employer coalitions (see sidebar) as 
a way to reach smaller companies.
 » Providing white papers and other information 
that might help employers ask questions.
 » Helping medium and smaller companies adopt 
best practices.
 » Generating data that’s relevant to employers/work 
site.

Education from within
As employers look for ways to take things on them-
selves, there are several ways they can help grow 
their knowledge, even without the help of pharma.
 » Some companies are hiring experts whose busi-
ness model is to review PBM contract and spend.

Future Disruptor: Coalitions     
Push for Accountability
Pharmacy spending in the US totaled $482 
billion in 2018, according to data compiled by 
IQVIA. How can pharmacy benefit managers 
(PBMs) manage these costs to elevate 
purchasing power and provide fair drug pricing? 
Employee coalitions aren’t sure that they can. 
These coalitions are created to change the PBM 
business model, a model which may make 
employers feel backed into a corner without a 
variety of options.

The coalitions aim to help yield bigger savings 
to employers by negotiating lower drug prices 
with large PBMs. But these coalitions aren’t 
just working to offer more affordable medicines 
to clients, they are seeking transparency and 
fairness to ensure members get what they 
pay for. According to our sister publication 
Pharmacy Times, the HR Policy Association’s 
Pharmaceutical Purchasing Coalition developed 
the Transparency in Pharmaceutical Solutions 
platform. The tool’s objective is to uncover the 
true cost of prescription drugs and to change 
the way PBMs manage drug prices that trickle 
down to employees. These coalitions are holding 
PBMs accountable.

Companies are demanding more options; 
coalitions are answering the call. “There are 
some big coalitions out there that have gained 
a lot of respect from employers,” says Kollet 

Koulianos, senior director of payer relations at 
the National Hemophilia Foundation. “They’re 
already going to them, they’re already forming 
task groups on how to reevaluate their healthcare 
spend with these high-cost claimants.” 

While employer coalitions may be more 
accommodated now than in the past, they are 
still figuring out their place in the industry—and 
are not always successful. For example, Health 
Insurance Plan of New York tried to directly 
manage its benefit plan a few years ago but 
encountered issues with manufacturers and chain 
pharmacies. The HR Policy Association attempted 
to eliminate PBMs in 2004 but was unable to 
sustain that model by the close of the year.

These hiccups may be related to tensions with 
manufacturers and chain pharmacies who would 
rather work with PBMs because they tend to 
purchase more drugs. In HR Policy Association’s 
case, employers were able to obtain purchasing 
power, but each wanted the power to manage 
its own program—negating the purpose. Moving 
forward, to make a coalition work, employers 
must come together to agree on administering 
one program, experts stress. It may also be 
advantageous to rely on the expertise of pharm 
companies and patient advocacy groups.

“I think it’s going to take a team, but the 
coalitions are important—the employer 
coalitions—working with patient advocacy 
organizations,” says Koulianos.

— Christen Harm
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 » A number of transparent and fidu-
ciary PBMs are beginning to emerge.
 » Larger employers might demand a 
direct contract for rebates, versus 
allowing PBMs to do that.
 » Jumbo employers are hiring pharma-
cists and medical directors to start 
tackling access decisions in-house.

Some employers also are becoming 
more active in directly engaging with 
PBMs. “Employers need tools to more proactively 
engage and partner with their PBMs and consul-
tants for benefits that serve the needs of their 
employees,” says Westrich.

NPC seeks to educate them by offering a num-
ber of resources to evaluate the approach taken by 
their PBMs and consultants. The organization also 
offers research highlighting perspectives on the 
employer/PBM relationship and ideas on how 
employers can play a more active role in driving 
value in benefit design.

Understanding drivers
As employers look to save money, they should 
become better informed about their specific dis-
ease cost drivers. According to Kou-
lianos, 1.2% of the population 
accounts for approximately 31% of all 
healthcare spend. Meeting with spe-
cific disease organizations can provide 
companies with a better understand-
ing of their cost drivers and help them 
develop strategies to manage their 
total cost of care with optimal out-
comes.

“[Every year,] Sun Life puts out a catastrophic 
claims report identifying the highest-cost claim-
ants,” she says. “If you couple that with data shared 
by the National Business Group on Health saying 
78% of employers plan to focus their efforts on 
high-cost claimants, then that’s where the connec-
tion will really be valuable.”

NHF is working with pharma to improve com-
munication. In 2014, it started the Comprehensive 
Care Sustainability Collaborative, which brings 
together payers and providers to help drive value-
based dialogue and help mitigate risk when it comes 
to high-cost claimants.

For conditions that are considered cost-drivers, 
employers could help patients connect with rare dis-
ease organizations or hold lunch-and-learns, for 
example.

“If you have an unhealthy work-
force, and you can’t deliver the labor 
that you need to produce the product, 
then the cost truly skyrockets,” says 
Dierk. “The whole idea is to have 
aligned objectives so that the right 
decisions are being made that posi-
tively affect that employer’s business 
model.”

 “It has been said that employers are 
one of the only stakeholders that have a vested inter-
est in the whole person,” adds Stacey Richter, co-
president of Aventria Health Group and QC-
Health. Richter is also host of the podcast Relentless 
Health Value.

Source of change
Which employers will be the ones to lead this 
healthcare reform effort? Our industry insider 
believes tech companies could help pave the road, 
with their large number of employees, technologi-
cal know-how to disrupt traditional models, and 
appetite to infiltrate a new space to create change. 
Manufacturing might also play a big role. Due to a 
population of older workers and the physical nature 

of the business, drivers such as muscu-
loskeletal spend could force them to 
the forefront of change.

“If you look at jumbo employers—
Boeings and Caterpillars and Disney 
and those types—they have much 
greater masses, and in some cases they 
have much greater healthcare spend,” 
says Dierk. “So while I say, yes, tech 
could be an opportunity if you’re try-

ing to be innovative and an engaged patient, if you’re 
trying to hit large, high-cost, high-need, chronic 
patients, that might not be the first place to go.”

Time to act
Employers are slowly but surely recognizing the 
need for change, and pharma’s support is impera-
tive. The industry can start by helping to reform the 
supply chain, including how PBMs contract with 
employers, in order to push the savings farther 
downstream. If pharma can stop the value from 
being eaten up in the middle and pass it on to 
employers directly, employers then could lower the 
amount of cost-sharing that their employees have 
to bear. 

According to our insider, there was a time when 
pharma might say it would like to distance itself 

David Dierk

Stacey Richter
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from PBMs quietly but not publicly. However, that 
has changed in the past 18 months. The industry 
has started to shame aspects of the PBM business 
model, and pharma has a growing interest in push-
ing their concession down to the patient.

As drug manufacturers embark on this journey, 
they face the major hurdle of earning back employ-
ers’ trust.

“There are a lot of opportunities for pharma to 
collaborate that can be win-win, but it needs to be 
authentic, with a real understanding of the needs 
and opportunities and options from the employer 
standpoint,” says Richter. “Pharma is probably in 

the best position ever to really start to work with 
employers to improve the clinical journey, improve 
patient outcomes, and at the same time make good 
on their promise to lower long-term cost.”

Pharma can also build trust through example. 
“When you bring something out to employers, be 
prepared to have a discussion from the perspective 
of the pharma manufacturer as an employer itself,” 
says Dierk. “If you can speak from their point of 
view, even experientially, to say we’ve educated our 
employees, we’ve created support services to get 
better patient outcomes in this particular area, that 
goes a long way.” 

The Short-Sightedness of        
High-Deductible Plans
Since about the early 2000s, employers started 
trending toward offering high-deductible health 
plans (HDHPs) to employees as a way to shift 
the rising costs of healthcare. The idea was that 
if patients have to pay the first several thousand 
dollars, they will be more cost-conscious. However, 
sometimes the high-deductible model can create 
long-term burden that employers didn’t anticipate.

“We’ve done research about how patients are 
behaving in these plans, and we 
are finding they do save money, but 
the story about people being able to 
shop around for healthcare services 
and choose lower-cost options is not 
as simple as we thought a decade 
ago,” says Alex Keeton, director of 
policy research and analytics at 
Biotechnology Innovation Organization 
(BIO). “People were very attracted by 
the much lower premiums up front 
but didn’t think through, ‘What if I’m diagnosed 
with a serious illness? What if I have to start taking 
a specialty medication? What does that mean for 
my finances?’”

For example, in the case of chronic illness, 
HDHPs require a tremendous up-front cost of 
care.

“For patients with hemophilia and other rare 
disorders, who depend on high-value—life and 
death—specialty medications, they will hit that 
maximum every year in January,” says Kollet 
Koulianos, senior director of payer relations at the 
National Hemophilia Foundation (NHF). “Even if 
they have an HSA (health savings account), the 
maximum contribution doesn’t cover even half the 
max out of pocket set by the ACA (Affordable Care 
Act). And even if they could manage to contribute 

the entire HSA allowable, they can’t access 
those dollars until they have been saved. The 
consequence for patients who simply can’t afford 
these high-cost, high-value medications will be 
to get regularly treated in the highest cost-of-care 
settings—in the ER or hospital, which will have 
significant cost implications to the employer on the 
back end.”

Another aspect that often gets lost when 
focusing too narrowly on short-term costs is how 
suboptimal use of care affects companies in the 
long run, including absenteeism and presenteeism. 

The National Pharmaceutical Council 
(NPC) is working to measure this in 
a study slated to be published in a 
peer-reviewed journal in the coming 
months. “Enabling patients to stay 
compliant with treatment without 
imposing significant cost barriers will 
support improved health outcomes,” 
says Kimberly Westrich, NPC’s 
vice president for health services 
research.

Fortunately, it seems employers are reevaluating 
HDHPs. In 2018, 39% of employers offered 
this sole choice; this year, that number dropped 
to 30%. According to the National Business 
Group on Health’s annual survey of employers’ 
healthcare strategies and plan designs, a 
projected 25% will offer high-deductible-only 
plans to employees in 2020.

Though this trend seems to be reversing 
among large, self-insured employers, “Employers 
are the ones providing health benefits for their 
employees,” says Keeton. “Given the significant 
role employers play in delivering health benefits in 
this country, it behooves them to fully understand 
the impact these decisions have on their 
employees,” he adds.

— Elaine Quilici

ELAINE QUILICI is 
Pharm Exec’s Senior 

Editor. She can be 
reached at equilici@

mmhgroup.com

Alex Keeton
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A fter the US, Europe is the world’s biggest 
pharma market, but the region is “signifi-
cantly more challenging than the US in terms 

of entering the market and accessing patients,” 
according to a new report. Seven Secret Ingredi-
ents for Successfully Launching and Commercial-
izing a Biopharma’s First Drug in Europe, by 
Christian Schuler, senior partner, and Lukas Hirn, 
senior consultant, respectively, at Simon-Kucher 
& Partners, notes that while “transitioning from 
an R&D-focused biopharma company to a com-
mercially viable operation is already a challenging 
endeavor, the prospect of having to master com-
plex European launch requirements while also 
steering US business makes this shift even more 
daunting.” This is particularly the case for com-
panies without any regional presence or experi-
ence. Faced with the complexities of navigating 
the pricing and market access landscapes of 28 
different European Union member states, most 
emerging biopharma companies take 
the “easier” option and out-license or 
partner with other companies, pri-
marily big pharma. But this strategy, 
the authors warn, “may leave signifi-
cant shareholder value, learning, and 
scaling opportunities on the table.”

In highlighting that many emerging 
US-based, R&D-focused biopharma 
companies are failing to grasp the 
importance of the factors needed for successful 
access to the European markets, the report—which 
is drawn from research covering “more than 20 
company analog cases, 4,500 data points, and 18 
industry expert discussions”—raises a number of 
pertinent questions. Pharm Exec caught up with 
Schuler to address those questions and to distill 
the report’s findings and recommendations for pre-
paring and executing a successful launch in Europe.

“If we want to boil things down to the key mis-
take that companies make, it’s not having the right 
product with the necessary clinical evidence to 
really substantiate the clinical value of the prod-
uct,” explains Schuler. “This means there’s a mis-
match between the company’s opinion of the value 
of a drug and what is perceived by the European 

payers.” In a lot of therapeutic areas in the US, 
prices can be twice, three times, even four times 
the price of those drugs in Europe. This leads com-
panies to be “over-aspirational,” he adds. “They 
think they can achieve a similar price in Europe. 
But then the product does not live up to its prom-
ises.” The wrong pricing strategy leads to lower 
revenues than originally planned for, and for a one-
product company this negatively impacts the orga-
nizational setup.

Another mistake is that a company often fails 
to engage with the key medical and payer stake-
holders early on. “Executives need to broaden their 
outlook regarding the commercial attractiveness 
of their drug in worldwide markets, ideally at the 
very beginning of the process or, at the latest, prior 
to setting up pivotal clinical trials,” Schuler told 
Pharm Exec. “There needs to be some payer-ratio-
nalized clinical trial design research, where you 
ask, ‘How should we set up this trial in order to 

optimally meet your needs and deliver 
the value that you want to see?’” Best 
practice is to break up silos and iden-
tify assumptions to engage early on 
with regional regulatory bodies (e.g., 
EMA) and country-specific payer 
authorities (such as NICE in the UK, 
the Transparency Commission in 
France, and the Federal Joint Commit-
tee [G-BA] in Germany) to understand 

key requirements for the ideal clinical trial design 
and successful approaches to pricing and market 
access.

All of this takes time, of course. For Schuler, 
companies should start their planning well ahead 
of their European launch. This involves setting in 
place the general manager, the CEO of the Euro-
pean organization, and “a small core team around” 
the European CEO (covering clinical, medical, 
pricing and market access, and commercial), all of 
whom should be hired “ideally two years before 
the launch,” says Schuler. “The quality of the peo-
ple that you are selecting here is key. They must be 
very open and prepared to communicate interac-
tively, and to cooperate very closely with the other 
functions.”

The Route to Access in Europe
Key considerations for emerging biopharmas seeking to tap region
By Julian Upton

Christian Schuler
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“There should be a constant information 
exchange between the US and Europe, 
but you really need to give the European 
team the freedom to succeed and do 
what they think is best.”

Market Access

Just thinking that a company can transfer what 
it has done in the US to Europe is “definitely not 
the right way to go,” explains Schuler. “The secret 
ingredient is to hire the right talent and to empower 
them in the best possible way. You need European 
experts. There should be a constant information 
exchange between the US and Europe, but you 
really need to give the European team the freedom 
to succeed and do what they think is best given the 
product, its merits, and the knowledge of the Euro-
pean healthcare market.”

Breaking down the markets
With the initial core talent in place, companies 
should then plan how they will approach the indi-
vidual markets in Europe. Germany and the UK 
are “normally markets where products can be 
launched first,” says Schuler. In France, Italy, and 
Spain, affiliate offices should be established about 
a year before launch. “In those countries, it very 
much depends on how good you are at bringing 
the product to market fast, and on your negotia-
tion skills with the respective health authorities,” 
he says. “But you will need to be a little flexible. 
In Italy or Spain, for example, time to market can 
take longer than expected—sometimes two, three, 
even four years. So, you won’t need to hire the full 
affiliate team right from the start, maybe just the 
general manager and a pricing and market access 
expert for that market. You can start hiring the 
rest of the commercial team about six months 
before launch.”

The UK and German markets are not without 
their own challenges, of course. Traditionally, 
these markets were free pricing markets. But in the 
UK, a lot of patient access schemes require sig-
nificant discounts in order to make a product “cost 
effective.” Germany offers free pricing for the first 
year, but since the introduction of the AMNOG 
law in 2011, this has required a benefit assessment 
of every new drug by the G-BA, which looks at the 

value of a product based on its clinical merits for 
six months. Based on these issues, the benefit 
assessment follows a rating scale from “no added 
benefit” to “major clinical benefit.” Subsequent 
price negotiations between the pharma company 
and the National Association of Statutory Health 
Insurance Funds (GKV-SV) then take another six 
months, until a negotiated price between both par-
ties finally is agreed on. If no agreement on the 
price is reached after this process, an arbitration 
board issues a verdict on the final price three 
months later (i.e., 15 months after a product’s 
launch). 

Formulating the strategy for the UK, Germany, 
France, Spain, and Italy is one thing, but it poten-
tially leaves another 23 countries to think about. 
How does a company tailor its model when 
expanding farther into Europe? For Schuler, “it 
definitely depends on the product that you have, 
and often on the prevalence of the disease. Where 
are the patients? Where are the buckets of patients? 
For diseases related to genetic defects, you may 
find ‘hot spots’ for patients in parts of the Nordics 
or Portugal, for example.” 

For access to Eastern Europe, Schuler found 
that companies either establish a hub in Austria or 
Poland or out-license or partner with other com-
panies for those markets. While it “normally takes 
much longer to get access to those markets, the 
opportunity might not be that large to justify the 
setup of one’s own commercialization infrastruc-
ture,” he adds.

Going it alone
Faced with the variables and the complexities of 
the European markets, an emerging biopharma 
company could be forgiven for thinking that it is 
better to take the out-licensing or partnering 
route. Indeed, Schuler says the experts canvassed 
for the report agree that it is “probably not worth” 
going it alone for just one product. In that situa-
tion, a company should think about out-licensing 
or partnering unless there are additional indica-
tions for the product being launched, or the com-
pany has other promising products in its R&D 
pipeline. 

But Schuler notes that “quite a number of suc-
cessful companies have done it on their own.” He 
explains: “There are significant financial upsides 
if you have the right drug, which offers a high 
degree of therapeutic improvement in an area of 
very high unmet medical need, or you have a 
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smaller patient population (e.g., orphan or ultra-
orphan disease areas) that does not require you to 
have a significant organizational setup.” If the 
value of a product is acknowledged by the payers 
“because there is nothing else out there,” and the 
company is able to achieve a good or high price for 
it, then they are on the road to success. 

It is then a case of building the commercial 

organization or the commercial setup around the 
drug that fits the needs of the drug, “so it’s not just 
copy-and-pasting what others might have done,” 
says Schuler. With that in mind, a product “can 
easily make $200 million or $400 million, or even 
well beyond that,” he adds, and the company is in 
“a good position to become the next Celgene, Bio-
gen, or BioMarin.”  

Pursuing a Shared Approach to Assessing Drug Value   
Working group offers a framework 
of overarching value characteristics

After decades of decline, the industry pipeline 
of approved products has rebounded over the 
last five years and in 2018, 59 new drugs were 
approved by FDA, the highest number in history. 
This includes 19 (32%) novel drugs approved 
as first in class. More than half of the new drugs 
(34 out of 59) were approved to treat rare or 
orphan disease.These innovative drugs enter into 
constrained healthcare systems that struggle to 
cope with demographic change and complex 
incentive and payment systems. While patients 
demand fast access to these new treatment 
options, payers are forced to make trade-offs in 
allocating their constrained budgets.

There is broad consensus that a focus 
on “value” is the appropriate approach for 
optimizing spend of constrained healthcare 
resources. By focusing on value, payers aim 
to optimally and equitably allocate constrained 
resources to areas of greatest need and to 
treatments with greatest impact on patients 
and healthcare systems. However, value 
assessments are not only about the equitable 
allocation of resources and funding, but also 
need to cover the creation of appropriate 
rewards to spur innovation.

Today, every pharmaceutical product at 
the time of its introduction into the market is 
assessed based on the value it offers in the 
majority of countries. Although pharmaceutical 
products only represent about 15% of total 
healthcare expenditures, they are still the only 
category subject to rigorous assessment of value 
and there are considerable differences in the 
perspectives and frameworks used to assess this 
value.

Multiple value frameworks have been put 
forward, and each approach embeds—quite 
naturally—the perspective of its issuing entity 

or stakeholder. Providers, payers, academics, 
and health economists have each seen the 
same treatment through their individual lens, 
assigning different emphasis to different aspects 
of a treatment, leading to variation in perceived 
value. Further, the multiple frameworks do not 
share a common set of value characteristics or 
language, leading to even further variation in the 
value assigned to a drug treatment.

Access leaders tackle issue 
In a report by the Boston Consulting Group 
(BCG) Market Access Roundtable, featured on 
Pharm Exec’s website: https://bit.ly/385cKha, 
industry senior market access leaders present 
observations about current value assessment 
frameworks and outline the unintended 
implications of many of these approaches. They 
then identify and define value characteristics 
that might, collectively, become part of a higher-
level, shared approach to valuing pharmaceutical 
treatments. The working group does not intend 
to propose yet another value assessment 
framework. Rather, it offers a more holistic 
approach to bridge across different frameworks 
and stakeholder perspectives and provide 
common language to describe value.

View the full report at https://bit.ly/385cKha.
The BCG Market Access Roundtable is a forum 
that brings together senior market access 
leaders and serves as a platform for interactive 
discussion on industry-level topics. Roundtable 
members collectively select critical topics that 
are relevant but not handled in other forums, 
and which can have either near- or long-term 
relevance. Members work in smaller working 
groups on specific topics to develop thought 
pieces, relevant frameworks, or policy-related 
publications, which are collectively ratified by the 
Roundtable on a biannual basis. As of summer 
2019, 20 companies are full-time members.
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Wednesday, September 20th, 2017 is a day still fresh in every 
Puerto Rican’s mind. On this day, Hurricane Maria arrived 
in Puerto Rico, becoming the � rst Category 5 hurricane on 
record to strike the US territory. Despite the magnitude of the 
event and the disruption it caused to the energy, water, and 
telecommunications infrastructure, the supply of medical prod-
ucts from Puerto Rico was only minimally affected without any 
shortage reported. 

“The natural disasters we experienced in 2017 were tragic 
but showed the commitment and resilience of the Puerto Ri-
can workforce. Most companies resumed with their operations 
only one or two weeks after the hurricanes, while some never 
stopped producing at all,” proudly recalls Manuel A. Laboy 
Rivera, secretary of the Department of Economic Development 
and Commerce and executive director of Puerto Rico Industrial 
Development Company (PRIDCO). 

A STORY OF RESILIENCE 

PUERTO 
RICO
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“There is a big misconception that there were supply issues or 
stockouts - this was not the case,” adds Ivan Lugo, president of 
INDUNIV, a nonprofit organization representing industry, gov-
ernment and the academic sector in Puerto Rico. “Puerto Rico’s 
pharmaceutical and medical devices facilities worked closely 
with the FDA to ensure all plants were able to return to their 
regular business schedule as fast as possible,” continues Lugo.

The impressive response in this trying time – and the Puer-
to Rican workforce’s resilience in particular – is highlighted 
by virtually every industry leader present on the island. “After 
Hurricane Maria, we had 90 percent of our staff showing up 
for work the next day, which really shows their loyalty and 
dedication,” says Rayne Waller, VP Manufacturing at Amgen, 

whose manufacturing facility in Juncos is the firm’s largest and 
manufactures more than 90 percent of its products globally.

Manufacturers could also count on the rapid response of 
suppliers and service providers that did not hesitate to spon-
taneously show up at their doorsteps. “Our team acted imme-
diately after Maria, but because we lost all communication 
on the island, it was very difficult to get in touch with our 
customers,” emphasizes Gustavo Hermida, president of CIC 
Construction Group, a leading local construction firm. “As 
an example, we drove immediately to Amgen’s facility in Jun-
cos, which had been affected. Our emergency plans allowed 
us to provide them all the construction services required for 
the facility to continue its production,” he adds.

“Our employees, suppliers, contractors and service provid-
ers were at the gate the day after the storm hit us and showed 
great dedication, passion and pride to aid the recovery,” con-
curs Giuseppe Allocca, Site Leader Vega Baja & Barceloneta 
Operations at Pfizer, whose two facilities in Puerto Rico sup-
ply 14 of the company’s iconic brands, with between 60 and 
70 percent of the volume exported globally.

Moreover, the overall response of the pharmaceutical in-
dustry was outstanding, with companies working hard to 
support the local ecosystem. Iliette Frontera, VP of opera-
tions at Boston Scientific, recalls how “the corporate jet flew 
in twice per day, even when the airport was closed, bringing 

Manuel A. Laboy Rivera, secretary, Department of Economic 
Development and Commerce, & executive director, PRIDCO; Ivan 
Lugo, executive director, INDUNIV; Carlos Rodríguez, president, 
PRMA
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necessities ranging from water to baby formula. We opened a 
laundry service, temporary childcare services area and even 
a hair salon. We provided generators, fuel for cars, and med-
ication for employees with chronic illnesses or diabetes. We 
also offered the option of non-taxable funds to employees to 
reconstruct their homes.”

TIME FOR AN UPGRADE

Hurricane Maria, although tragic, brought to light vulnerabilities 
and served as a wake-up call for the industry and government 
to make much-needed changes and upgrades. As Francisco Díaz-
Massó, President of BLDM, the leading specialty contractor in 
Puerto Rico and the Caribbean, notes, “everybody thought that 
energy and water were the priorities, but we learned that it was 
actually telecommunication. Without communication, you can-
not coordinate the other recoveries. Maria taught us that to build 
resiliency, we need to start with communications.” As a result, 
the industry has implemented satellite communication systems 
and network redundancies. On the public side, a lot of money 

has and is still being 
invested in laying 
fiber-optic cable un-
derground.

In general, man-
ufacturers, suppli-
ers and service pro-
viders have worked 
both individually 
and collectively to 
update and coor-
dinate their busi-

ness continuity plans in all aspects. “While we were prepared, 
we have improved our redundancies in power generation, IT, 
and renewable energy among others, so we are well equipped 

Rayne Waller, vice president, manufacturing, 
Amgen; Giuseppe Allocca, site leader, Vega 
Baja & Barceloneta operations, Pfizer

After Hurricane Maria, Merck partnered with 
AT&T, Direct Relief and Softbox on a program 
testing the potential of drones to deliver tem-
perature-dependent medicines and vaccines to 
hard-to-reach locations. “During Hurricane Ma-
ria, we saw first-hand how people most at risk in 
disasters live in communities that are likely to be 
cut off from essential healthcare access due to 
the disruption of transportation and communica-
tions,” laments Wendy Perry, executive managing 
director of Merck Puerto Rico and president of 
the Pharmaceutical Industry Association (PIA). 
“Regrettably, many lives were lost because those 
vulnerable communities were unable to access services and 
life-saving medicines during the emergency and initial re-
sponse period.”

She explains that “the drones were equipped 
with cold-chain delivery technology allowing for 
precise control of temperatures and utilized 
real-time, continuous temperature tracking de-
signed to ensure safe and effective delivery. 
The flights were successful: the drones reached 
their destination while preserving the integrity 
of the medicines. However, there are regulato-
ry challenges that still need to be addressed. 
Together with our partners and regulatory agen-
cies, we are working to address these hurdles. 
In any case, this pilot represents a significant 
step forward in biopharmaceutical supply chain 

innovation and for humanitarian efforts around the world. If 
this technology helps to save even one life, it would have 
been worth it. We are extremely enthusiastic about this pilot.”

Leveraging Drone Technology to Support Relief Efforts

Wendy Perry, 
executive managing 
director, Merck, & 
president, PIA
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OF LIFE INTO VITAL MEDICINES   
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for storms in the future. For instance, 
we have amended our communications 
system, now working with satellite tele-
phones in cases of emergencies and also 
upgraded the construction of our head-
quarters. The improvements made for 
our own business continuity plans will 
help us to continue to provide the ser-
vices our clients require, even after any 
type of natural disasters. We have also 
developed and signed agreements of Busi-
ness Continuity Plans with some of our 
clients, so we are able to collaborate and provide continuity 
to their operations immediately after any type of emergency,” 
states CIC Construction Group’s Hermida. 

“From Hurricane Maria, we learned the importance of ap-
proaching disasters as a collective entity, not only as a compa-
ny, to ensure continuous services and product supply,” notes 
Boston Scientific’s Frontera. Carlos Rivera Vélez, president of 
Puerto Rico’s Medical Devices Cluster thinks this lesson has 
been firmly taken on board. “We now have an integrated emer-
gency management and business continuity body, composed of 
the government, municipalities and private sector leaders that 
come together to act as needed,” he proclaims. “We are defini-

tively more prepared to manage this type 
of once-in-a-century phenomena.” 

José Sánchez, director of reagent man-
ufacturing and operations management 
at Becton Dickinson, agrees that the 
country and industry are now better pre-
pared: “I think we are better than before. 
It was a life-changing experience and an 
eye opener for the business and Puerto 
Rico. We thought we had the best con-
tingency plan in the world, but a contin-
gency plan is only as good as the disaster 

that strikes. Hurricane Maria was the worst natural disaster 
in many generations. We are now more knowledgeable about 
what needs to be done before and after.”

A BENCHMARK MANUFACTURING  
DESTINATION
The events of 2017 should not overshadow the fact that Puer-
to Rico remains one of the most attractive life sciences manu-
facturing hubs on earth and represents a critical piece of the 
global supply of medicines and medical devices. Today, Puerto 
Rico produces more pharmaceuticals than any other US juris-

Gustavo Hermida, president, CIC 
Construction Group; Francisco Díaz-
Massó, president, BLDM
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diction and is home to around 50 phar-
ma manufacturing sites, with 11 of the 
top 20 global pharmaceutical companies 
present on the island. In the medical de-
vice field, 30 world-leading companies 
are manufacturing more than 2,500 types 
of devices across 70 plants, including crit-
ical life-sustaining products such as glu-
cose monitors, cardiac pacemakers, and 
blood collection systems. This manufac-
turing footprint in pharmaceuticals and 
medtech is crucial to Puerto Rico’s overall 
economy, representing about 30 percent of GDP and two of its 
largest exports.

Jorge Hernandez, CEO of PACIV, is well positioned to 
speak about Puerto Rico’s standing as a manufacturing des-
tination. His firm is a global leader in industrial automa-
tion solutions with operations in Puerto Rico, Indiana, and 
Ireland. “Executives consider three main KPIs when bench-
marking locations across the globe: first, the conversion 
costs, which represent the combination of direct labor costs 
and manufacturing overhead costs necessary to convert raw 
materials into medicines. Second is market reliability, which 
measures orders placed and the response to the delivery 
dates. The third one has to do with regulatory findings and 
compliance. Puerto Rico excels in all of them, which speaks 
to our competitiveness.” 

This assessment is shared by Rolando Torres, executive 
vice president of global manufacturing of contact lens man-
ufacturer CooperVision. “Throughout my career I have been 
exposed to many global operations, both in our own facilities 
and those of vendors,” he asserts. “I have experience start-
ing greenfield manufacturing plants in different countries, 
and managing plants in the United States, Costa Rica and 
different countries in Europe. From this experience, I can tell 
you, proudly but humbly, that Puerto Rico is truly a force 
to be reckoned with in medical device and pharma manufac-
turing. When you talk about sports cars, Italy or Germany 
come to mind. When you talk about gastronomy, wine and 
designer clothes, you think of France. When you talk about 
medical devices and pharmaceuticals, Puerto Rico is objec-
tively among the best.”

INCENTIVIZING INVESTMENT

Historically, pharmaceutical and medical device companies 
were attracted to Puerto Rico’s advantageous tax status under 
Section 936, a law enacted in 1976 granting US corporations 
a tax exemption from income originating from US territories. 
In 1996, President Clinton signed legislation that phased out 
section 936 over a ten-year period, leaving it to be fully re-
pealed at the beginning of 2006. Without Section 936, Puerto 
Rican subsidiaries of US businesses were subject to the same 

worldwide corporate income tax as oth-
er foreign subsidiaries. After the repeal, 
successive governments have introduced 
their own sets of incentives to retain and 
attract investment.

Nevertheless, as Carlos Rodríguez, 
president of the Puerto Rico Manu-
facturing Association (PRMA), points 
out, “a key issue in the past for Puer-
to Rico was that governments failed to 
keep their word on incentives packages. 
A big task is to communicate the ben-

efits of these incentives clearly to potential investors, while 
ensuring the validity of these, not only for months but for 
the number of years they are designed for. Companies expect 
incentives to be kept in place, regardless of which govern-
ment is in place, as they calculate their return on investment 
based on existing incentives when coming on the island.” 

A milestone was reached on July 1, 2019 with the enact-
ment of Act 60, known as the Incentives Code of Puerto 
Rico, which codifies incentives granted for diverse purpos-
es throughout decades with the aim to foster economic de-
velopment more effectively. As part of the implementation 

Jorge Hernandez, CEO, PACIV; Rolando 
Torres, executive vice president of global 
manufacturing, CooperVision
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process, the Office of Incentives to do 
Business in Puerto Rico has been created 
under the Department of Economic De-
velopment and Commerce. Moreover, 
an Incentives Concession Portal has also 
been created to centralize, standardize, 
and streamline the processes related to 
the application and approval of decrees, 
cash grants, tax credits, subsidies, and 
other incentives.

PRIDCO’s Manuel Laboy points out 
that, “For us it has been important to 
drive forward the new incentives code, known as Act 60 of 
2019, to promote the retention and extension of our long-term 
private partners in the area of bioscience, while at the same 
time being fiscally responsible and transparent about the use 
of these incentives.” 

The incentives are not limited to manufacturing. “We are 
also encouraging the use of tax credits to promote research 
and development on the island and give out cash grants for 
projects. Here, we are in competition with other sites world-
wide, so the cash grants help us to bid for bringing these 
technologies or products to Puerto Rico. Most of the time 

our offer is the most competitive one 
and we can attract this investment to 
the island,” adds Laboy. 

In addition to setting incentives in 
stone, the Puerto Rican government is 
also streamlining the permit process 
by implementing a reform in this area 
which has already been finalized. “As 
an example, German pharma company 
Sartorius requested a change of permit, 
from a use permit to a unified permit, 
which requires different transaction. 

They have filed their application and it was approved within 
one day, which is a great milestone, considering it has been 
a permit for a very complex biopharmaceutical plant exten-
sion,” rejoices PRMA’s Rodríguez.

TAPPING THE TALENT

However, incentives are only one part of the equation. As 
Rodrick Miller, CEO of the recently-created Invest Puerto Rico 
agency, points out, “a lot of the conversation revolves around the 
aggressive tax incentives, which are some of the best that I have 

Rodrick Miller, CEO, Invest Puerto Rico; 
Victor Cruz, vice president, manufacturing, 
Puerto Rico and Brazil, Eli Lilly
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seen, but Puerto Rico is a lot more than in-
centives. We have good infrastructure, ex-
cellent universities and top-notch talent.”

While incentives can be replicated by 
other jurisdictions, Puerto Rico boasts 
one of the most skilled workforces in 
life sciences manufacturing in the world. 
CooperVision’s Rolando Torres explains 
that “when you deal with medical devices 
and pharma you need a very unique set of 
skills and technical capabilities. Talking 
about utilities and facilities, the knowl-
edge of developing the right cleanrooms, 
with the right extraction, ventilation, 
utilities, backup systems, and USP puri-
fied water systems is not easy to find else-
where but is easy to find in Puerto Rico. 
Regarding quality assurance and regula-
tory compliance, in Puerto Rico you find 
talent knowledgeable from premarket ap-
proval (PMA) submission, design trans-
fer, validation, to quality control.” 

Amgen’s Rayne Waller adds that this 
“strong knowledge base in pharmaceutical operations here in 
Puerto Rico is continuously augmented by the capable science 
and engineering talent coming out of the local universities. This 
capability, along with the local industry’s desire to continue to 
innovate and compete, makes Puerto Rico an attractive place 
to do business.”

“The level of excellence in pharmaceutical and biophar-
maceutical manufacturing can truly be attributed to the 
top-notch talent developed at Puerto Rico high-class local 
universities,” confirms Victor Cruz, VP Manufacturing 
Puerto Rico and Brazil at Lilly, which manufactures more 
than ten products in its two Puerto Rican facilities. Cruz 
adds that “good manufacturing practices are entrenched in 
Puerto Rico’s DNA, thanks to over 50 years of manufactur-
ing experience on the island. For example, Lilly’s PR1 facility 
was established 54 years ago, and we have the capabilities to 
manufacture any oral dosage type of products, including our 
new metastatic breast cancer treatment.” 

Moreover, close collaboration between industry and ac-
ademia ensures that the knowledge base and skills remain 
up-to-date and tailored to the needs of the industry. For in-
stance, “Pfizer has graduate programs in cooperation with 
local universities that bring students to our sites and shows 
them different aspects of the manufacturing process through 
a rotational program,” explains Giuseppe Allocca. 

These efforts are encouraged by the government. “We are 
active in the field of talent retention through our workforce 
development program, based on federal funding of around 
USD 200 million from the Workforce Innovation and Op-
portunity Act. Our goal is to use these incentives for on-the-

Carlos Ceinos, 
president, Principia; 
Carlos Rivera Vélez, 
president, Medical 
Devices Cluster

https://pharmaboardroom.com/
https://www.pfizer.com/


HEALTHCARE & LIFE SCIENCES REVIEW PUERTO RICOSPECIAL SPONSORED SECTION

PHARMABOARDROOM.COM I December 2019  S10

job training and on-the-job learning, while also keeping uni-
versities up to date with the requirements of the industry,” 
says Manuel Laboy.

AT YOUR SERVICE

Last but not least, pharma and medical device manufactur-
ers have access to a vast ecosystem of experienced suppliers 
and service providers at their fingertips. As Carlos Ceinos, 
president of Principia, a leading automation and technical 
services provider in Puerto Rico, points out, “companies like 
Principia play an important part of why the biopharmaceu-
tical industry sees Puerto Rico as an attractive investment 
destination, since we are responsible for building the whole 
pharma ecosystem supporting large manufacturers. The gov-
ernment acknowledges this contribution through incentives 
that also benefit local players.” 

This sentiment is echoed by pharmaceutical manufactur-
ers themselves. Ricardo Zayas, executive vice president of 
operations of Romark, posits that “there is incredible talent 
in Puerto Rico, particularly in engineering, and many sup-
pliers and services at your fingertips,” while Merck’s Wen-

dy Perry adds that “there is a strong, robust ecosystem of 
suppliers of goods and services around the pharmaceutical 
industry throughout the island.”

“By building facilities for the world’s leading pharma com-
panies in Puerto Rico and exceeding their expectations, we 
established a reputation, based on our quality, performance 
and safety,” says Gustavo Hermida, president of CIC Con-
struction Group, which boasts more than 30 years of expe-
rience in building pharmaceutical plants.” Principia’s Ceinos 
concludes by saying that Puerto Rico is “the right place for 
companies that want to manufacture products for the world 
in a sustainable, competitive and quality-oriented manner.”

In a nutshell, as Carlos Ceinos of Principia summarizes, 
“Puerto Rico has a solid ecosystem with the required talent, 
knowledge and service providers present on the island to im-
plement successful projects. Our island has a strong track 
record as a manufacturing hub, which has been recognized 
globally. We are the right place for companies that want to 
manufacture products for the world in a sustainable, compet-
itive and quality-oriented manner.”

TACKLING THE ENERGY ISSUE

While Puerto Rico boasts attractive incentives and a solid 
ecosystem for pharmaceutical manufacturing, the high cost 
and unreliability of electricity remains a serious issue. Elec-
tricity is produced and distributed by the government-owned 
Puerto Rico Electric Power Authority (PREPA), which has 
recently negotiated a repayment plan with its creditors af-
ter filing for bankruptcy. Currently, the price of electricity is 
around 23 cents per kilowatt-hour, far above the US average 
of 12 cents per kilowatt-hour, and will rise under the debt 
restructuring plan. 

Lisette Villavicencio, president, Villavicencio & Associates 
Construction; Felix Negrón, vice president of Puerto Rico 
operations, Medtronic; José Sánchez, director of reagent 
manufacturing and operations management, Becton Dickinson
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However, the government is intent on fixing the situation. 
“The high costs of energy have been addressed through a 
new energy policy law, which will expedite the whole trans-
formation of the energy sector on the island. We will move 
towards renewable energy and transition towards microgrids 
which tackle the shortcomings of the current system,” ex-
plains Manuel Laboy.

In the meantime, manufacturers are taking matters into 
their own hands by building in-house capabilities for electric-
ity generation. “Nowadays, many pharmaceutical manufac-
turers are investing in energy projects to improve resiliency by 
decreasing their dependence on the grid while saving on their 
electrical bill,” observes Lisette Villavicencio, president of 
Villavicencio & Associates Construction, a local construction 
company. “Pharma companies are building their own com-
bined heat and power (CHP) plants or solar farms. The more 
control they have on their utilities, the more control they have 
on the manufacturing process and their products,” confirms 
Francisco Díaz-Massó of BLDM. 

Pfizer, for example, installed solar panels at its site in Vega 
Baja to increase the self-sufficiency of its operations, while in 
2018, AstraZeneca subsidiary iPR Pharmaceuticals built the first 
cogeneration facility powered by liquefied natural gas (LNG). 
AbbVie recently installed a new cogeneration plant at his Barce-
loneta site, and CooperVision has launched a project to build a 
24 MWh co-generation plant expected to start running in 2021. 

However, the most ambitious company in this area by far is 
medtech giant Medtronic, the largest life sciences company in 
Puerto Rico with four sites employing more than 5,000 peo-
ple. “We have several projects in place looking for alternative 
energy sources. For example, we have a solar farm that gen-
erates around 40 percent of the energy needs for our Juncos 
campus. In our Villalba facility, we are partnering with the 
local government for a project in renewable energy, including 
solar and hydroelectric power generation. This project will 
help us build in redundancy and be better prepared as the 
location is located in-between the mountains,” relates Felix 
Negrón, VP of Puerto Rico Operations. 

Becton Dickinson’s José Sánchez sums up the strengths and 
areas for improvement of Puerto Rico as a manufacturing hub 
thusly: “Our regulatory framework, being part of the US, is 

a clear advantage. Also, we have a stable system with univer-
sities and a public sector that is transforming to improve the 
competitiveness of Puerto Rico through incentive programs, 
and, of course, the geographical location of the island. We 
also have great natural resources with quality water. We can 
compete with any country in the world. The only downside at 
the moment is the electricity generation, distribution and cost.”

A STEPPING STONE TO THE US MARKET

In addition to historically present American heavyweights, 
over the past few years Puerto Rico has seen a new wave of 
small and mid-sized companies from Latin America, Asia and 
Europe setting up shop on the island as a first step to conquer-
ing the US market. “11 of the top 20 global pharma companies 
are already here and know the value Puerto Rico has to offer. 
Puerto Rico has done a good job of attracting large compa-
nies, and the small and mid-sized companies from the US, Latin 
America, Asia and Europe are where the big opportunities lie,” 
believes Rodrick Miller of Invest Puerto Rico.

Neolpharma, a Mexican generics company, is one of the 
early examples of this trend. It started operations in Puer-

Dante Castillo, director of operations, Sartorius Stedim Biotech; 
Marco Monrouzeau, general manager and CFO, Neolpharma; David 
Fuster, plant manager, PuraCap Caribe
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to Rico in 2013 by acquiring a plant previously owned by 
Pfizer with a total investment of USD 75 million. In 2017, 
it announced a USD 35 million investment to expand man-
ufacturing and packaging of its thyroid medication and the 
acquisition of laboratory equipment for research and develop-
ment. As Marco Monrouzeau, GM and CFO of Neolpharma, 
notes, “while big branded pharma companies may be attract-
ed to go elsewhere due to lower costs, this opens the door for 
small- and medium-sized companies to come to Puerto Rico 
for manufacturing and even for research.”

In 2016, PuraCap, a Chinese company specialized in the 
development and manufacture of prescription and OTC soft 
gelatin capsules, acquired Puerto Rico-based firm Blu Car-
ibe, “in order to expand its manufacturing expertise beyond 
soft gelatin capsules to include oral tablet and capsule dosage 
forms for both the US and global markets,” explains David 
Fuster, plant manager of PuraCap Caribe. The Chinese new-
comer actually expanded the facility with a USD 7.3 million 
investment in 2018.

Although not technically a newcomer, Sartorius Stedim is 
significantly expanding its footprint in Puerto Rico with the 
largest investment on the island post-Maria. The company 
produces filter membranes and single-use sterile bioprocess 
bags at its Yauco site. Dante Castillo, director of operations, 
explains that the expansion “includes the construction of a 
new complex of 330,000 square feet, at a cost of over USD 
100 million, and an investment of around USD 30 million in 
machinery and equipment. The complex is comprised of three 
layers of production floors as well as a sizeable warehouse 
with the capacity for over 5,000 pallets.” 

Castillo reveals that “the aim of the expansion is to make this 
facility the hub of Sartorius Stedim in America. The considera-
bly higher production capacity gives us the necessary scope to 
supply our US customers with a wider range of products direct-
ly from the region and support our ambitious growth plans in 
America. This expansion is a key element in the group’s global 
vision to double revenue in the next five years.” Although Sar-
torius has traditionally been very careful to assure the manu-
facturing of membranes, the heart of the filtration business, due 
to the high technical expertise it involves, Sartorius “decided 
to continue growing membrane production on the island and 
supply all the filtration demand for the North American market 
due to the many advantages Puerto Rico offers as a highly con-
ducive business environment, a favorable investment climate, 
skillful talents source, and a manufacturing location part of the 
US territory,” he states. 

LEADING THE WAY IN MANUFACTURING 
INNOVATION
Puerto Rico clearly stands out for the sheer number of compa-
nies manufacturing on the island and the fact that a significant 
share of several corporate behemoths’ production originates 
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there. However, the territory is increasingly making a name 
for itself as a frontrunner in manufacturing innovation, with 
cutting-edge techniques and systems being deployed across the 
manufacturing process. 

As an example, the PRMA’s Carlos Rodríguez highlights the 
fact that “the world’s first FDA product approval on a full con-
tinuous manufacturing process was granted here in Puerto Rico 
to Janssen. This shows that Puerto Rico is not only an expert in 
launching products but also has significant expertise in techno-
logical innovation and research.” Moreover, the International 
Society for Pharmaceutical Engineering (ISPE) announced Lilly 

as the overall winner of the 2017 Facility of the Year Awards 
for the continuous direct compression manufacturing kits es-
tablished at its PR1 facility in Puerto Rico. Giuseppe Allocca 
weighs in, noting that Pfizer Puerto Rico is “one of the leaders 
within our network when it comes to implementing new tech-
nologies in our manufacturing process.” 

Victor Cruz of Lilly del Caribe is keen to keep his affiliate 
at the forefront of new cost- and time-saving technological 
trends. “We already see an increasing movement towards a 
paperless environment, with information being recorded dig-
itally,” he outlines. “This enables our operators to focus on 

Headquartered in Tampa, Florida, Romark focuses on develop-
ing innovative treatments for infectious diseases and the latest 
newcomer to Puerto Rico. CEO Marc Ayers recounts how he 
came to the decision to establish the company’s first manufac-
turing plant of finished products on the US territory. 

“We were at a point in the development of our company where 
we needed to be able to control the pharmaceutical manufac-
turing process,” he states. “We were looking for opportunities 
to be able to manufacture large quantities of products, and ide-
ally to be able to do it ourselves. A friend explained the incred-
ible economic development package being offered by PRIDCO 
to a Spanish company that was considering establishing oper-
ations on the island.” 

“However, what ultimately made the difference was the cali-
ber of the talent and the quality of the infrastructure available 
here in pharmaceutical manufacturing,” continues Ayers. “Flor-
ida cannot yet compare to Boston, New Jersey, and the San 
Francisco Bay Area in pharmaceutical manufacturing and, as a 
result, it is difficult to find and attract talent. When we came to 
Puerto Rico, we were able to meet industry leaders and veter-
ans interested in building something special together.” 

“Establishing our manufacturing facility here helps us ensure 
business continuity, mitigate risks, and reduce costs. In addi-

tion to our manufacturing facility, we also acquired an analytical 
laboratory in Dorado. Together with our API facility in Belgium, 
we have the ability as a vertically integrated pharmaceutical 
company to develop new products and bring them to market,” 
he proclaims.

For the project, four local firms, each one an expert in its area, 
teamed up to provide a turnkey solution: Design (CMA), Engi-
neering and Mechanical (BLDM), General Contractor (CIC Con-
struction Group) and Project Management, Commissioning and 
Validation (Pharma-Bio Serv). Together, they designed, built and 
validated the new facility with Quality by Design as the end goal. 
“As the project moved along, the required documentation was 
developed to meet the FDA’s requirements. By integrating the 
validation process since day one, we were able to reduce time-
to-market by about a year,” emphasizes Francisco Díaz-Massó 
of BLDM. “This project was centered around listening to the 
needs of the client. Based on that, we were able to develop 
the best strategy to reach the objectives in a timely manner,” 
adds Jorge Tirado, managing partner of CMA. “This is an un-
paralleled innovative approach to Technology Transfer, applying 
local knowledge with an integrated team of specialized firms 
to increase efficiencies and Quality,” stresses Elizabeth Plaza, 
founder & chairwoman of Pharma-Bio Serv. 

Ayers invites other companies to follow Romark’s lead and es-
tablish manufacturing facilities in Puerto Rico. “Puerto Rico is 
an island of opportunity for companies seeking to mature to the 
product commercialization stage because talent is readily avail-
able,” he states. “People are highly educated, have unmatched 
experience in the industry and there is a quality-driven culture.” 
Elizabeth Plaza agrees: “Big pharma companies are consolidat-
ing and finding themselves with excess capacity. Although they 
still play a very important role in the Puerto Rican manufactur-
ing landscape, we see great opportunities for small and medi-
um-sized companies to come here and take advantage of the 
experience that multinationals have built.”

Romark: The New Manufacturing Wave’s Poster Child

Marc Ayers, CEO, Romark; Jorge Tirado, managing partner, 
CMA; Elizabeth Plaza, founder & chairwoman, Pharma-Bio Serv
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their core task of manufacturing medicine while the system 
gathers critical information and calculations for the batch 
records the operator has to do manually today. This trans-
formation is a journey and we are currently in the process of 
installing a system, where all the information is centralized. 
We aim to have the approval for batches to be happening au-
tomatically, as the system has enough checks and balances to 
guarantee that the batch information is accurate. For an insu-
lin-manufacturing facility like Lilly’s PR5, this is essential.”

Allocca points out that Pfizer is also firmly ensconced on the 
digital bandwagon. “We are looking to better implement the 

use of Big Data here at Pfizer in Puerto Rico,” he states. “The 
opportunities that come along with collecting and analyzing 
information in real-time are nearly endless and will give us a 
better process understanding and process control, which will 
allow us to continue to provide the best quality to our patients.” 

Amgen’s Rayne Waller agrees. “The explosion in digital 
technology and the ability to adapt those technologies to our 
industry is the single most important trend that will impact 
us in the next five to ten years,” he proclaims. However, he 
warns against too enthusiastic an embrace of this new tech 
at the expense of existing facilities. “While many new manu-
facturing technologies bring increased yield and efficiency, it 
is not always necessary to build a new facility to implement 
these technologies, as our facilities can be retrofitted to pro-
vide the same increase in yield and output.” Waller concludes, 
“Key to implementing these new technologies is a strong pro-
cess development (PD) team; we are very fortunate to have a 
world-class PD team and lab here in Juncos that allows us to 
continuously advance our process capabilities, improve quali-
ty, and increase throughput.” 

In conclusion, as Carlos Ceinos of Principia predicts, “the 
industry will move fast towards smart factories and industrial 
internet of things.”

BEYOND MANUFACTURING: BECOMING A 
START-UP HUB
Although known primarily as a manufacturing hub, Puerto Rico 
is increasingly attempting to build a more holistic domestic life 
sciences ecosystem. Through state investments in research infra-
structure, incentives and grants, the island hopes to increase the 
amount and quality of research being conducted on the island 
and foster the development of local biopharma start-ups able to 
commercialize it. PRMA’s Carlos Rodríguez explains that, “We 
have started to create an ecosystem for research, particularly 
driven forward by the Puerto Rico Science, Technology & Re-
search Trust (PRSTRT) and its CEO Lucy Crespo.”

One of the PRSTRT’s major infrastructure projects is the 
Science City complex, which hosts state-of-the-art facilities 
for researchers, academics, investors and entrepreneurs and is 
located in a dense concentration of hospitals and universities. 
“Puerto Rico has the ambition to become a medical and life 
sciences hub in the region and has made significant invest-
ments towards this goal, such as the Comprehensive Cancer 
Center of the University of Puerto Rico (UPR) which opened 
its doors last year,” points out François Gilbert, general man-
ager of Eli Lilly Puerto Rico. 

While the Puerto Rican government recently enabled small 
local start-ups to make use of the same R&D tax incentives 
granted to larger US corporations, PRSTRT also provides 
direct research grants for projects at different stages of ma-
turity through a multifold research grants program. “Puerto 

Lucy Crespo, CEO, PRSTRT; Rafael Rodriguez, secretary of health; 
Federico Goodsaid, CEO, MBQ Pharma
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Rico’s first biotech, MBQ Pharma, is the poster child for the 
Advanced Research Grants Program, the goal of which is to 
provide proof-of-concept funding to advance locally devel-
oped science and technology projects to a point where they 
will be able to be further develop through alternate sources 
of funding,” rejoices Crespo.

MBQ’s CEO Frederico Goodsaid stresses that “for the first 
time in the history of the island, we have the opportunity to 
take intellectual property from a local university and use it 
for potential commercialization.” Goodsaid is keen to fore-
ground the important role that PRSTRT has played in the 
company’s success. “The PRSTRT has created the structures 
required for the development of intellectual property and the 
growth of start-ups like ours,” he claims. “The progress we 
have achieved is remarkable, as the company only started to 
look for external investors in 2018 and now is almost ready 
to start phase one studies, due to very encouraging preclinical 
results,” adds Crespo. 

Other research-based biopharma start-ups are also choos-
ing to base themselves in Puerto Rico. David Foster, president 
of Isla Pharmaceuticals, which is developing a treatment for 
mosquito-borne illnesses, currently in clinical Phase II, states 
that “after finding the right technology, we decided that the 
right place to establish the company in the US would be here 
in Puerto Rico, due to the relevance of our program and the 
awareness for the diseases here.”

A GROWING FOOTPRINT IN CLINICAL TRIALS

As well as attracting start-up firms, Puerto Rico is also attempt-
ing to position itself as a clinical research hub for multinational 
companies. “We have a long history of successfully implement-
ing clinical research [in Puerto Rico] as many of our investiga-

tors have been trained in the US and have a wealth of clinical 
and research experience,” stresses Dr Amarilys Silva-Boschetti, 
executive director of the Puerto Rico Consortium for Clini-
cal Investigation (PRCCI). “Puerto Rico has four accredited 
schools of medicine and is a US territory; hence processes and 
operations fall under FDA regulations,” she adds.

PRCCI’s director of operations and business development, 
Dr Miguel Vazquez-Padua continues: “There is a high pop-
ulation density on the island so access to clinical trial sites 
for patients is rather easy, while the special relationship that 
exists between investigators and patients in Puerto Rico 
probably explains our excellent recruitment and retention 
rates.” Silva-Boschetti concludes that “speed of execution is 
a crucial advantage of clinical trials in Puerto Rico and we 
have examples of pharmaceutical companies approaching 
our investigators to learn how we manage recruitment here.”

Big Pharma companies are increasingly cognizant of Puer-
to Rico’s clinical research attributes. “We are currently con-
ducting 14 clinical trials in 45 sites around the island, in 
multiple therapeutic areas, including cardiology, HIV, wom-
en’s health, vaccines and oncology,” explains Merck’s Wen-
dy Perry. “In this endeavor, we work closely with the differ-
ent organizations driving clinical research on the island such 
as the PRSTRT, the PRCCI and the Comprehensive Cancer 
Center and individual investigators committed to strength-
ening the research ecosystem in PR,” she continues. 

“The quality of the medical infrastructure and the pres-
ence of world-class experts create strong incentives to invest 
in clinical research. As a result, we have increased our clini-
cal operations across all our therapeutic areas, Diabetes, Im-
munology, Oncology, Pain, and Neurodegenerative diseases, 
with 45 trials, 115 investigational sites, and 350 patients en-
rolled as of August 2019,” adds Eli Lilly’s Gilbert. 

www.bldmpr.comRd. 845 Km 0.5 San Juan, PR 00926      |      787-761-3030      |      info@bldmpr.com
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Another factor in Puerto Rico’s favor as a clinical trials des-
tination is its demographics. Although the Hispanic popula-
tion of the US is increasing in size, it remains underrepresent-
ed in clinical trials. As Guillermo Villarmarzo of HRP Labs, 
a local diagnostics lab, points out, “Puerto Rico is the perfect 
testbed for any studies aimed at researching the Hispanic pop-
ulation as the island has a huge research capacity and a well-
trained medical community. Moreover, Puerto Rico offers 
many incentives that would allow us to make cost-effective 
diagnostics for industries all around the world.” 

Multinational pharma companies too recognize the ad-
vantages of Puerto Rico as a clinical trials destination. “We 
have 19 ongoing clinical trials in seven sites on the island 
focused on hematology, oncology, anti-coagulation and pso-
riasis. We are convinced this is an area where we can make 
a significant difference from Puerto Rico, as the Hispanic 
population has been historically underrepresented in clinical 
trials, which not only limits the generalizability of results, 
but also the ability of Hispanic patients to access potentially 
life-saving innovations in development. Our aim is to con-
tinue to grow this presence,” says Leobardo Hidalgo, GM of 
BMS Puerto Rico. 

“We recognize the need to increase the Latino population’s 
participation in clinical trials that could result in life-saving 
treatments. By maintaining a strong clinical footprint on the 
island, we ensure that the Latino population benefits from 
advances in public health and medicine, including personal-
ized medicine,” agrees Perry of Merck.

AN ATTRACTIVE DOMESTIC MARKET

In Puerto Rico, over 90 percent of people are medically insured, 
with Medicaid [a federal health insurance program for people 
with limited income and resources] covering about 45 percent of 
the island’s residents, the largest proportion anywhere in the US.

Medicare Advantage [a type of Medicare health plan, a 
federal health insurance program primarily for people over 
65] is also better utilized in Puerto Rico than in the US as 
a whole with eight out of ten Medicare-eligible adults in 
Puerto Rico enrolled in the program. In addition, about one 
million people in Puerto Rico subscribe to a commercial in-

surance plan. Moreover, the quality of care in Puerto Rico 
rivals that on the US mainland thanks to highly knowledge-
able, Board Certified and bilingual medical professionals as 
well as modern healthcare facilities that must comply with 
the same standards as in the United States and are evaluated 
by the Joint Commission. 

These elements have contributed to making Puerto Rico 
an attractive pharmaceutical market, with many pharma-
ceutical companies choosing to set up a direct commercial 
presence on the island and manage their Caribbean opera-
tions from there. “Puerto Rico’s population is larger than 
at least ten states on the US mainland. Moreover, we have a 
developed and mature healthcare system, with commercial 
payers, Medicaid and Medicare, which makes it a key mar-
ket for biopharma companies,” highlights Jose Viera-Colon, 
region director for Allergan, which has been managing its 
Caribbean operations from Puerto Rico since 1965. 

“The market has grown at a double-digit pace in both our 
therapeutic and cosmetic franchises thanks to innovation 
and access in formularies, making our products affordable 
to patients, and Puerto Rico accounts for 80 percent of the 
revenue in the region,” adds Viera-Colon. 

François Gilbert, general manager, Eli Lilly; Leobardo Hidalgo, 
general manager, BMS; Amarilys Silva-Boschetti, executive 
director, PRCCI
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HEALTHCARE: UNDER PRESSURE

However, the Puerto Rican healthcare system is facing tre-
mendous challenges: chronic underfunding, an ageing popu-
lation with rising healthcare needs, and migration of health-
care professionals.

Regarding funding, Puerto Rico only receives 60 cents on 
the dollar in Medicare Advantage and 40 cents in Medicaid 
compared to the US average. While Medicare Advantage is 
entirely federally funded, Medicaid has a significant local 
budget component and is, as a result, the most problemat-
ic. The situation is further exacerbated by the priority of 
Medicaid fraud. Solving these issues has become a key issue 
for Secretary of Health Dr Rafael Rodriguez. “My main pri-
ority was to find funding for Medicaid and instill credibil-
ity at the Senate. An anti-corruption mechanism supposed 
to be implemented in 2009 within the Medicaid program 
actually did not see the light of day until the Promesa Bill 
passed in 2016, which created the Financial Oversight and 
Management Board. The lack of anti-fraud mechanisms se-

With both North and South America in close 
proximity, a central location in the Caribbe-
an Sea, and a position as one of the largest 
pharma manufacturing hubs in the world, 
Puerto Rico is rightly being seen as a region-
al hub for healthcare logistics.

But some stakeholders believe it could 
be even more. “We are very active in the 
‘Pharma Hub’ initiative, which is essen-
tially a cargo transfer hub for air freight,” 
explains Iris Vincent, president of Prime 
Air Corp. “We are aiming to get this initiative approved by the 
US Department of Transportation, which would allow us to have 
cargo transfers done at the airports in Aguadilla and San Juan. 
This would create many new direct routes in and out of Puerto 
Rico and create spectacular logistics scenarios for manufactur-
ers on the island.”

Vincent continues, “As an example, today there are non-stop 
flights from Portugal to Brazil, which have to carry a lot of fuel, 
restricting the amount of cargo they can carry. If the plane 
stopped in Puerto Rico, it would not have to carry as much fuel 
and could also drop off and pick up freight, which we could then 
ship to the US or the Caribbean. Additionally, South American 
jet fuel is not as clean as the jet fuel here in Puerto Rico, so by 
refilling here, it would work in favor of the airlines as it would 

lower their maintenance costs. More in-
centives, such as a free trade zone for 
fuel, which would further decrease the 
cost of fuel for the airlines, would help 
to create a huge air freight hub, positive-
ly impacting the island’s economy. The 
pharma industry is very involved in this 
initiative and both the PRMA and the PIA 
have endorsed it.” 

Sascha Herzig, CEO of ETH Cargo, agrees: 
“We are a central node between Europe 

and the Americas, so it makes sense to be an air freight hub 
with international traffic loading and offloading here. Although 
airline options have grown in the past ten years, there are still 
not where they should be. If there were more options to trans-
port products from ‘A’ to ‘B’, it would benefit the supply chain 
providers, the pharma manufacturers, and the airlines them-
selves. ‘B’ could be China, Japan, or India. Moreover, cargo 
from Europe en route to Chile, Peru, Brazil or Mexico should 
stop here, rather than going to Miami.”

Herzig concludes, “Right now, most cargo that leaves Puerto 
Rico goes first to Miami. If Puerto Rico had more options, the 
island would be more attractive and could sell a whole package 
to the life science industry: knowledge and skills, tax incentives 
and access to international air and ocean transportation.”

A Global Pharma Logistics Hub Too?

Iris Vincent, president, Prime Air Corp; 
Sascha Herzig, CEO, ETH Cargo
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verely damaged our credibility and our 
ability to raise funds for the continua-
tion of the program, which is vital for 
Puerto Rico. Hence the priority was to 
garner support from senators in Wash-
ington DC under the condition that we 
implement two programs: the Medic-
aid Management Information System 
(MMIS), which is now finished, and the 
Medicaid Fraud Control Unit (MFCU), 
which started already and will end in 
June of 2020,” documents Secretary Rodriguez.

“After Hurricane Maria, we received USD 4.8 billion in 
funding which provides 100 percent coverage for the Medicare 
program. Within that sum, USD 1.2 billion was under the care 
of the Secretary of Health of the United States, to be granted 
only if we complied with the measures implemented. The fund-
ing was received in full, and currently, Puerto Rico is ranked 
sixth in the nation in terms of compliance,” he explains.

The industry is trying to do its part to increase access to 
healthcare. As Wendy Perry of PIA notes, “while insurance 
coverage is not an issue in Puerto Rico, the problem which 
needs to be addressed is patients’ out-of-pocket spending. 
Depending on the patient’s plan, an out-of-pocket share will 
be set, either through a co-insurance or co-payment model, 
which is based on the wholesale acquisition cost (WAC) of 
the drug. Our aim is to pass on our discounts to the patients. 
This can only be achieved when manufacturing companies, 
distributors, pharmacists, health insurance plans and phar-
macy benefit managers (PBMs) work together. At the same 
time, we are also encouraging the government to facilitate the 
discussions with insurance companies and PBMs, to ensure 
patients receive the benefit of discounts and rebates provided 
throughout the supply chain.”

While the overall population of Puerto Rico has decreased 
by 20 percent since 2009 to 3.1 million today, Hurricane Ma-
ria accelerated the emigration of young professionals. “The el-
derly and poor represent over 60 percent of Puerto Rico’s pop-
ulation and are people with more difficult and costly medical 
needs,” warns Jim O’Drobinak, CEO of MCS, one the largest 
providers of Medicare Advantage insurance in Puerto Rico. 
“They are not balanced out by young people who are healthy 
and productive. Furthermore, only 21,000 babies were born 
in Puerto Rico in 2018. This population mix puts tremendous 
pressure on the healthcare system,” he adds. 

This phenomenon is even more keenly felt in the health-
care field, with the emigration of young medical profes-
sionals. To tackle the issue, the government has introduced 
incentives to retain physicians. “The Incentive Act covers 
more than 3,000 physicians which has helped to curb the 
migration by four percent. Hopefully, in time, we can broad-
en its scope so that it incorporates nurses, paramedics, an-

esthetists, and general practitioners,” 
declares Secretary Rodriguez. 

The rapidly ageing population is 
leading to a rise in chronic diseases and 
soaring healthcare costs. To tackle the 
situation, health authorities and insur-
ers are focusing on prevention and the 
social determinants of health. As Sec-
retary Rodriguez explains, “the grants 
that Puerto Rico receives are going to 
prevention as this is the strategy that 

we think is the best way forward. If actions are made today, 
it will have a positive impact on the quality of life of the 
people in the next five to ten years.”

Rodriguez does, however, caution that “this alone is not 
enough. We need to create a better environment to improve 
the health of the people. Social determinants incorporate 
broader social markers like justice, civil rights, food, housing, 
and education, which all need to be improved to holistically 
better the health of the population.”

Jim O’Drobinak of MCS agrees with this strategy. 
“Healthcare only works when you do it preventively,” he 
states. “The good thing about Medicare Advantage is the 

Jose Viera-Colon, region director, Allergan; 
Jim O’Drobinak, CEO, MCS

mcs.com.pr @MCSPuertoRico

With the pillars of health care, healthy 
lifestyle and caring for the community  
encompassed within its Vívela MCS 
culture, MCS has a goal that will always 
prevail— and it’s to achieve meaningful care 
by addressing the social determinants of 
health that can directly impact a person’s 
total wellbeing. Quality at its highest level, 
that’s what MCS is all about.  
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Stars program, which does not exist in Medicaid 
or the commercial lines of healthcare, and in-
corporates many preventive components, includ-
ing adherence to regular screenings and medical 
check-ups and tests to prevent any health com-
plications or detect changes in members’ current 
health conditions early. Beyond regular screenings 
and medical check-ups, prevention also means 
living healthy lifestyles. You want people to be 
socially active, exercise, sleep well, and eat well. 
Through our Ruta al Bienestar program, we are 
organizing activities for older people to go out, 
be active and get educated, by partnering up with 
iconic local organizations like the YMCA, Sal-
vation Army and other reputable grassroots organizations. 
We have embraced the social components of health.” 

ON THE UP

Overall, the future looks bright for the healthcare and life 
sciences industry in Puerto Rico, with lessons learned and ca-
pacities improved post-Maria, a strong and increasingly inno-
vative manufacturing base to build on, greater research capa-
bilities, and a promising domestic market.

Wendy Perry thinks that the “industry will continue to grow 
and will remain a strong contributor to the Puerto Rican econo-
my. We will continue to serve as a manufacturing hub, building 
the talent and capabilities that are needed to keep Puerto Rico 
on the forefront of biopharmaceutical manufacturing around 

the world. I see Puerto Rico attracting new invest-
ment, as we will become increasingly competitive.” 

Perry does caution that “we need to acknowl-
edge that more countries are venturing into the life 
sciences sector, so remaining competitive to retain 
current investments will also be a major part of 
Puerto Rico’s strategy.”

“Today is the time for our industry to thrive 
and our people and local stakeholders are com-
mitted to growing stronger and better,” pro-
claims INDUNIV’s Ivan Lugo. “We are dedicated 
to continuing collaboration with all stakeholders 
and developing our technical, managerial and 
leadership talent to ensure that Puerto Rico con-

tinues to be one the largest biopharmaceutical hubs in the 
world and that biopharma remains a key element of Puerto 
Rico’s economic development.”

Finally, Rodrick Miller of Invest Puerto Rico envisions 
Puerto Rico as “the hub of innovation and opportunity for 
the Americas.” In his opinion, “part of what makes Puerto 
Rico attractive as an innovation hub is that it is an island 
with close-knit communities. Everybody is connected. It is 
especially the case in the pharma industry since Puerto Rico 
has one of the world’s highest density rates of pharmaceu-
tical manufacturers per square mile. Emerging companies 
can get access to industry leaders and decision-makers much 
easier than they can in other US hubs such as New York, 
Boston, Silicon Valley or San Diego.”

Miller continues, “Moreover, we are at a cost point that is 
a lot less than other mar-
kets, both from a business 
and a place of living per-
spective. Another reason 
is that geographically, we 
are uniquely positioned 
with easy access to North 
America, South America, 
Europe, and Africa. And 
we have a largely bilin-
gual population. Whether 
someone is a talented per-
son coming from Europe, 
the US or Latin America, 
Puerto Rico is an oppor-
tunity for them. Our next 
phase of growth is going to 
hinge upon a lot of young, 
innovative, entrepreneuri-
al people coming here and 
seeing that Puerto Rico is a 
place where they can build 
a business and a life.” 

Guillermo 
Villarmarzo, 
in-house legal 
counselor, HRP 
Labs

Abbott
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D espite the buzz, physi-
cians have limited famil-
iarity and understanding 
with the burgeoning cat-

egory of nucleic acid-based thera-
pies. New data sourced in Sep-
tember by InCrowd provides a 
baseline on physicians’ current 
knowledge regarding the differ-
ent types of therapies, their mech-
anisms of action, and their per-
ceived current impact and future 
promise. Based on responses, the 
market shows significant knowl-
edge gaps.

Only 56% of screened respon-
dents report being at least some-
what familiar with the seven 
leading nucleic acid-based thera-
pies today—including RNAi, 
siRNA, ASO, mRNA, AAV, 
CRISPR, and TALENs. Only 
28% of physicians surveyed con-
sidered themselves familiar or 
very familiar with these thera-
pies—and only 7% reported high 
familiarity. 

Oncologists have the highest 
familiarity of the specialists sur-
veyed, at 52%. This compares 
to 20% of primary care physi-
cians (PCPs) and 15% of pedia-
tricians reporting high levels of 
familiarity. 

Physicians in academic set-
tings noted greater familiarity 
(34%) than physicians in non-
academic community practices 
(24%).

Confusion regarding terms
The terms mRNA and CRISPR 
are the most familiar, at 92% and 
64%, respectively, for respondent 
familiarity. Less than half of 
respondents were familiar with 
AAV (44%), siRNA (39%), RNAi 
(38%), and ASO (36%)—and less 
than a fifth (19%) with TALENs. 
Again, oncologists had the high-
est familiarity across terms com-
pared to PCPs and pediatricians.

Academic-based physicians 
reported higher levels of aware-
ness on many terms. For exam-
ple, 70% of academic practice-
based respondents are familiar 
with CRISPR versus 58% in non-
academic settings.

There was a lack of knowl-
edge around which among the 
list was a gene therapy. CRISPR, 
TALENs, and AAV are most 
commonly considered “gene 
therapies” by respondents, at 
92%, 72%, and 67%, respec-
tively. About half associate the 
term with other therapies, includ-
ing RNAi (54%), siRNA (53%), 
antisense oligonucleotide (ASO) 
(51%), and mRNA (48%). 

CRISPR also led the ranking 
for promising treatments, at 27% 
among all respondents, and 44% 
among oncologists. mRNA 
ranked second, at 8% of respon-
dents. Practice setting—aca-
demic vs. community-based—
did not impact results.

Beyond basic uses
Understanding basic uses for 
nucleic acid-based therapies—
like the use of CRISPR for per-
manent DNA edits, and the use 
of mRNA and AAV for the cre-
ation of vaccine vectors—varied 
from between one-third to two-
thirds of respondents. Significant 
confusion existed on:
 » Therapies that involve changes 
to DNA: 65% of respondents 
in academic practices, and 
75% of oncologists, correctly 
identified that CRISPR involves 
intentional and permanent 
changes at the DNA level. 
 » A lack of an understanding of 
DNA-level risks: 36% cor-

rectly said that CRISPR may 
cause unintended permanent 
changes at the DNA level, yet 
35% said no other among the 
listed gene-based therapies did, 
when TALENs and AAV also 
risk potential unintended 
changes.
 » Limited understanding of 
potential vaccine use: Only 
30% correctly identified that 
AAV and mRNA can be used 
to make vaccines. Thirty-two 
percent of respondents were 
unsure. 
 » Widespread confusion regard-
ing current FDA approved 
therapies: A striking 83% of 
respondents are unaware of 
any approved nucleic acid-
based therapies that are on the 
market—despite Alynylam’s 
Onpattro and Novartis’ Zol-
gensma being FDA approved.  

Knowing the gaps
The findings suggest biotechs 
and pharmaceutical companies 
face an opportunity for physi-
cian outreach and education on 
gene-based therapy fundamen-
tals, as well as initiatives that 
build awareness of approved 
therapies and progress of others 
through the pipeline.

The survey comprised a total 
of 250 clinicians, including PCPs 
(48%), oncologists (32%), and 
pediatricians (20%), with a near 
equal split between those aca-
demically associated (47%) and 
non-associated (53%) practices. 
Each respondent needed to have 
at least a limited familiarity with 
RNA- or DNA-based therapeu-
tic methods at a minimum to 
complete the survey. 
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