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From the EditorJANUARY 2016 PHARMACEUTICAL EXECUTIVE

WILLIAM LOONEY

Editor-in-Chief

wlooney@advanstar.com

Follow Bill on Twitter:

 @BillPharmExec

2016: A Biopharma Market in Flux 
Here’s my take on the new year

Still a 21st century growth industry… 

 » At 45 novel FDA drug approvals, 2015 ranks second only 

to 1996 on this key marker of innovation. A third secure 

the full FDA “trifecta” of breakthrough, fast track, and 

orphan drug status, confirming the quality of the science 

now emerging from industry labs (see page 54 for more).    

 »  Emerging threats to global health underscore the indus-

try’s continued relevance in tackling communicable dis-

ease.  Promising treatments are on the way against Ebola, 

dengue fever, and malaria.     

But investment dynamics no longer favor organic 

growth…

 » Big Pharma is cash rich and asset poor—and unlocking the 

promise of the pipeline does not proceed sequentially in a 

way that recognizes the pressures on short-term quarterly 

earnings performance. Pharma’s demand will continue to 

keep the best biotechs’ valuations high through 2016. 

 » The strategic question for 2016: as the science of person-

alized medicine drives drug development into progres-

sively smaller niches of treatment, where are the patients 

going to come from to keep revenue per patient suffi-

ciently high to fuel the requirements of big Pharma for 

those ever-higher multiples demanded by investors?

Raising the bar on performance… 

 » Biopharma’s bottom line: future global profits depend on 

maintaining price freedom in the US, which accounts for 

more than one-third of global industry revenues. 

 » PBMs tighten the screws on drug prices. More drugs are 

excluded outright from formulary coverage while high co-

pay tiering placements are used more aggressively to drive 

the outcome of rebate negotiations. Expect legal action 

by PBMs to sever the sweetheart arrangements between 

some manufacturers and specialty pharmacies revealed 

through activist investor pressures on drugmaker Valeant.   

 » Relentless compliance scrutiny.  Supply chain irregularities 

are a new area of regulator interest. 

 » Growing complexity in clinical trial requirements, includ-

ing big Phase IV population studies extending beyond the 

patent term. The “adaptive pathway” of contingent 

approvals takes root in Europe—and it’s positioned as a 

system cost-saver. 

 » New competitive threats from adjacent sectors. Google 

uses its data strengths to carve a broader role in raising 

efficiencies in drug development, taking it beyond its pre-

vious focus on consumer health applications.

…Leads to more pressure to define a drug’s value 

 » Drug costs increase as percentage of overall health 

spending. Scrutiny of price hikes for older, off-patent 

drugs—a practice that continues among the big Pharma 

majors, not just smaller industry “outliers”—will add to 

the debate on what true ” innovation” is in medicines. 

One reform is to introduce more competition in the off-

patent segment by increasing FDA approvals of generics 

through fast-track review.  

 » The Obama Administration will use its executive authority 

to test non-legislated approaches to pricing restraint. CMS 

is already introducing a form of European-style “reference 

pricing” by grouping different biosimilar products intended 

for use in the same therapeutic category into a single 

reimbursement code.   

 » PBMs, insurers, professional groups, and academia are 

developing new approaches. Indication-based pricing for 

cancer therapies will be implemented by Express Scripts. 

 » Patients will pay more out-of-pocket for drug coverage, 

resulting in likely lower utilization, less adherence to ther-

apy, and still more pressure for industry to demonstrate 

“value.” 

What’s Hot… 

 » The US becomes fresh source of opportunity now that the 

bloom on easy profits has faded from emerging country 

markets, which, with the exception of China, are increas-

ingly seen as a long-term game.  

 »  M&A action stays buoyant. Volume of deals is higher and 

involves asset swaps and commercialization rights in mul-

tiple markets, especially Europe—slowly, biotech is going 

global. 

 » Immunologic drugs for cancer amount to a $36 billion 

market for pharma in 2016. New options against fibrosis 

emerge from industry labs.   

 » Gradual acceptance of biosimilars in the US as regula-

tory standards on key defining issues like interchange-

ability are resolved to offer a predictable path forward 

for investors.

 » Basic research is back: the decade-long drought in NIH 

funding is reversed with a FY 2016 budget of $32 billion 

funding new Precision Medicine and BRAIN initiatives. 

What’s Not… 

 » Drug price controls in the US. No action from a divided 

government in an election year estimated to cost an all-

time high of $5 billion—twice what was spent in 2012.  Big 

money always muddies the water.  

 » “Financial engineering” as a business model. Negative 

investor sentiment is decisive, swift, and unforgiving—

everything that government action is not. 

 » Backlash against multilateral patent protections—one rea-

son why US ratification of the Trans-Pacific Partnership 

(TPP) pact is no sure thing. US industry coalition for free 

trade braced by IP rights has ruptured. 

 » The best gift to biopharma in 2016 is corporate tax reform: 

the current regime dates back to a prehistoric 1986. But 

prospects for action are nil, and as Congress dithers over 

a partial fix for ex-US domicile changes linked to tax inver-

sion, lessons from the Pfizer/AstraZeneca takeover fray 

remain relevant: don’t be stateless!     
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JILL WECHSLER is 

Pharmaceutical 

Executive’s 

Washington 

correspondent. She 

can be reached at 

jwechsler@advanstar.

com

T
he last few months have 

been tough for phar-

maceutical companies, 

and the political envi-

ronment in Washington isn’t 

likely to improve in the coming 

year. Total healthcare spending 

in the U.S. has begun to rise 

after several years of slow 

growth, primarily the result of 

increased coverage of individu-

als through Medicaid and pri-

vate plans subsidized by the 

Affordable Care Act (ACA). 

But much blame goes to a 

rise in prescription drugs expen-

ditures: the annual analysis by 

actuaries at the Centers for 

Medicare and Medicaid Ser-

vices (CMS) finds that retail 

drug spending  climbed a hefty 

12.2% in 2014, largely due to 

big outlays for new hepatitis C 

treatments, along with only 

moderate expansion of generic 

drug prescribing as fewer block-

busters lost patent protection. 

At the same time, the sur-

prise recovery of former presi-

dent Jimmy Carter from a seri-

ou s  fo r m o f  m e l a nom a 

highlighted the l i fe-saving 

potential of new PD-1 inhibi-

tors for cancer. Press reports 

noted that treatment with Mer-

ck’s Keytruda (pembrolizumab) 

can cost up to $150,000 a year, 

but left open the burning issues 

of who should foot the bill and 

whether such prices are needed 

to cover the substantial cost of 

research to evaluate new com-

bination therapies of this and 

other breakthrough medicines. 

Those issues will be front 

and center in 2016, as public 

and private payers seek to con-

trol drug outlays and presiden-

tial hopefuls promote a range 

of strategies, from curbs on 

advertising to importation of 

drugs from Canada. Democrats 

are leading the attack, which 

will shape initiatives to revise 

patent policy, taxes, drug mar-

keting, and coverage. Ongoing 

Republican efforts to repeal 

Obamacare also will have an 

impact: industry has supported 

the ACA as a way to extend 

drug benefits to millions of 

uninsured Americans, but con-

fusion over which plans cover 

which drugs and unexpected 

high co-pays on specialty med-

icines adds to public disen-

chantment with the program. 

States also seek to limit con-

sumer outlays for drugs and to 

revise Medicaid rebates and 

r e i mbu r s e m e n t  p o l i c i e s . 

They’re establishing new laws 

and regu lat ions  that  s e t 

monthly or annual caps on co-

pays and cost-sharing for med-

icines or limits on plan deduc-

tions. 

Other strategies look to limit 

specialty tiers in formularies or 

require access to plans with 

fi xed co-payments. Drugmakers 

quietly back curbs on out-of-

pocket drug spending, even 

though insurers are likely to 

respond with premium increases 

for some or all plans. 

And federal enforcement 

agencies continue to build cases 

involving pharma marketing, 

pricing and fi nancial disclosure, 

with an eye to collecting large 

se t t lements and br ing ing 

charges against individual exec-

utives.

Whither innovation?

A real danger is that the outcry 

over limited access to important 

therapies will erode support for 

increased federal funding and 

support for biomedical R&D. 

Incent ives for developing 

orphan drugs and the related 

priority review voucher pro-

gram are under scrutiny, as are 

proposals to extend exclusivity 

for certain new therapies. 

What’s most distressing is 

that this anti-pharma campaign 

is escalating at a time of grow-

ing opportunities for biomedi-

cal discovery. FDA is approving 

more important new treatments 

for cancer, rare diseases, and 

serious infections, and a full 

industry pipeline promises more 

b r e a k t h roug h  t he rap i e s . 

Advances in diagnostics and 

genomic testing support a shift 

to more personalized medical 

treatment after years of antici-

pation, and technological inno-

vation is yielding more effective 

vaccines and therapeutics to 

prevent and combat killer dis-

eases and potential epidemics. 

Rough Road Ahead for 
Innovation
The continuing attack on industry pricing and marketing 
jeopardizes coverage, R&D
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These advances benefit from 

broader patient involvement in 

drug development, which sup-

ports a more balanced assess-

ment of risks and benefits in 

evaluating the approval of ther-

apies for serious conditions.

 The need to weigh innova-

tion along with affordability 

was emphasized at the high-

profile HHS Pharmaceutical 

Forum in November. Douglas 

Long, vice president of IMS 

Health, acknowledged that 

more new medicines in the 

pipeline will boost outlays for 

drugs for the near term, but 

save money overall due to 

reduced hospitalization and 

outpatient and emergency room 

visits. 

Former FDA and CMS head 

Mark McClellan and many oth-

ers emphasized the need for 

outcomes-based insurance 

designs and other approaches 

that share financial risks of cov-

ering a new drug. 

But CMS acting administra-

tor Andy Slavitt complained at 

the HHS forum that the nation 

“shouldn’t have to choose 

b e t we en i n novat ion  a nd 

access.” He seeks more trans-

parency in drug prices and dis-

counts, along with more dia-

log ue about  va lue -based 

payment strategies, to support 

more rational purchasing and 

prescribing policies. 

Despite widespread enthusi-

asm for considering the value of 

a medicine in coverage deci-

sions, analysts admit that such 

calculations are very difficult 

due to wide differences in meth-

ods and assumptions in identi-

fying risks and benefits. Varia-

tion in patient preferences 

makes it hard to set values on 

clinical effectiveness, reduced 

toxicity, improved delivery and 

dosing methods, alternative 

treatments, and overall cost-

effectiveness. Thus, there are 

considerable obstacles to iden-

tifying high- and low-value 

interventions that warrant 

more or less reimbursement. 

The challenge for pharma is 

to adopt more realistic models 

for setting and revising product 

prices. Forget claims that drugs 

account for only 10% of health 

care spending, or that hefty 

R&D expenditures warrant 

high return on investment. Or 

that a few “bad actors” are 

responsible for exorbitant price 

hikes. Pharma companies basi-

cally set prices for drugs based 

on who is paying and what the 

market will bear, and that’s no 

longer acceptable. 

What’s most distressing is that this 

anti-pharma campaign is escalating 

at a time of growing opportunities for 

biomedical discovery. FDA is 

approving more important new 

treatments for cancer, rare diseases, 

and serious infections 

Barriers at FDA?

A popular proposal for 

curbing high prices on new 

medicines is to reduce the 

hurdles to effective drug 

development created by 

FDA rules and regulations. 

Republicans routinely 

clamor for a more efficient 

regulatory process to bring 

new therapies to patients 

faster, and Democrats 

also raise concerns about 

government rules and 

regulations that erect 

hurdles to access.

These developments 

have entangled FDA in cost 

and competition issues 

much more than it ever 

desires. At the November 

Senate hearing to weigh 

the confirmation of Robert 

Califf as the next FDA 

commissioner, Committee 

members repeatedly 

pressed the nominee 

on how the regulatory 

process could address 

access issues. Califf’s main 

response was to promise 

to do “a good job” to move 

generic drugs through 

the approval process and 

to eliminate the generic 

drug application backlog. 

Similarly, FDA approval of 

more biosimilars would 

provide patients with less 

expensive biotech therapies, 

a process that would 

benefit from clarification of 

controversial issues such 

as biosimilar naming and 

interchangeability. 
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Despite a historic record of finding new medical uses for that workhorse 
of the human endocrinology system, peptide hormones, Ferring 
Pharmaceuticals remains far from a household name. Company Executive 
Board President Michel Pettigrew aims to change that by scaling up to 
global leadership with a novel commitment to applying cutting edge 
research at all stages of the product life cycle

By William Looney

I
s there virtue in obscurity? As media and inves-

tor coverage of biopharmaceuticals skirts closer 

to tabloid fodder, it’s a question worth asking. 

Over the years, Pharm Exec has chosen to focus 

on what we call the industry’s “stealth” players: mid-

sized companies, often privately-held, with special-

ized expertise in areas like rare diseases. By aiming 

smaller, we have discovered some large truths about 

this industry, the most important of which is the sheer 

diversity of private-sector initiative in medicine. Such 

diversity extends beyond the science of drug develop-

ment to the platforms and methods of drug delivery, 

itself a subtle but vital driver of innovation, and espe-

cially to organizational culture and management 

styles—a particularly rich vein of differentiation that 

we call “freedom to operate.” 

Our latest incursion into the “stealth” space puts 

the spotlight on Swiss-based Ferring Pharmaceuticals. 

Two factors make its corporate brand stand out from 

big Pharma’s blurring shades of gray. The first is its 

scientific legacy as the first company to synthesize 

peptides—a natural hormone produced by the pitu-

itary gland—into drugs that can treat a wide variety 

of endocrine-based disorders. The second is a tight, 

highly personalized ownership structure. Not only 

is Ferring privately held, 100% of its shares are owned 

by one individual, Frederik Paulsen, the son and 

namesake of a research physician from the North Sea 

Frisian islands whose “passion for peptides” led him 

to found the company in 1950. The Ferring name 

comes from the Frisian dialect pronunciation for the 

isolated, windswept island of Paulsen’s family home. 

In fact, company diaries handed out to Ferring’s 

5,000 employees worldwide list days of the week in 

English, French, German and Frisian, the latter being 

a subtle but constant reminder of the company’s 

roots—an outpost of science in more ways than one.  

The Quiet Company

Ferring Pharmaceuticals’ new manufacturing facility in Parsippany, NJ. INSET: Michel Pettigrew, Ferring’s chief 

operating officer, president of its management Executive Board, and CEO of Ferring USA.
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To explore what’s behind the 

Ferring mystique, Pharm Exec 

met recently with Michel Petti-

grew, Chief Operating Officer 

(COO) and President of the com-

pany’s management Executive 

Board. Pettigrew, 62, is a native 

French Canadian and 30-year 

industry veteran whose credits 

include supervising the launch of 

Bristol-Myers Squibb’s iconic 

breast cancer drug Taxol. 

In the following discussion, 

Pettigrew highlights the strategies 

that have doubled sales in the past 

six years, transforming a formerly 

Europe-centric business into a 

diversified global player with 

nearly €2 billion in revenues spread 

among operations in 60 countries. 

This includes the US, which, on the 

merits of a strong reproductive 

health franchise, now accounts for 

nearly 30% of company sales. 

Through 2020, the plan is to invest 

heavily in R&D, at 16% of sales 

annually, and to grow sales at an 

average annual rate of 10%, to 

reach the €3 billion mark. On deck 

for success is a pipeline of 24 drugs  

in development and 14 major stra-

tegic collaborations, all centered 

on four therapeutic areas: repro-

ductive health, where the goal is to 

become the No. 1 global player by 

sales; urology; gastroenterology; 

and endocrinology.  Ferring is also 

investing heavily in manufacturing 

technology as well as related prod-

uct sourcing work in APIs, pep-

tides, and biologics; its expertise in  

producing more than 100 formula-

tions, in different dosage forms, 

represents a delivery platform that 

is a competitive differentiator for a 

company of its size.  

Finally, Pettigrew says he is 

spending more time on building 

in-house organizational capabili-

ties, not just in attracting and 

maintaining talent but in creating 

a largely autonomous regional hub 

network centered on five priority 

markets: the US, China, Japan, 

Brazil, and India, in addition to 

the European home turf. Petti-

grew relays that the tasks he has 

committed to are a bit easier—at 

least in terms of process —than 

those for his former counterparts 

at big Pharma. “The decision 

queue here begins—and ends —

with one person, our chairman.  

And we are not for sale.”         

 

PE: Ferring stands out as a curiosity 

in this industry for being a multi-bil-

lion dollar company owned by a sin-

gle shareholder. How does this 

unique structure shape the compa-

ny’s business model, culture, and 

decision-making process? Given 

your previous background in big 

Pharma, do you see any aspect of 

the Ferring operation worth emulat-

ing by other players in the industry?  

PETTIGREW: I joined Ferring 14 

years ago. What struck me when I 

was approached to join the man-

agement team was the clarity of the 

company’s identity and mission. It 

was literally the expression of one 

man, Frederik Paulsen, our sole 

shareholder and owner. He inher-

ited the position of Board Chair-

man from his father, Frederik 

Paulsen Sr., a physician who dis-

covered the significant commercial 

potential of peptide hormones as 

an aid to healing and fighting many 

common infections and inflamma-

tory conditions. Father and son 

share a fixation on leading the 

world with great science—I was 

told by Frederik within a minute of 

first meeting him that “for us, the 

science comes first. If the science 

behind the product is strong, a 

financial return will follow.”

 This simple maxim is the rea-

son why I joined the company. It 

remains true to our thinking to 

this day. Our business model is not 

driven by the need to demonstrate 

quarterly financial results.  It 

means we are willing to take more 

time to make sure we are doing 

the right thing for patients and 

customers, which sometimes 

requires you subordinate the 

short-term for the long run.   

Of course, you will find many 

other pharmaceutical companies 

touting the same commitments.  

What gives our position real heft 

is that we are free of the distrac-

tions and obligations that accom-

pany status as a publicly-held 

enterprise.  As 100% holder of the 

company’s shares, Frederik Paulsen 

has no rivals to deflect his thought 

process. And let’s be clear:  Ferring 

is not a “family-owned” business.  

It is Frederik Paulsen’s business. In 

fact, Paulsen believes that family-

owned firms are destined to fail in 

the long-run because successive 

generations carry different priori-

ties; siblings grow apart.  Eventu-

ally we expect that he will pass full 

ownership on to someone in the 

family, to continue the tradition of 

independence. 

Ferring has never been for sale, 

it is not for sale currently, nor, bar-

ring a serious business reversal, 

will it likely be in the future. This 

fact has an enormous effect on 

how Ferring colleagues approach 

FAST FOCUS

» One-hundred percent of Ferring’s shares are 
owned by one person, Frederik Paulsen, the son and 
namesake of a research physician whose “passion for 
peptides” led him to found the company in 1950.  

» Ferring is focused on four therapeutic areas: 
reproductive health, urology, gastroenterology, and 
endocrinology. The company has 24 compounds in de-
velopment and 14 major strategic partnerships. Ferring 
has launched three new products in the last two years, 
including Cortiment for gastroenterology conditions 
and Cervidil for inducing labor in pregnancy.    

» The Swiss-based drugmaker has grown its US busi-
ness from 6% of total sales in 2000, to nearly 30% to-
day. Ferring hopes to expands its global footprint in the 
emerging markets of China, India, Brazil, and Russia.    
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each work day. There is certainty 

built in to our work. The perspec-

tive is long term, so projects get 

completed. People feel less pres-

sure to leave. When I consider all 

the disarray created by today’s 

surge in M&A activity, I see the 

ownership issue as a real driver of 

competitive differentiation for us. 

I have a finance background.  It is 

my role to enforce discipline in 

how we manage our investments 

and direct resources.  But I suspect 

this task is easier than my coun-

terparts in other companies due to 

our Chairman’s singular insistence 

on following the science first.  

PE: Can you document the impact 

this unique culture has had on finan-

cial results?  How is it manifested in 

the type of people Ferring attracts 

to management – isn’t the absence 

of any ownership stake through the 

distribution of shares or options a 

disincentive to retaining top talent?  

PETTIGREW:  When I started at 

Ferring in 2001, the company was 

posting annual revenues in the 

$400 million range. We are a long 

way from that today, as we expect 

sales of more than $2 billion for 

2015. We remain private and our 

commitment to great science has 

expanded into new therapeutic 

areas as well as building extra 

value for patients, right through 

the end of the product life cycle. 

And we are able to attract the most 

experienced, accomplished people 

to Ferring that we once thought 

were beyond our reach. Senior 

R&D and line managers from big 

Pharma want to review opportu-

nities with us because they are 

frustrated by the way public com-

panies must satisfy the short-term 

financial needs of institutional 

investors and shareholders. 

PE: Can you describe your current 

role at Ferring? How is it different 

from your previous assignments in 

the industry as a line manager—

does being a CEO require a different 

skill set? 

PETTIGREW: I must correct 

you—a distinctive feature of Fer-

ring is we do not have a CEO. 

Instead, we opt for a more colle-

gial approach to management, in 

which day-to-day activities are 

overseen by a five-member Execu-

tive Board consisting  of myself, as 

Board President and COO, and 

four Executive Vice Presidents: 

our General Counsel, Chief Scien-

tific Officer, Chief Medical Offi-

cer, and Chief Finance Officer.  

We work mainly as a group.  

One of my responsibilities is to 

encourage each of us to contribute 

to decisions, even in areas outside 

our specific functional responsi-

bilities. This is a bit of a test for me, 

as I am expected to convince the 

Board to follow my suggestions 

rather than deciding everything 

myself and expecting the func-

tional leads to execute around it, 

which is the traditional notion of 

what a CEO does. In this way, we 

avoid the “standard practice” trap 

and allow fresh ideas to circulate.  

I do everything to ensure this 

mindset is embraced further down 

in the management ranks. I’ve 

held a variety of positions in my 

30 years in the industry, and the 

chief benefit of this exposure has 

been to make me culturally aware. 

I am tuned to appreciate the good 

things that people from diverse 

backgrounds are able to do, with-

out necessarily telling them what 

to do. In other words, motivating 

people to succeed is the most 

important thing I do here. 

Ferring’s operating structure 

puts a premium on this capability 

because we are so dispersed geo-

graphically. We operate in 56 

countries. Each of our local busi-

nesses matter in terms of the ulti-

mate bottom line. This contrasts 

to the big Pharma model, where 

you have a very large stake in the 

US along with five or six big mar-

kets in Europe and these together 

consume all the company’s energy 

and focus. Our approach puts 

much emphasis on allowing most 

decisions to be taken at the local 

level, closest to the customer. We 

encourage each country unit to act 

in an entrepreneurial manner, to 

set their own strategies and fix a 

budget on sales and profit contri-

bution. The Executive Board 

approves the budget; what happens 

in between is up to the local team. 

A practical manifestation of 

this is we have a highly decentral-

ized approach to business devel-

opment, including acquisitions, 

partnerships, and licensing. We 

give the countries a lot of flexibil-

ity in engaging around products 

and completing deals with other 

companies.  

Of course, in our highly regu-

lated industry, a balance must be 

struck to ensure that actions in the 

field don’t pose problems for the 

business overall.  If just one affili-

ate has a compliance issue, it could 

rebound negatively and harm Fer-

ring’s global reputation. The 

Board devotes a significant 

amount of time advising our local 

management teams on what we 

call a “culture of carefulness”—

prudent risk-taking.   

PE: Finding managers able to act 

independently within an entrepre-

neurial culture makes it very impor-

tant that you choose right—the first 

time. By definition, there is little 

opportunity for micro-management. 

So how do you find the right people 

to head your country businesses?

PETTIGREW: Handling “peo-

ple” issues is the key component 

of my job. I think you will find 

CEOs at other companies saying 
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the same thing. We devote much 

time here at HQ vetting every job 

candidate for a senior management 

job. They are seen by every mem-

ber of the Executive Board, with 

the basic criteria being “will he or 

she make a good fit for the Ferring 

culture?” I personally interview 

two or three candidates a week, on 

average.  My basic message to 

interviewees is that, while we have 

48 nationalities and 30 languages 

represented here at Saint Prex HQ, 

we work extra hard to stay aligned. 

Ferring also has a bias toward 

starting people early in their 

careers. We have a special program 

where every year we recruit a select 

number of new graduates and put 

them on a two-year program that 

exposes them to different parts of 

the business, helping them figure 

where they want to apply their tal-

ents. I’d say most of my human 

capital activities are now devoted 

to the younger generation. 

PE: Your experience gives you a cer-

tain perspective on the pace of 

change in the industry. What do you 

see as the most significant transi-

tions taking place in the biopharma 

business model? 

PETTIGREW: We are on the 

cusp of some dramatic reversals in 

investor sentiment. The past five 

years has been all about compa-

nies like Valeant that rely on 

financial engineering as a growth 

strategy instead of the traditional 

reliance on big bets on science and 

R&D. It’s all about maximizing 

shareholder returns—end of story.  

I think the days are numbered for 

this model. The alternative is 

exemplified by my former 

employer, Bristol-Myers Squibb, 

which went through a fallow 

period where the pipeline was 

stressed and money was tight, but 

the commitment to science contin-

ued on track. BMS persevered and 

took big risks that are finally pan-

ning out. The company is destined 

to do very well for the next five to 

10 years. Why? Because manage-

ment focused on being strategic 

rather than opportunistic. 

To me, this is the big differen-

tiator. My philosophy is that being 

a good biopharma company means 

you have to be active in developing 

new drugs. You can’t borrow or 

acquire your way to long-term sus-

tainability unless you are a generic 

house that has little choice but to 

consolidate. There are few other 

options to compensate for the dra-

matic drop in patented products 

ready to be genericized. 

Even though I was trained in 

finance, I don’t believe that finan-

cial criteria necessarily determines 

what’s good for a company over 

time. I am also amazed at the steep 

acquisition prices being paid for 

assets today as well as the increas-

ingly complex contract vehicles 

that introduce multi-billion dollar 

penalties in the event an M&A 

deal fails to close. In other words, 

actions supposedly taken on 

behalf of shareholders actually 

impose penalties on them. The 

break-up fee awarded to Shire 

when AbbVie’s management 

abandoned its takeover bid was so 

big that Shire used the proceeds to 

buy an entire pharma company, 

NPS. If I was on the Board of 

AbbVie, I’d feel compelled to ask 

its CEO, “how did you end up 

with that kind of deal?” It turned 

out to be a less than prudent use 

of shareholder money, I’d say.

   

PE: How does Ferring fit within this 

model favoring more patient-focused 

innovation? Are you big enough to fit 

comfortably in this new tent? 

PETTIGREW: There are many 

ways to be innovative today. One 

of Ferring’s strengths is its com-

mitment to finding creative oppor-

tunities at every stage of the prod-

uct life cycle. We have a stable of 

patent-protected medicines that 

represent an advance in the stan-

dard of care. Our mainstay is in 

branded generics, where we have 

established a global reputation for 

innovation in developing new 

forms of medicines that are better 

adapted to patient needs. A good 

example is Pentasa, for the treat-

ment of ulcerative colitis and 

Crohn’s disease. Although it is off 

patent, we have, nevertheless, 

invested significant sums over the 

past 15 years to increase its effi-

cacy for patients through better 

dosing. Today, Pentasa is the only 

treatment for these conditions that 

allows for maximum dosing 

strength on a convenient, one-a-

day schedule. It basically sells itself 

because of the positive impact 

Pentasa has on patient compli-

ance. Ferring believes there is a lot 

of growth left in this medicine. We 

continue to invest in clinical trial 

work to evidence its value.   

The pricing pressure on 

branded generics, especially in 

Europe, demands that we strive 

for innovation in areas like manu-

“Senior R&D and line managers from big Pharma 

want to review opportunities with us because they 

are frustrated by the way public companies must 

satisfy the short-term financial needs of 

institutional investors and shareholders”
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facturing to keep our product 

costs down. Manufacturing effi-

ciencies are part of our investment 

planning for Pentasa. Payers like 

what they see. The new dosing 

indications advance patient com-

pliance, improving overall health 

outcomes, while we can price 

competitively due to the lower 

manufacturing costs we have 

achieved over the past few years.   

Frankly, the investments we have 

made make it too costly for the 

low-end commodity generics to 

vie for this space.  

PE: Ferring revenues place it in the 

middle-rank of biopharma players in 

Europe. It shares a characteristic 

with this segment by being privately 

held. Is it your long-term goal to tran-

sition Ferring to big-time status, on 

a par with Novartis, Roche, and the 

other globally integrated giants? 

PETTIGREW: We are definitely 

committed to growing our busi-

ness.  The goal is to secure double-

digit gains in revenues, of roughly 

10 to 12%, consistently, year by 

year. Organic growth will con-

tinue to be the principal driver, 

from existing medicines and our 

R&D pipeline. The plan is on 

track: over the past two years, Fer-

ring has launched three new prod-

ucts, including Cortiment for gas-

troenterology conditions and 

Cervidil for inducing labor in 

pregnancy. We are also excited 

about the Phase III trial results for 

our personalized fertility product, 

Rekovelle, which, based on the 

data, was accepted for a market 

licensing  review  by the European 

Medicines Agency (EMA) on 

October 30. This puts us in a pro-

spective position to launch Rek-

ovelle later next year.    

These products represent the 

specialty segment, serving a niche 

audience of patients with an 

unmet medical need. I think this 

is the right place to be. I would 

rather have a stable of 10 new 

products with revenues of $100 

million each than one maturing 

blockbuster earning $1 billion 

that is in sight of losing its patent 

exclusivity. Actually, I like that 

Ferrings’ portfolio lacks a single 

“signature” drug, as it allows us 

to spread our risks across different 

product portfolios and therapy 

areas. Start small, launch, and 

improve—that’s our motto.  

PE: Which therapeutic areas do you 

expect will drive this double-digit 

revenue growth? 

PETTIGREW: We intend to build 

on new first-in-class therapies like 

Rekovelle to become the world’s 

No. 1 company in infertility. We 

have three other areas of focus: 

urology, gastroenterology, and 

endocrinology. The commitment 

extends back to our founder 

Frederik Paulsen’s original vision 

of developing medicines based on 

synthesizing hypothalamus and 

pituitary-based peptide hormones.  

However, this does not imply we 

will never look at other areas. Fer-

ring is an entrepreneurial enter-

prise, which by definition means 

we have to be opportunistic too.

   

PE: Isn’t reproductive health a hotly 

contested field where competition 

is a restraint on margin growth?  

PETTIGREW: In our view, it’s the 

opposite—two players have left the 

field recently. Our competition is 

now down to Merck & Co. and 

EMD Serono. Ferring is the only 

one of the three to market human-

derived fertility medicines; the 

other two produce recombinant 

drugs based on molecular cloning. 

We also made a wise strategic bet 

about nine years ago to sponsor a 

major study comparing our 

approach to their artificial DNA 

model. The results showed very 

clearly that, if a woman wanted to 

get pregnant, her chances were best 

with our drug, Menopur.  

PE: What role does business devel-

opment activity—product licensing 

and external partnerships—play in 

Ferring’s growth strategy? 

PETTIGREW: Business develop-

ment is definitely a part of our 

growth plan. We are always scout-

ing for external assets that fit 

within our therapeutic profile. 

However, being privately held, I 

don’t have shares to exchange 

when we wish to make an acquisi-

tion. Our policy is to pay cash. 

That’s a big difference from the 

practice in publicly-held compa-

nies. If I make a $100 million mis-

take, I have just one shareholder 

—not 10,000—who is in a posi-

tion to hold me accountable. So 

you can say our management is 

more exposed to risk.  

PE: How does the US market figure 

in your plans? 

PETTIGREW: The US accounts 

for a third of our global business 

today. When I joined Ferring in 

2000, it was just 6%.  I am actively 

managing the US business, as I 

hold the title of CEO of Ferring 

USA. That came about in 2010, 

and since then we have grown 

sales from less than $200 million 

to $650 million this year—a 

threefold increase. Sometime in 

2017, we anticipate the US will 

surpass Europe as our largest 

regional market.  

I am bullish on the US. I have 

no doubt it is the one market 

where Ferring will grow fastest 

over the next 10 years. We started 

from a low base, which means 

that the faster our local business 

expands, the better off we will be 

in terms of margins, profits, and 

pricing.  Simply put, if a company 

is not “all in” in the US, it is losing 
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all out. Ferring is investing heavily 

there, including a new manufac-

turing facility in Parsippany, NJ, 

that complements our R&D cam-

pus in San Diego.  We have created 

a strong market access capability 

—essential to doing well in the US 

—that has our pharmaceutical 

development, commercial, and 

manufacturing groups all operat-

ing under one roof.  We don’t fol-

low a matrix approach to manage-

ment in the US—as CEO, I am 

responsible for everything.

PE: What about emerging country 

markets? Is Ferring sufficiently cap-

italized to ride the next wave of 

growth in these high potential geog-

raphies? 

PETTIGREW: We have identi-

fied four emerging countries 

where Ferring is looking for a big-

ger stake: China, for its sheer size 

and scope; India, as a source of 

new ideas, especially in manufac-

turing; Brazil, due to its bulging 

consumer demographic; and Rus-

sia, where the need for new med-

icines to repair declining life 

spans is particularly acute. I 

would be remiss without men-

tioning Japan as well, with its 

large, affluent and aging popula-

tion. 

All of these priority markets 

rely on Ferring’s distinct perspec-

tive on organizing for commercial 

success. There is a single leader 

for each country, with full respon-

sibility for integrating the differ-

ent functions. No silos here. 

  

PE: Is there one particular aspect 

of your management style that has 

contributed the most to your suc-

cess? 

PETTIGREW: I am not a micro-

manager. My greatest satisfaction 

is to get something done without 

actually instructing people to do 

it—nor how to do it, or when.  

Influencing is what it is. When I 

see people I have managed out 

there leading on their own, I see it 

as a personal accomplishment of 

the highest order.  

I am also a forward thinker, 

for which the best example is Fer-

ring’s acquisition of Savient Phar-

maceuticals’ Biotechnology Gen-

eral (BTG) manufacturing 

business back in 2005. The pur-

chase, which few people thought 

we could pull off, allowed us to 

achieve three goals: (1) obtain full 

control over one of our licensed 

products, the growth hormone 

Zomacton, increasing our revenue 

base beyond the licensed geogra-

phies; (2) acquiring expertise in 

recombinant DNA and related 

manufacturing technologies, as a 

platform for future expansion into 

this important area for specialty 

biologic drugs, and accompanied 

by ownership of a state-of-the-art 

biologics facility in Israel; and (3) 

thus securing the high potential 

drug asset Euflexxa, a hyaluronic 

acid used to relieve pain in osteo-

arthritis of the knee, which we 

quickly launched in the US, where 

it helped diversify our product 

offerings beyond fertility. Today, 

Euflexxa accounts for a third of 

our US sales. 

Most important, Ferring got a 

great deal on the price we paid for 

BTG. It stands as one of the best 

deals negotiated in the industry at 

the time, yet still today few people 

know about it.

PE: The biopharma sector is looking 

at an extended period of disruptive 

change. What are some key issues 

that industry has to keep its eye on 

to avoid being blindsided by trends 

that at the time seem insignificant? 

PETTIGREW: Getting a new 

product launch done right is the 

merit test for all companies today. 

The biggest bar to success is fail-

ing to anticipate actions by com-

petitors. You would be surprised 

by the number of managers who 

assume that our therapeutic rivals 

will simply stand there and wait, 

doing nothing, until we act. Forget 

that. A competitor will always do 

something—today, many are will-

ing to spend even more than the 

launch product to preempt any 

loss of market share.    

Another concern I have is dis-

ruption from non-traditional play-

ers outside the industry. Our big-

gest long-term threat is not from 

fellow members of our own verti-

cal but among companies that 

amass, interpret, and control 

information. It’s not the Mercks 

and Pfizers we must worry about, 

but Apple and Google. It’s prob-

ably true that today the two latter 

companies know more about US 

patients than any company 

involved in the business of health-

care. Their data allows them to 

analyze patient histories and to 

deduce patterns that will result in 

better targeting of a drug to the 

needs of an individual patient.   

It’s important for drugmakers 

to get proactive in taking control 

of all this rich data, in the best 

interest of providers and patients, 

instead of seeing it as an enemy. 

Otherwise, Apple and Google, not 

the industry, will end up as the 

essential intermediary with the 

patient—the arbiters of innova-

tion—while big Pharma finds 

itself  confined to distribution and 

other low-end activities. 

“It’s not the 

Mercks and 

Pfizers we must 

worry about, but 

Apple and 

Google”
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Pharm Exec 2016 Industry Forecast 

It’s easy to foresee controversy in 2016 as lagging global economic growth and 

a messy US political slugfest force the pharma industry’s feet to the fi re. Can 

the industry reclaim a semblance of public approval by confronting its pricing 

demons and focusing on innovation and a fresh, patient-fi rst message?

By Casey McDonald and Julian Upton

I
t’s not hard to envision the mercury rising. With 

propellant from daily headers on the high-cost-

-of-drugs inferno and constant agitation by can-

didates on either side of the US election, the 

industry is going to be tested by regulators, patients, 

and payers with the high expectations commensurate 

with drug innovation’s status as a “public good.” 

Meanwhile, however, the progress of science slows 

for no one. The industry will fi nd the most comfort 

from a return to its roots, away from price manipu-

lations and fi nancial maneuvering and toward the 

research and development of quality drugs with a 

focus on patients.

Pricing, votes—and value

There’s a consensus among industry commentators 

that pricing will dominate the policy agenda in 2016, 

driven by a remarkably bipartisan sense of urgency 

in the US, where healthcare costs are a key contribu-

tor to a spiraling rate of public debt. A single tweet 

from candidate Hillary Clinton last autumn was suf-

fi cient to send the industry’s market valuations tum-

bling—billions in value swept away in less than 140 

characters. With 5,000% price hikes and $1,000 pills 

in the headlines, Republican candidates for the White 

House have questioned the industry’s pricing prac-

tices. Actions can no longer be anticipated along the 

traditional left-right divide. 

This year, the effect of high drug prices on patient 

care will continue to draw attention on Capitol Hill 

and on the campaign trail. Several House and Senate 

committees have opened investigations of pharma 

company price setting for new therapies, as well as 

for brand and generic drugs available for many years. 

Pharma will continue to be an easy and necessary 

target for vote seekers, even if the likelihood of real 

action in Washington is uncertain given a dysfunc-

tional legislative process and inability to act decisively 

on the Hill.

“Gilead’s pricing of Sovaldi started a tremor 

that turned into a 8.0 earthquake when Turing 

priced Darapim,” Joseph Truitt, of Achillion Phar-

maceuticals, reminds us. “Suddenly, the industry 

is being called on its pricing model and tactics,” 

says Mason Tenaglia, managing director for the 

Feeling 
the Heat
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Amundsen Group at IMS 

Hea lthcare.  “Due to the 

increased presence of pharmacy 

deductibles, patients are being 

exposed to the ‘raw, naked’ price 

of mainstream drugs like insu-

lins, LABA, DPP4, and others.”

This leads to the situation 

where “the pharmacy passes these 

on at ‘full price’ when the payer 

probably is getting a 40% rebate,” 

exposing the branded model to 

more scrutiny, as well as hitting 

generics, particularly when there 

is limited competition. Tenaglia 

believes that 2016 “might be the 

year when all pricing heuristics 

disappear and pharma companies 

lower their list prices for new 

launches while holding back on 

rebates to the payers.”

Meanwhile, as overall health-

care prices continue their upward 

trend, industry backers and critics 

squabble over the impact of bio-

logic and pharmaceutical thera-

peutics on the overall bill. With 

the patent cliff in the rear view 

mirror, as generics approach 90% 

of prescriptions, and with the new 

biosimilar class looming, the 

refrain from industry has changed 

little: while healthcare spending 

has increased, outlays for drugs 

remain consistent at around 10% 

of the total. Critics say this misses 

the point. Dr. Peter Bach of 

Memorial Sloan Kettering Cancer 

Center, who developed the Dru-

gAbacus to single out the most 

cost-effective interventions, 

points to the steep average rise in 

prices for cancer therapies that 

extend life for short periods of 

time: from $50,000 in 1996 to 

$250,000 today.

Public attention to drug prices 

means 2016 is ripe for price con-

trol actions at both the national 

and state level, notes Pharm Exec 

contributor Tom Norton. If Hill-

ary Clinton’s campaign for the 

presidency is successful in Novem-

ber, “look for a serious initiative 

to control the price of prescription 

drugs provided to Americans 

under Medicare.” Potentially, 

such an action would have major 

impact on all American Rx pric-

ing, with federal involvement serv-

ing as the precedent for equivalent 

protections on the private com-

mercial side. At the state level, it’s 

real people who get to speak; 

watch the Golden State, which 

will be considering a citizen prop-

osition, “The California Drug 

Price Relief Act.” This measure 

states that any prescription drug 

obtained by the State of California 

shall be purchased at the same 

“fixed price” that is negotiated 

with manufacturers at the US Vet-

erans Administration. If this Cal-

ifornia proposal passes in the 

November election, look for the 

new California law to have an 

immediate, national impact on Rx 

pricing, Norton cautions.

With drug pricing attracting so 

much attention and concern, both 

payer and non-payer stakeholders 

have become vocal about the 

impact of drug cost and the value 

delivered on prescribing decision-

making. As Ed Schoonveld, prin-

cipal, ZS Associates, points out, 

the value of a drug treatment may 

be judged very differently between 

physicians, patients, payers, 

employers, and various influenc-

ing and advising stakeholders. 

“Identifying what constitutes 

value to each stakeholder, and 

communicating evidence of value 

delivered will be the optimal com-

munication strategy for pharma 

companies in 2016.”

Physicians are likely to play an 

increasingly crucial role in evaluat-

ing the value of a drug across 

patient populations to patients and 

payers, and they will also play a 

key role in advising patients, as 

direct-to-consumer (DTC) com-

munications “are severely impaired 

by regulation,” says Schoonveld. 

He adds that recent mechanisms, 

such as the ASCO Value Frame-

work, Sloan Kettering’s DrugAba-

cus, and Institute for Clinical and 

Economic Review (ICER) evalua-

tions, “fail to distinguish between 

patient populations in establishing 

value.” This may simply illustrate 

“the complexity of defining a 

meaningful algorithm,” he 

explained, but “simply rejecting 

these tools is not the answer; they 

need to evolve so that value is 

defined in a way that is meaningful 

and fully understood by the main 

stakeholders, including individual 

physicians and their patients.”

Certainly, drug value calcula-

tors should gain prominence in 

2016 as they improve and the 

industry gains practice with them. 

Perhaps they will push the indus-

try to find “Goldilocks” price lev-

els as tools to encourage “collabo-

ration—with insurers, patients, 

and new value assessment groups, 

which may be the key ingredient,” 

according to PwC’s Health 

Research Institute’s latest annual 

report. So far, the calculus from 

outside the industry has done little 

but add kindling to the drug pric-

ing and political firestorm. ICER’s 

reckoning that the new PCSK9 

FAST FOCUS

» The drug pricing controversy—and its effects on 
patient care—will dominate Election Year rhetoric in 
the US. For biopharma manufacturers,demonstrating 
the value of innovative drugs is job No. 1.     

» The industry is concerned that US consumers may be 
so strained by increased health premium costs in 2016 
that they’ll be unable to afford the out-of-pocket de-
ductibles to see a doctor—and may forgo buying the 
Rx pharmaceuticals prescribed to them all together.

» Rampant M&A and consolidation activity will remain 
a contentious issue as Congress struggles to reform 
corporate tax law to slow the exodus of US multina-
tional firms shifting headquarters overseas.      
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inhibitors ought to have been 

priced close to $2,400 rather than 

$14,100 for Amgen’s Repatha and 

$14,600 for Sanofi/Regeneron’s 

Praluent, respectively, is a clear 

indicator of how far apart groups 

currently are on defining value. 

Demonstrating the value of 

innovative drugs “will fit well in a 

system of ‘pay for performance’ 

that allows for differential pric-

ing,” says Daniel Pascheles, VP, 

global business intelligence, Merck 

& Co. Teva’s Michele Holcomb 

agrees that industry needs to pre-

pare for a further shift toward pay 

for performance, but adds, more 

ominously, “the time will come 

when we have no choice.”

Strategies that also embed real-

world evidence (RWE) “in the 

infrastructure that supports R&D 

and market access, and the way 

that commercial teams communi-

cate value to clinicians”—will 

become increasingly vital, as the 

use of RWE becomes more preva-

lent in decision-making and 

pharma shifts further toward col-

laborative work with payers.

Pharm Exec’s Brussels corre-

spondent Reflector highlights 

“unprecedented collaboration 

between industry and authori-

ties” in efforts at the European 

level to bring new order to the 

drug-development and decision-

making processes. 

He points out that a new joint 

exercise in health technology 

assessment (HTA) will be 

launched during 2016, and an 

announcement of the results of 

the European Medicines Agency’s 

pilot on new authorization path-

ways “will guide further steps in 

early dialogue between drug 

developers and regulators.” 

Among other things, says Reflec-

tor, the European agenda will be 

increasingly dominated by “fur-

ther exploration of reimburse-

ment by outcomes rather than 

payment for pills.”

Obamacare’s  

faltering platform 

This year, individual Americans 

who choose not to purchase health 

insurance can expect an IRS pen-

alty that’s the greater of $695 or 

2.5% of their modified adjusted 

gross income (MAGI), notes Nor-

ton. For a family, the penalty 

could top out at $2,085. The ques-

tion is—is this stiff penalty 

enough to force individuals into 

Obamacare in 2016? Most likely 

not. “This will be interesting to 

watch as even the cheapest silver-

tier Obamacare premium will 

likely come in around $3,700 per 

unsubsidized individual. Needless 

to say, to get health insurance at 

these levels, Rx options in these 

basic plans will continue to be 

reduced, and pressure to lower 

Obamacare Rx drug prices will 

only increase,” Norton adds.

Additionally, the much dis-

cussed “employer mandate” goes 

into enforcement in 2016. Busi-

nesses must provide their full-time 

employees (and their children up 

to age 26) health coverage options, 

and ensure that those options 

cover at least 60% of total allowed 

medical costs. Failure to comply 

may result in serious penalties that 

can end up between $2,000 and 

$3,000 per full-time employee 

(FTE). Again, one place that 

employers can look to cut back on 

health premium costs is to reduce 

the Rx benefit that they offer to 

their employees. Therefore, the 

employer mandate is likely to 

result in fewer Rx options under 

Obamacare insurance offerings, 

Norton states. And it looks like 

2016 will be the year that insurers 

offering Obamacare healthcare 

policies will be forced to raise pre-

miums, often by double digits. “A 

clear concern for the American Rx 

industry is that consumers may be 

so strained by the increased cost 

of their premiums that not only 

will they not be able to afford the 

out-of-pocket deductibles to see a 

doctor, they may also forgo buy-

ing the Rx pharmaceuticals pre-

scribed for them.”

The impact of higher prices hit-

ting home may force those cur-

rently working inside the Washing-

ton beltway to see legislation that 

backs the industry as too hot to 

handle. Consider the progress of 

the 21st Century Cures Act, a leg-

islative undertaking that had built 

substantial backing early in 2015 

but faltered as the year went on. 

The bill may spark intensified 

resistance in 2016 as the pricing 

debate taints good will toward the 

industry. It may impede the Sen-

ate’s efforts to craft a companion 

bill to the House measure as politi-

cians question whether the Act, 

which seeks to extend incentives 

for drug innovation, might lead to 

developing drugs that are too 

pricey for their constituents.

Patient groups will have to 

line up with pharma to voice 

their approval for any action on 

21st Century Cures, as well as a 

smooth re-authorization of the 

FDA Prescription Drug User Fee 

Act (PDUFA VI). The fee 

renewal process is sorely needed 

to keep industry payments flow-

ing to support FDA oversight 

and foster more participation by 

patient groups.  

There are larger reputation 

challenges as well. One can envi-

sion the drug industry as a object 

of ridicule for its DTC drug ads, 

broadcast on the same television 

outlets used by presidential candi-

dates in an election whose total 

cost is estimated at $5 billion. The 

American Medical Association 

broke ranks in the professional 

Select industry 

predictions for 

2016 from Pharm 

Exec Editorial 

Advisory Board 

members.

Les Funtleyder: 

There’ll be 

continued 

maelstrom on the 

reimbursement 

front: co-pays, 

pharmacy 

exclusions, 

bundled payments, 

and pricing 

comments from 

the government 

going into election. 

Acquisitions will 

increase as the 

price of biotech 

company shares 

decline and the IPO 

window gets more 

challenging. The 

travails of Valeant 

will move investors 

back toward R&D 

related companies 

and away from 

roll-ups. The orphan 

area stays strong, 

although we should 

see announcements 

in anti-infectives, 

hemophilia, CNS, 

and ophthalmology. 

If there is a Clinton 

win, pharma shares 

will likely be a buy 

just like 1993.

Michael Ringel: 

2016 is about 

reconciling an 

unstoppable force 

and an immovable 

object. The 

unstoppable force 

is new science 

driving progress 

against heretofore 

intractable diseases. 

The immovable  

object is healthcare 

spend driving a 

global —and  often 

acrimonious —

dialogue on drug 

pricing.  How to 

reconcile these 

two? The transition 

to value-based care 

holds promise. 

We have the tools 

and data to assess 

“healthcare ROI.” 

There is plenty of 

room for biopharma 

companies to earn 

profits from driving 

more efficient overall 

health spend.  

What 

They’re

Saying
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provider community and decided 

to publicize its stance against DTC 

last year. However, significant 

changes in DTC policy will require 

legislative action, and that is not 

likely until after the presidential 

election, noted John Kamp, exec-

utive director, Coalition for 

Healthcare Communication. 

Kamp expects a challenging go in 

the next year as “the politicians 

proposing limits on marketing are 

paying close attention to public 

opinion polls that reflect signifi-

cant concerns about drug pricing 

and lesser but articulated concerns 

about the role of marketing in 

pricing and inappropriate use.” 

Public and political sentiment is 

against the industry, he warned.

Another point of contention in 

2016 will be the FDA’s voucher 

programs. The escalation of val-

ues for the transferable assets 

awarded to approvals in areas of 

tropical diseases and rare pediat-

ric diseases peaked when AbbVie 

bought a priority review voucher 

from United Therapeutics for 

$350 million in August. Being 

part of the PCSK9 race was an 

interesting wrinkle for the voucher 

program. The voucher’s astonish-

ing price tags have set off alarms 

and a change is on its way. It will 

be interesting to see if vouchers 

will be eliminated outright, or if 

the incentive structure can be 

realigned toward novel drug inno-

vation as originally intended.

The next deal

Industry consolidation also will 

remain a hot-button issue as Con-

gress struggles to reform corpo-

rate tax policy to stem the tide of 

US multinational corporations 

shifting headquarters overseas. 

Pfizer’s $160 billion inversion deal 

as it acquires (or is acquired by) 

Allergan in pursuit of an Irish tax 

address, is one more knock against 

the industry. Pfizer CEO Ian 

Read’s testament that the move 

will ultimately be good for the US, 

though framed optimistically, has 

been taken as a tongue-in-cheek 

barb at the IRS.

Whether legislation will ever 

be in place to freeze M&A focused 

on tax inversions, the indication 

is for even more M&A activity in 

2016, with one report pointing 

out that acquisition and other deal 

types are vital for an industry 

needing to offset the cost of drug 

development at an average $2.6 

billion per drug.

In addition to M&A activity, 

in-licensing, partnering, and joint 

ventures will bolster pipelines 

across pharma and biotech. 

For an indicator of the next 

big deal, look no further than Gil-

ead’s balance sheet, which has 

analysts haranguing its leadership 

for sitting on some $25 billion in 

cash and equivalents, thanks 

largely to its hepatitis C proceeds. 

What the winner of Pharm Exec’s 

Annual Pharmaceutical Industry 

Audit and 2015’s Brand of the 

Year will do is one of the indus-

try’s hottest topics. Management 

has hinted at the possibility of 

both piecemeal add-ons and 

transformational deals. 

Regulatory redial

While R&D, marketing, and 

sales “used to be the most impor-

tant functions for pharmaceuti-

cal companies,” notes Kristina 

Pelzel in her Industry & Supply 

Chain Optimization blog, the 

critical skills now needed to suc-

ceed are “operational capabilities 

and efficient cost management.” 

Pelzel points to five strategic 

steps necessary to developing 

new supply chains: 1) improve-

ment of planning capabilities; 2) 

reconfiguration of the supply 

chain footprint; 3) more flexible 

product design and packaging; 4) 

adoption of tailored business 

streams; and 5) creation of a net-

work of third-party suppliers. 

The key to realizing these steps, 

says Pelzel, is analytics: “Almost 

all of these can be implemented 

significantly faster and much 

more cost effectively by utilizing 

advanced analytics software.” 

But before the potential of ana-

lytics can be fully realized, 

pharma needs to get its house in 

order on a practical supply-chain 

level. Of the top 10 challenges fac-

ing the global supply chain, identi-

fied in December 2014 by academ-

ics Natalie Privett and David 

Gonsalvez, the most pressing were 

those found at the system level, 

such as lack of coordination, 

inventory management, HR limi-

tations, and absence of demand 

information. Vitaly Glozman, 

partner at PwC, agrees, saying 

“there is definitely a lack of inte-

gration across companies—these 

are the basics at which the pharma 

industry still hasn’t excelled.” 

Regulatory compliance will 

inevitably bring more pressure on 

the supply chain. UPS’s 2015 Pain 

in the Supply Chain survey identi-

fies the European Union’s Good 

Distribution Practices (GDP), Bra-

zil’s serialization law, and China’s 

Medical Device Good Supply 

Practice as the international regu-

lations currently causing the most 

“pain” for companies. For Gloz-

man, “the industry is still dealing 

with the regulator as an enemy 

rather than as a collaborator.” But 

with so many changes facing the 

supply chain over the next few 

years— not least, the evolution of 

personalized medicine, new man-

ufacturing technologies (e.g., 3D 

printing), the push for lower costs, 

and the drive for better anti-coun-

terfeiting security—“the only way 

for the industry to change is to 

Cliff Kalb: 

Keytruda and Opdivo 

have opened the 

door to a completely 

new approach to the 

treatment of cancer. 

While it’s early 

days for immuno-

oncology, these 

breakthroughs may 

mark a real tipping 

point. It’s critical 

for this field to 

develop by delicately 

balancing the need 

for commercial 

success with the 

need to provide the 

broadest possible 

patient access. A 

thoughtful approach 

will go a long way 

toward needed 

improvement in the 

public perception of 

the pharma industry.

Michael 

Swanick:                      

Business strategy 

and policy will 

likely consolidate 

around two issues 

and opportunities: 

1) the Jekyll and 

Hyde perception of 

the industry--those 

organizations that 

conduct R&D and 

develop innovative 

products, versus  

those who take 

a finance-driven 

approach to M&A and 

commercialization 

-- will force business 

model and strategic 

changes. 2) the need 

to support future R&D 

with premium pricing 

will lead to new 

services, increased 

personalization, and 

technology-enabled 

contracting for drugs 

based on patient 

outcomes.

Ian Wilcox:   

Talent from 

non-traditional 

backgrounds is 

crucial to adapting 

to the significant 

changes of the past 

year.  Companies 

must invest in 

an evolved set of 

competencies:  

thinking globally, 

managing 

partnerships, 

fostering more 

collaboration across 

functions, and 

bridging the gap 

between research 

and the realities of 

the market.

What 

They’re

Saying
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have a much more collaborative 

relationship with regulators.” 

More transparency  

in Europe

The inevitability of further collab-

oration between industry and reg-

ulators will reach a milestone in 

Europe in 2016 with the June 

deadline for all European Federa-

tion of Pharmaceutical Industries 

and Associations (EFPIA) member 

companies to comply with EFPIA’s 

Disclosure Code, documenting 

and disclosing all transfers of value 

they make to or for the benefit of 

an HCP/HCO recipient. At CBI’s 

November 2015 Compliance Con-

gress in Munich, Marie France 

Pickaert, EFPIA’s deputy director, 

said it would be a “disaster” if dis-

closure levels are not consistent 

across countries by this time, 

although EFPIA communications 

director Andy Powrie-Smith has 

indicated that we can expect “sig-

nificant variance in reporting rates 

between countries.” 

Most compliance-focused 

firms—where pharma is particu-

larly exposed—have been priming 

their compliance teams over the last 

7–8 years into proactive outfits that 

anticipate challenges at the policy 

development level rather than run 

to catch up with legislation after the 

fact. But there remains much to be 

done to improve the industry’s rep-

utation. Results from a 2013 survey 

of 17 countries by the global anti-

corruption NGO Transparency 

International (TI) stated that “more 

than 70%” of the public believed 

that medical and health services 

were corrupt or extremely corrupt. 

Further, TI’s 2013 Global Corrup-

tion Barometer showed that 17% 

of people said they had paid a bribe 

when dealing with the medical sec-

tor at least once in the past year; in 

some countries the figure was as 

high as 60%.

TI will be pushing forward 

with its investigation into pharma 

practices in 2016, said UK execu-

tive director Robert Barrington at 

the November Compliance Con-

gress: “We will challenge you, and 

we expect this to be disruptive to 

your industry.” Barrington added 

that TI’s planned 10-year investi-

gation will begin by focusing on 

five priority areas: procurement 

and distribution, marketing prac-

tices, manufacturing (including 

counterfeits), registration pro-

cesses, and R&D. 

For Pharm Exec’s Reflector, 

2016 “could be the year of a seis-

mic change in healthcare systems 

in Europe,” with the European 

Union (EU) exploiting its new 

powers to vet national public 

spending plans more fully each 

year and “scrutinizing health bud-

gets with unprecedented rigor.” 

Conditions are falling into place 

for a radical switch from the tra-

ditional responsive approach of 

health systems in Europe—the 

“You’ve got a problem, we’ll try to 

fix it” attitude—to a more cali-

brated and metered approach 

based on planning—that is, “We’ll 

allocate X million euro for dealing 

with that problem, and not a cent 

more.” The old model, dominated 

by patient demand and by drug 

industry offers, “is going to be 

increasingly displaced by armies of 

statisticians and social planners, 

whose priorities will be making 

the best use of limited resources.”

How fast all this will happen 

will depend in part on Europe 

sorting out more effectively how 

to confront the obvious challenges, 

says Reflector. “The speed of travel 

is not so easy to predict. But the 

direction of travel is inevitable. 

Discomfort will drive fundamen-

tal change, and ultimately the bid 

for greater comfort will dictate the 

new order.” 

By Al Topin

It’s a new year with new forecasts  

informed by last year’s rear view 

mirror. They’re often insightful. 

Sometimes misguided. Always 

interesting.

What many in our industry 

overlook as they try to identify 

some new trend are the changes 

that move below our feet—

biopharma’s tectonic plates. 

These are forces so powerful they 

will continue to shift our business 

not just this year, but into the 

foreseeable future. And they 

have the potential to disrupt even 

the most thoughtful marketing 

plans. So ignore these ”seven 

significants” at your peril as you 

plan for 2016. 

#1 The 10-year century      

Change is faster today. 

Technology moves quickly. 

Thinking, experimenting, and 

iterating happen rapidly. And 

while this acceleration is bringing 

life-changing therapies to market 

faster than ever before, it’s also 

bringing more failed molecules 

and more “me-too” competitors. 

Leveraging exclusivity and setting 

competitive barriers become 

more difficult.

How to succeed at this pace? 

You can either jump in and swim as 

fast as you can, or take the time to 

examine the market and focus your 

resources on the greatest potential 

for success. Each approach has 

its risks, so it’s a matter of which 

makes you less uncomfortable. 

#2 The ubiquitous 

800-pound gorilla 

85% of pharmaceutical units sold 

in the US are generic. Pick virtually 

any specialty drug category, and 

sitting right in the middle is a well-

known, generic 800-pound gorilla 

that dominates the market. All are 

effective, cheap, taught in medical 

school, and on most formularies.  

A new drug with any hope 

to take down a generic gorilla 

Feel the Earth  

Joanna 

Breitstein:       

We will continue to 

see evidence of the 

growing cost and 

deleterious effect 

of antimicrobial 

resistance (AMR) 

on society. This 

issue has been well 

understood in the 

field of tuberculosis 

for some time, but 

now that AMR is 

impacting resource-

rich nations, it will 

gain more traction. 

After a massive 

withdrawal from 

the field, industry 

will need to find its 

footing again, both 

on its own and in 

partnership, if it is to 

successfully navigate 

international scrutiny 

and play a role in 

this massive public 

health problem. 

Steve Girling:   

Pfizer’s deal 

with Allergan and 

the threat of tax 

inversion means 

that the Washington 

lobby baton will be 

formally passed 

from the traditional 

pharmaceutical 

gorillas to the 

companies leading 

more innovative 

commercialization 

strategies, including 

the big guns Amgen, 

Genentech, and 

Gilead. This huge 

power shift means 

less influence toward 

the objectives of 

the mass-market 

players and more 

opportunities 

to reinforce the 

market momentum 

toward therapeutic 

innovation and 

pioneering new 

treatments. It will 

be fascinating 

to see whether 

2016 will really be 

a year of further 

acceleration toward 

more innovation and 

whether that can, in 

fact, be attributed 

to improving Pfizer’s 

tax base!

Albert 

Wertheimer:  

The big question 

for 2016: when will 

the Chinese begin 

selling finished 

dosage forms in 

the US? 

What 

They’re

Saying



23

WWW.PHARMEXEC.COM

JANUARY 2016 PHARMACEUTICAL EXECUTIVE Strategy & Planning

CASEY MCDONALD 

is Pharm Exec’s 

Senior Editor. He can 

be reached at 

cmcdonald@

advanstar.com

JULIAN UPTON is 

Pharm Exec’s 

European and Online 

Editor. He can be 

reached jupton@ 

advanstar.com

must offer an advantage so clear, 

so meaningful that it makes up 

for a price tag that makes payers 

instantly nauseous. The game today 

is outcomes and long-term cost 

reduction. And it is happening—

with high-priced drugs that in some 

cases turn out to be cures. These 

are tomorrow’s blockbusters. So as 

they say in TV commercials, “What’s 

in your Pipeline?”

#3 High drama 

in the exam room                                            

The key diagnostic questions have 

been asked, test results are in, and 

the critical moment is here. The 

physician informs the patient that 

he or she has a serious disease 

and begins to explain treatment 

options and next steps. A very 

personal, devastating version 

of “shock and awwww” begins. 

The patient is now forced to face 

the reality of a disease and make 

treatment decisions they barely 

understand. 

Moments of truth like this 

have been a part of medicine for 

centuries. So what’s different 

today? The opposing forces of a 

more complex dialogue versus 

a time-challenged physician. 

Doctor-patient communication, so 

critical to therapy compliance, is 

compromised from the start. 

What can be done to improve 

this moment of truth? More, better 

patient education and support. 

But perhaps more important, 

practitioner training designed to 

improve sensitivity and clarity when 

he or she is having that difficult 

conversation. 

# 4 The morphing of the 

pharma sales rep

According to Cegedim Strategic 

Data, the number of pharmacy 

industry sales reps declined 40% 

between 2006 and 2014. Not quite 

last man or woman standing, but 

dramatic nonetheless. 

So in an era of no-see docs and 

dramatically-priced complex new 

drugs, what does today’s remaining  

rep force look like? The “attack 

of clones” approach is over. No 

longer will a rep be successful just 

by delivering the script they role-

played at the sales meeting. 

The successful rep’s new role 

has shifted from sales to support:  

Isolating barriers and patient 

problems, then providing support/

solutions to the physician, the 

practice, and the office staff. The 

question for the manufacturer 

then becomes: What can we do to 

support our reps in this changing 

role?

#5 The Hollywood 

pharm team                                                  

Have you ever thought about 

the surprising similarity between 

today’s Hollywood business 

model and that of pharmaceutical 

companies? What was once 

a studio system in which the 

directors, writers, and stars were 

all kept in-house on contract and 

used for movie after movie is now a 

business of outsourcing. And what 

once were the in-house resources 

of pharmaceutical giants are now 

a pharm team of outsourced 

specialties. CROs, medical review, 

discovery, and more are now 

orchestrated from best-of-class, 

proven partners that play well with 

others.

So the lesson learned here is that 

in a high-risk venture like launching 

a new movie or a new drug, it’s best 

to spread the risk. How can you 

spread yours?

#6 The Hollywood 

opening weekend                                                

To keep going with the Hollywood 

analogy, let’s look at the concept 

of the opening weekend. Many 

Hollywood movies win or lose on 

first weekend’s receipts. Expensive 

blockbusters turn into failures in 

a few short days, while cheaper 

independent films with low 

expectations become heroes by 

Monday. 

Sound familiar? A new drug 

misses early, sky-high forecasts that 

management pushed higher. Uptake 

is slower than expected. All of a 

sudden, the brand is lucky to keep its 

initial budget for a full year and risks 

losing the attention of the sales force.

How can brand teams manage 

expectations when management, 

shareholders, and competitors 

expect a big box office weekend 

each launch?  Thinking long term 

anyone?

#7 The missing quarterback   

With all the attention focused 

on patient centricity, one reality 

continues to be overlooked. In a 

world that’s shifted from treatment 

from primary care to specialties, 

where drugs are more complicated 

and expensive, and where illogical 

insurance coverage continues to 

frustrate patients, there’s a clear 

unmet need—for a quarterback. 

Specialists focus on a specific 

body part or set of symptoms, 

handing the patient to the next 

specialist once their job is done. 

Some medical specialties have 

taken a broader view and adjusted 

their approach to overall patient 

care. Neurological teams, diabetes 

specialists, cancer clinics, and 

cardiology practices now focus 

on the whole patient and their 

treatment. The patient’s specialist 

becomes the quarterback directing 

the process. Pharmaceutical 

manufacturers in these specialties 

have supported this model with in-

depth patient and practice support 

programs. They should be the ones 

to emulate. 

Seven tectonic plates moving at 

their own pace, sometimes one at 

a time, sometimes in combination. 

Pay attention to how they continue 

to shift the healthcare landscape, 

and adjust your plans accordingly. 

— Al Topin is President, Topin 

& Associates, an HCB Health 

Company. He is a member of Pharm 

Exec’s Editorial Advisory Board.

Move Under Your Brand?
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TRACI MEDFORD-

ROSOW and      

PETER C. 

RICHARDSON        

are partners at the 

law firm of  

Richardson &     

Rosow LLC

A
s the industry and the 

public focuses on 

mergers, tax inver-

sions, pricing, and 

the drying up of research pipe-

lines, there seems to be little 

interest in re-evaluating the 

underlying intellectual property 

regime intended to promote 

research and development of 

new drugs. While that regime 

has largely remained unchanged 

since the Hatch-Waxman (HW) 

Act was first passed in 1984, 

much else has changed, includ-

ing increased discovery and 

research costs, longer develop-

ment and approval times, greater 

regulatory hurdles, and manda-

tory substitution laws, all result-

ing in a very different environ-

ment than the proponents of the 

law envisioned in 1984.  

HW was intended to be a fair 

compromise between research-

based pharmaceutical compa-

nies that invent new drugs, and 

obtain regulatory approval to 

sell them, and generic companies 

that copy them. A bit like com-

munism, the deal looked great 

on paper but broke down over 

the years in practice. It is our 

opinion that the 1984 Act has 

more than achieved its goals of 

providing lower-priced generic 

drugs to the American con-

sumer, but that the goal of incen-

tivizing research and new drug 

discovery has fallen short.

In order to sell a drug in the 

US, marketing approval must 

first be obtained from the FDA. 

This is a time-consuming and 

expensive process taking any-

where from 10 to 15 years and 

costing over a billion dollars. 

This daunting statistic is made 

even more so when one realizes 

that for every 10,000 drugs dis-

covered, only one ever survives 

the rigorous FDA process and 

makes it to market. 

In 1984, the time to obtain 

FDA approval, as well as the cost 

to do so, was much less. The 

increase in cost is perhaps not 

even as signif icant as the 

increased number of years the 

process requires. Since patent 

protection must be obtained at 

the time of drug discovery, each 

year that is consumed gaining 

FDA marketing regulatory 

approval chips away at the pat-

ent’s 20-year term. This is 

exactly why the research-based 

companies initially thought the 

HW trade was a good one. In 

exchange for allowing generics 

to piggy-back on the innovator’s 

health approvals, research-based 

companies were awarded certain 

limited patent term extensions to 

recoup a portion of the years lost 

during the onerous regulatory 

process. 

Prior to 1984, the burden of 

providing efficacy and safety 

data to the FDA was required of 

generic drugs, thus limiting their 

availability. Hence, in an effort 

to get more lower-priced generic 

drugs to the American con-

sumer, while maintaining incen-

tives for innovation, Sen. Orrin 

Hatch and Rep. Henry Waxman 

negotiated the HW deal, thus 

allowing generic companies to 

use the regulatory data of the 

innovative company during their 

own regulatory review process. 

As if this was not enough incen-

tive for generic companies, HW 

added another sweetener to the 

deal. It awarded six months of 

marketing exclusivity to the first 

generic company to knock out a 

drug’s patent, in essence award-

ing a mega million dollar prize 

(and in some cases a billion dol-

lar one) to the generic company 

with the most aggressive and 

clever legal team. 

It didn’t take the generics 

long before they were all trying 

to win this prize. When the law 

was first passed, generics would 

typically challenge patents 

toward the end of the term of the 

drug’s primary patents. How-

ever, generics quickly began to 

challenge each and every patent 

as soon as was possible under the 

HW rules—a short four years 

from the date the innovator 

launched its product. It quickly 

seemed that, according to the 

generics, there was not a single 

valid pharmaceutical patent in 

the US. 

Now, ironically, this same 

system has made hostages not 

only of big Pharma, but the 

generic companies as well. Since 

there is rarely, if ever, a single 

first filer, no generic company 

can obtain the coveted six 

months of marketing exclusivity. 

Without this incentive, generic 

companies are now faced with a 

win, they lose; lose, they still 

lose outcome. For example, if the 

group of first filers (that often 

numbers in the teens) wins the 

patent battle, the generics essen-

tially lose the war anyway. The 

patent is held invalid, and all 

Is the Hatch-Waxman 
System Broken? 
While the 1984 Act has been a boon for lower-cost generics, 
its goal of incentivizing new drug discovery has failed
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generics can enter the market at 

the same time, thus creating an 

instant commodity. And com-

modities don’t make money, 

even when owned by a single 

entity, much less when shared by 

several. 

We recently sat through a 

patent infringement trial for one 

of our firm’s clients. During a 

break, one of the generics’ attor-

neys came up to us to say hello. 

Many years ago, he had repre-

sented research-based compa-

nies defending against the con-

tinuous onslaught of generic 

attacks against patents. We not 

so jokingly told him that we 

were surprised to see that he was 

now representing the generics 

and that he should be ashamed 

of himself. He did not seem to 

get our hidden criticism. Rather, 

he laughed and said, “Well, it’s 

always fun, isn’t it?” 

Really? For whom, we won-

dered? 

It certainly wasn’t fun for our 

client trying to protect the patent 

on one of its major products. It 

didn’t seem that it was even all 

that much fun for the generics, 

many of whom had realized the 

“tails you win, heads we lose” 

conundrum. Perhaps it was fun 

for the legal teams whose prac-

tices are dependent on such 

cases. 

The final breakdown in the 

system occurred when the cur-

rent pay-for-delay plethora of 

plaintiff antitrust lawsuits 

became the soup du jour, and a 

new rash of cases were filed chal-

lenging virtually each and every 

abbreviated new drug applica-

tion (ANDA) patent settlement 

that has been entered into in the 

last 10 years. Regardless of how 

well the agreements complied 

with the edicts set forth by the 

Federal Trade Commission 

(FTC), or even if the FTC and 

the Department of Justice 

reviewed and “blessed” the set-

tlement, both the research-

based, as well as the generic 

companies have been forced into 

more expensive lawsuits to 

defend them. The only karmic 

irony in all of this is that for the 

first time the generics are getting 

a taste of what “winning” actu-

ally means in these types of ran-

som-like cases. Winning simply 

means that after years of litiga-

tions, millions of dollars in legal 

fees and countless sleepless 

nights, all that is “won” is the 

preservation of the status quo. 

What is the cost of these 

vicious circles of litigations for 

Americans? Less money avail-

able to funnel back into much-

needed research. As stated in the 

recently published book, Inflec-

tion Point (authored by Med-

ford-Rosow), at the end of the 

day, only research-based compa-

nies can be counted on to finally 

find a cure for diseases. Our gov-

ernment will not do that for us, 

nor will generic companies. 

It is our opinion that the HW 

system is indeed broken and a 

rebalancing of the interests 

between generics and research-

based companies is necessary. 

Clearly, without future research, 

there will be very few new drugs, 

not only for American consum-

ers, but for generic companies to 

copy. 

Among the most valuable 

intellectual property developed 

by the research-based companies 

for a drug is the clinical trial and 

related data needed for FDA 

approval. Under present law, 

only five years of protection for 

this data is available, and a pat-

ent challenge can be filed four 

short years after the innovative 

product is launched. While per-

haps appropriate in 1984, today 

this is out of balance and heavily 

favors the generic industry. 

Europe and Japan provide ten 

years of data exclusivity and 

there are no ANDA provisions.  

The US did lead the way in pro-

viding 12 years of data exclusiv-

ity for new biologics, but now 

even this seems threatened. 

Therefore, as a first, but cer-

tainly not last, step in rebalanc-

ing the interests between con-

s u m e r s ,  g e n e r i c s  a n d 

research-based companies, we 

are advocating an increase in the 

number of years of data exclusiv-

ity awarded to all new drug dis-

coveries, analogous to what is 

currently provided in Europe 

and Japan, as well as to that 

awarded to newly-discovered 

biologics. The US is by far the 

largest market in a global phar-

maceutical arena, and al l 

research-based companies, 

whether domestic or foreign, are 

significantly affected by the pat-

ent and data exclusivity regime. 

A system that encourages the 

killing of the goose that lays the 

golden egg is rarely a good trade 

in life. 

For anyone.

Winning simply means that after years of 

litigations, millions of dollars in legal fees, 

and countless sleepless nights, all that is 

“won” is the preservation of the status quo
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Puerto Rico is an industrial economic powerhouse that 

continues to move forward with a well-defined vision and 

economic development strategy, attracting new companies and 

investments. Businesses from a wide range of industries, 

including AbbVie, Lilly, Coopervision, Lufthansa Technik and 

Honeywell Aerospace are among the recent companies 

investing in the island. Overall, more than $750 million have 

been committed in new investment during the past 32 months, 

validating that Puerto Rico is a Smart Move.
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PUERTO RICO

Puerto Rico covers a small area – if it were independent it would be only 
the 162nd largest country in the world – but when it comes to pharmaceutical 
manufacturing, it is the fi fth largest territory on the planet. Its preeminence 
in pharmaceuticals has been hard won and but for the last four decades, 
the industry has generated about a quarter of Puerto Rico’s entire income.
But new threats have emerged in recent years: a debt crisis and a stagnating 
economy. In response, the local government has looked to industry – and life 
sciences in particular – for new sources of economic growth.
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Antonio Medina Comas, executive 

director of the Puerto Rico Industrial 

Development Company (PRIDCO), 

has been tasked with the monumental 

responsibility of attracting foreign in-

vestment to the “Enchanted Island.”

Medina and his team work to ensure 

that foreign businesses recognize the 

benefits Puerto Rico offers. The island, 

which has consistently been a major at-

traction for foreign corporations look-

ing to benefit from its tax incentives, is 

home to the production sites of many 

industries, including life sciences, aero-

space, automotive, electronics and IT. 

48 percent of Puerto Rico’s GDP is gen-

erated from manufacturing, making 

this particular sector the largest source 

of income in the territory today.

In the “Rum Room” at PRIDCO’s 

headquarters, Medina eagerly de-

scribes how in just the last couple of 

years, five new pharmaceutical compa-

nies have come to the country, includ-

ing Sanofi, Neolpharma, 

Romark Laboratories, 

the American Industrial 

Acquisition Corporation, 

and Allergan. “Puerto 

Rico is a high quality, 

high technology and high 

regulatory market where 

you can work under the 

US flag and under US in-

tellectual property pro-

tection,” he explains, 

“while simultaneously receiving the 

benefits of working in a low tax rate 

jurisdiction and achieving long-term 

deferral.”

“The life sciences industry is the 

workhorse of Puerto Rico’s economy, 

still representing 25 percent of GDP,” 

continues Medina. “Some of the larg-

est life sciences companies operate in 

Puerto Rico in both commercial and 

manufacturing functions as well as 

R&D. We have significant breadth 

among fields like small and large mol-

ecules, medical devices and agricul-

tural biotechnology, which has shown 

tremendous growth over the last few 

years. Puerto Rico continues to be a 

leader worldwide in life science manu-

facturing. PRIDCO’s focus is first and 

foremost to protect the industrial base 

and ensure that companies here con-

tinue to thrive and achieve expansion 

either through new products or facili-

ties, and to bring new companies and 

segments to Puerto Rico.”

Carlos Rivera, president of PRMA 

and vice president and general man-

ager of Edwards Lifesciences in Puerto 

Rico, emphasizes that for every direct 

manufacturing job, three indirect jobs 

are generated in Puerto Rico, and one 

job in the US. “This is especially im-

portant to communicate to politicians 

in Washington, which PRMA has 

been doing consistently,” he remarks. 

“PRMA have been knocking on every 

Congressman and Congresswoman’s 

door, reminding and educating this 

new generation of politicians. This is-

land became a manufacturing power-

house between the 1960s and 1990s. 

Now we have a new generation in 

Congress that might not remember the 

importance of Puerto Rico, and this as-

sociation wants to ensure that our poli-

ticians know how important we are for 

the US economy. If our manufacturing 

suffers, that has broad implications for 

the US. While Puerto Rico’s economy 

only amounts to USD 105 billion, it is 

bigger than many countries in Latin 

America and thus has important influ-

ence around the world.” 

From left: Antonio Medina Comas, executive director, 

PRIDCO; Carlos Rivera, president, PRMA; Jaime 

García, former executive director, PRMA

MANUFACTURING INDUSTRIES GROSS DOMESTIC 

PRODUCT SHARES FISCAL YEAR 2012

Source: Puerto Rico Planning Board, 2013.
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And clearly 

something’s work-

ing. Puerto Rico’s 

total manufactur-

ing sector remains 

dominated by the 

p h a r m a c e u t i c a l 

sector; 61 percent 

of its total manu-

facturing is in 

pharmaceuticals.  In just the last 

couple of years, many of the com-

panies that have operated in Puerto 

Rico for decades continue to demon-

strate their commitment to the coun-

try. Puerto Rico’s contribution to 

the manufacturing of medicines for 

the global market is paramount. As 

an example, 75 percent of Abbvie’s 

Humira, the world’s top-selling drug 

in 2014, is manufactured in Puerto 

Rico. AstraZeneca’s top-selling drug 

Crestor is made exclusively in Puerto 

Rico.

UNCLE SAM:  

HERE TODAY,  

GONE TOMORROW

The driving force behind much of the 

interest in Puerto Rico as an alternative 

for manufacturing was Section 936 of 

the Federal Tax Code, which exempt-

ed corporations from paying federal 

tax on income earned in Puerto Rico. 

Consequently, just about every major 

life science company invested in Puerto 

Rico between the 1970s and 1990s. 

In 1996, Section 936 was repealed 

with a ten-year phase out period. The 

removal of this exemption caused an 

outcry at the time, and many in Puerto 

Rico today still describe the impact of 

this situation using a variety of color-

ful metaphors, from “tidal wave” to 

“heart attack”.

Indeed, many companies did suf-

fer. “The removal of Section 936 

provoked many pharmaceutical com-

panies doing busi-

ness in Puerto 

Rico to move 

abroad, especially 

to Ireland and 

Singapore, two of 

our most impor-

tant competitors,” 

recalls Jaime Gar-

cía, former execu-

tive director of the 

Puerto Rico Man-

ufacturers Association (PRMA). “In 

1996, 150,000 employees worked in 

the Puerto Rican pharmaceutical in-

dustry, and after the repeal and phase-

out, only 80,000 remained.”

However, there is a new spirit of 

optimism on the island. “While Sec-

tion 936 tax benefits have expired, 

the Puerto Rican government remains 

focused on ensuring that people are 

well-incentivized to do business here,” 

comments Bob Maroney, president of 

Map of Puerto Rico’s life science manufacturing facilities

Bob Maroney, 

president, PIA

Eduardo Negrón-

Navas, attorney-

at-law, Fiddler, 

González & 

Rodríguez
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the Puerto Rico 

Pharmaceutical 

Industry Asso-

ciation (PIA). 

“This is impor-

tant not only for 

existing compa-

nies but also for 

new companies 

coming here.” 

E d u a r d o 

N e g r ó n - N a -

vas, attorney-at-law at local firm Fiddler, González 

& Rodríguez explains that at both the federal and lo-

cal level, benefits for companies still exist. “The Eco-

nomic Incentives for the Development of Puerto Rico 

Act of 2008 provides tax exemptions and tax credits 

to businesses engaged in eligible activities in Puerto 

Rico,” he notes, “while IRC Section 901 provides for 

the U.S. tax deferral of income earned in Puerto Rico, 

which is considered as a foreign tax jurisdiction. The 

combination of these two economic incentives makes 

Puerto Rico an attractive place to site manufacturing  

facilities.”

R&D IN PUERTO RICO:  

A GROWING PALM TREE

Puerto Rico is starting to move beyond manufacturing and 

towards greater R&D activity. Puerto Rico’s Cardiovascular 

and Cancer Centers are considered world-class and leaders 

in the region. In 2013, the University of Puerto Rico invested 

USD 72 million in a 153,000 square foot Molecular Scienc-

es Building (MSB) that aims to accelerate the licensing and 

commercialization of patents, and has already sparked in-

terest among a number of major pharmaceutical companies. 

The research center Fundación de Investigación houses the 

only Phase I clinical trial unit in the Caribbean and played a 

critical role in the development of Sovaldi, and has also con-

ducted studies for many of the biggest names in the industry.

Mobilizing much of the growth in the research area is 

the Puerto Rico Science, Technology and Research Trust, 

an autonomous entity designed to help stimulate innova-

tion and provide funding for infrastructure and projects 

in the area of technology across a number of sectors, and 

the life sciences are no exception. Lucy Crespo, a former 

executive at Hewlett Packard, was named director of the 

Trust in March 2015 and has been working non-stop to 

bring more capital funding to the island, including partial 

funding for both the MSB and the Cancer Center. Both 

buildings are part of a 72-acre “Knowledge Corridor” 

that the Trust is building in the coming years to support 

the promulgation of innovation across 11 hospitals.

The Trust also recently received approval to work with 

every clinical trial unit in the territory. “From this, we for-

mulated a unique value proposition to work together in 

one office to promote Puerto Rico as a one-site-solution for 

clinical trials,” explains Crespo. “STRT is going to facili-

tate the process and infrastructure to ensure that we can 

make those trials and innovative treatments available to 

Puerto Ricans.”

How will all of this activity come to fruition in a real-

istic way? “We need to have highly skilled people, the best 

and latest technology and be able to develop, register and 

engage in technology transfer to launch products as fast 

as possible, says Iván Lugo, executive director of the non-

profit organization Industry University Research Center 

(INDUNIV), which aims to solidify the link between Puer-

to Rican industry, academia and government. “INDUNIV 

has appointed itself the mission not only to promote manu-

facturing, but the whole value chain. As a result, we have 

supported the construction of innovation centers bringing 

together academia and the private sector for Phase II devel-

opment. If we formulate and develop the product here, it is 

also very likely that its manufacturing and launch will also 

take place on the island.”

“Puerto Rico offers plenty of opportunities for both 

R&D and manufacturing, however it is important to  

From left: Lucy Crespo, CEO, Puerto 

Rico Science, Technology and Research 

Trust; Iván Lugo, executive director, 

INDUNIV

DOING NOW 

WHAT PATIENTS 

NEED NEXT

Roche Diabetes Care helps people with 

diabetes everywhere in the world to think less 

of their diabetes and therapy management 

routines, and to experience true relief. With 

our solutions, we will support them in being 

less occupied by their disease.
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identify how it can better capitalize 

corporations’ needs for net low cost,” 

says Dante Castillo, managing direc-

tor of Boston-based blood manage-

ment company Haemonetics’ Puerto 

Rican affiliate. “Puerto Rico holds 

an extensive combination of talent, 

knowledge and maturity in the man-

ufacturing environment.” But it also 

needs R&D talents as well, he says. 

Additionally, “the tax incentives pro-

gram for R&D is really good and this 

is also available for services and man-

ufacturing.”

Where some see optimism, others 

exercise a degree of caution. Ireland 

and Singapore, Puerto Rico’s two 

biggest competitors for life sciences 

manufacturing, may have gained the 

upper hand in terms of R&D. Veróni-

ca Cruz, executive vice president 

and COO of local consulting firm 

ReComS Group, notes that R&D is 

very different to manufacturing and 

while Singapore has a strong pipeline 

of scientists, Puerto Rico has a strong 

pipeline of manufacturers. “How-

ever, I strongly believe that Puerto 

Rico needs to think about what it re-

ally wants to do,” warns Cruz. “Just 

because Ireland is really successful 

in R&D, is that a reason to try to 

compete with them in that area? We 

have a tremendous footprint here of 

idle capacity and globally approved 

sites; we ought to put that to work 

and bring in other kinds of products. 

There is no reason why we cannot 

start building other skills in the long-

term, but in the meantime Puerto 

Rico should be exploiting its fortés 

rather than trying to be good at what 

someone else is already great at.”

But staying up-to-date in the 

manufacturing arena may also pose 

a problem. “Ireland and Singapore 

began in the following generation of 

pharmaceutical development which 

was less labor-intensive and more 

automation-driven,” recalls Cruz. 

“In comparison, we have not moved 

quickly enough to reach that techno-

logical level. The challenge we face is 

that retrofitting halts production and 

is more difficult than building from 

the ground up.”

EVOLVING  

THE MANUFACTURING  

MODEL: LESS IS MORE

Automation and consolidation have 

affected pharmaceutical companies 

worldwide. Puerto Rico has benefited 

from the trend towards lower volume, 

higher value products which often use 

the smaller plants Puerto Rico offers. 

These trends point to a reorientation 

of strategy for manufacturing in Puer-

to Rico. 

The frantic rush to create an au-

tomation-driven manufacturing en-

vironment, coupled with the impact 

of global consolidation is being felt 

throughout the island. “In terms of 

technology, everything is moving to-

wards being more automated,” says 

Tom Forrester, president of engineer-

ing and architectural design firm CRB 

Caribe. “We are seeing a move in 

Puerto Rico towards biopharmaceuti-

cal products and processes in the oral 

solid dosage area finishing and pack-

aging and less in the APIs.”

Ricardo Zayas, senior vice presi-

dent of global pharmaceutical manu-

facturing at Bristol-Myers Squibb 

(BMS), says that product volume and 

technology trends have become an 

increasingly important part in the 

future of pharmaceutical manufac-

turing networks and individual facili-

ties. “Consolidation has created a sig-

nificant amount of excess capacity in 

small molecule manufacturing around 

the world, prompting companies to 

repurpose, close or sell their facili-

ties,” emphasizes Zayas. “Companies 

focused on innovative science are 

moving towards lower volume, higher 

value products. The challenge is that 

many plants were not designed for 

this model and will have to redefine 

their mission, strategy and operating 

model. Smaller plants that optimize 

space utilization are better equipped 

to handle changing demands of the 

industry. This is especially true in 

Puerto Rico where energy costs are 

relatively high.”

In addition to the “smaller is bet-

ter” mantra, according to Zayas the 

convergence of development with 

production makes great sense. “First 

launching in market, then a rapid de-

ployment to target markets around the 

world can help get medications to the 

patients who need them,” he stresses. 

“The primary focus during the devel-

opment-to-launch process in terms 

of lead time has typically been the 

clinical and regulatory processes, but 

in today’s world, any time the manu-

facturing and development teams can 

work together to reduce the develop-

ment-to-launch cycle time provides a 

significant opportunity to accelerate 

timelines.”

Lourdes de Cárdenas, vice presi-

dent of operations Latin America for 

Stryker, notes that the intellectual val-

ue that Puerto Rican engineers adds 

makes the island particularly pro-

ductive: “An increase in production 

volumes does not necessarily require 

the addition of many people because 

processes are highly technological 

and automated; thus you can absorb 

increases or decreases in demand eas-

ily,” she says. One of Stryker Puerto 

Rico’s goals is to continue integrating 

automation into its processes. “This 

poses a certain degree of difficulty 

because of the variety of products we 

manufacture but moreover our ap-

proach to automation is not necessar-

ily automating a process completely,” 

From left: Verónica Cruz, executive vice 

president and COO, ReComS Group; Tom 

Forrester, president, CRB Caribe
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explains de Cárdenas. “It is automating unit operations 

that repeat themselves among different processes. Once 

those technologies are perfected you can reproduce them 

across many different lines. Consequently, demand can be 

easily managed.

Merck is no stranger to these trends. In the last two 

years, the company sold two of its three plants in Puerto 

Rico and is redefining its strategy at the remaining plant 

in Las Piedras. This plant has undergone a USD 100 mil-

lion investment since 2011 focused on transforming the 

site from a basic supply site to a commercialization site, 

which CRB Caribe played a significant role in designing. 

“A commercialization site has the responsibility of shep-

herding new chemical entities (NCEs) from proof-of-concept 

LUFTHANSA TECHNIK (NOVEMBER 2015): 

Developed a maintenance, repair and overhaul facility, an 

investment valued at USD 60 million, creating 400 jobs 

by 2017 and generating an estimated economic impact of 

USD 2.2 billion over the next 30 years

MERIAL (OCTOBER 2015): 

Acquired a Merck formulation and packaging facility, retain-

ing 200 employees with chewable technology expertise, 

driving additional new investment worth USD 6 million over 

the next year.

AMERICAN INDUSTRIAL ACQUISITION CORPORATION  

(APRIL 2015): 

Purchased another Merck plant, retaining all 200 employees

ABBVIE (MARCH 2015): 

Invested USD 30 million for the expansion of their local 

facilities, generating an additional 100 new jobs

INFOSYS BPO (MARCH 2015): 

Established a 12,000 square-foot center, aimed at delivering 

complex order-to-cash business processes for its aviation 

clients, investing USD 9 million and creating another 300 

jobs

HONEYWELL (DECEMBER 2014): 

Developed a USD 35 million R&D laboratory, focused on 

electromagnetic interference, creating an additional 250 

jobs

ROMARK LABORATORIES (DECEMBER 2014):

Announced investment of USD 110 million in building a 

facility, employing 200 people over the next three years

LILLY (OCTOBER 2014): 

Invested USD 40 million on top of a USD 200 million in-

vestment in 2013 to strengthen its production of insulin 

and solid dosage products

COOPERVISION (MAY 2013): 

Expansion of 15 new production lines, adding 350 new 

jobs as part of a USD 250 million investment

Source: PRIDCO

Recent Investments In Puerto Rico

From left: Ricardo Zayas, senior vice president global 

manufacturing, BMS; Lourdes De Cárdenas, vice-president of 

operations Latin America, Stryker; Andrew Wirths, associate 

vice president & general manager, Merck Puerto Rico 

Pharmaceutical Operations
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to commercialization in the marketplace - which is a far 

more dynamic objective,” remarks Andrew Wirths, associ-

ate vice president and general manager of Merck’s Puerto 

Rico pharmaceutical operations. “Taking a plant site with 

five products producing one billion tablets for many years 

and adding several more products with new launches means 

an increase in capability, speed, cadence and cost compet-

itiveness. We get really involved at the Phase IIb level, in 

terms of scaling it up, supplying clinical, and going full-scale 

commercial depending on the forecast.”

Merck’s facility in Las Piedras obtained a commercial-

ization certification in part because the facility itself was 

suited to the change in mission. “With non-sterile oral 

dosage, powders are blended and granulated and pressed 

into tablets,” explains Wirths. “It is simpler in some ways 

to the large molecule space, but we have consolidated 

- 4 percent fixed income tax rate

- 0-1 percent income tax rate for pioneer activities

- 100 percent exemption on dividend distributions

-  100 percent special deductions for building, machinery 

and equipment investments

- 90 percent exemption from property and real estate taxes

- 60 percent exemption from municipal license taxes

- 50 percent on R&D tax credits

Source: PRIDCO

Current Tax Benefits Of Puerto Rico

An artist’s rendition of San Juan’s future “Science City”
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While the majority of Puerto Rico’s life sci-

ences activity is generated from pharma-

ceuticals, medical devices and diagnostics 

(MD&D) companies also play a sizable role 

in the country’s economy. “MD&D has been 

present in Puerto Rico for 40 years, and is 

currently growing faster than the local phar-

maceutical industry,” says Mickey Centeno, 

general manager of Roche Diabetes Care in 

Puerto Rico. “They are not as big as pharma-

ceutical companies because the business is 

smaller here. But we do see investment com-

ing to Puerto Rico, which as a country has 

demonstrated the capability and quality to 

continue growing.” 

This undivided attention to quality among 

Puerto Rican medical device manufacturers 

has not gone unnoticed. Centeno points out 

that the nearest Roche Diabetes Care facility 

to Ponce costs 15 percent more to run their 

operations. That cost differential is another 

incentive for the corporation to consistently 

invest in Puerto Rico. Farther east in the city 

of Arroyo, Stryker hosts a site that produces 

over 800 different products for the medical 

device giant.

Ana Myriam Irizarry, a J&J veteran in Puerto 

Rico, became plant manager of medical de-

vice manufacturer Lifescan in early 2015 

having worked in a similar position at other 

J&J campuses on the island. She was imme-

diately impressed by the company’s techni-

cal capability. “I was struck by the fact that 

much of the automation and manufacturing 

electronic systems were designed, built and 

installed here by our own engineers,” recalls 

Irizarry. “Our employees support the design 

and installation of equipment when we need 

it. Once equipment is transferred to this site, the workforce has 

the knowledge required to manage the day-to-day operations.”

This expertise is not just limited to the big players on the island. 

Techno Plastics Industries (TPI) is a local injection molding compa-

ny that services the medical device industry in Puerto Rico. Found-

ed by a group of ex-Baxter employees, the company now competes 

with similar multinational companies to make parts for the medical 

device industry. “We started TPI with USD 36,000, six associates 

and three machines in April 1992, running a one shift operation,” 

explains Roberto Tous, president of TPI. “Today we have 25 ma-

chines as part of a 24/7 operation, and we have a workforce of 

140 people.” The Añasco-based company now supplies parts for 

a number of medical device and medical component companies 

based in Puerto Rico, Dominican Republic, the US and the UK.

Industrial Spotlight: Medical Technology

TOP FACILITIES IN PUERTO RICO

AMGEN JANSSEN ORTHO PFIZER BMS (MANATÍ) BMS (HUMACAO)

Year of inception 
in Puerto Rico 1992 1981 1972 1972 1970

Top 3 products 
made in Puerto Rico

Neulasta, Prolia, 

Enbrel

Prezista, Xarelto, 

Invokana/Invokamet

Lipitor, Celebrex, 

Lyrica

Orencia, Opdivo, 

Yervoy

Eliguis, Sustiva, 

Glucophage

Number 
of employees 1,800 1,000 2,700 442 225

Roberto Tous, 

president, 

Techno Plastics 

Industries

Ana Myriam 

Irizarry, plant 

manager, Lifescan 

Puerto Rico

Mickey Centeno, 

general manager, 

Roche Diabetes 

Care Puerto Rico
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commercialization activities here, de-risking the busi-

ness by putting all the MKs in Puerto Rico from a cost 

perspective. I do not have to recapitalize because I have 

a very flexible facility where I can make different drugs 

with different technology platforms embedded here. If a 

new product does not succeed, I do not lose that much.”

A GENERATION OF FDA  

EXPERIENCE

Puerto Rico has many features that make it an attractive 

place to invest in manufacturing – a US jurisdiction, an 

FDA regulated environment, and competitive tax breaks. 

But ask any Puerto Rican and they will tell you that what 

really sets them apart is their 50+ years of experience in 

the life science sector. Many pharmaceutical and medi-

cal device companies have been operating in Puerto Rico 

for decades. At first most facilities were run by American 

plant managers repatriated to the island, but nowadays 

they are more likely to be managed by Puerto Ricans who 

have been in the game for years.

“Puerto Rico is more competitive as 

a consequence of learning to transform 

itself from a US supplier to a global sup-

plier, especially given the importance of 

the rise of emerging markets,” explains 

Ileana Quiñones, president and general 

manager at iPR-AstraZeneca. As these 

emerging markets tend to offer cheap-

er high-quality labor, the name of the 

game in Puerto Rico has been learning 

to demonstrate that the quality of manu-

facturers located on the island truly is 

one of the best worldwide, as a US ju-

risdiction following FDA regulations. 

Consequently, Puerto Rico has become 

a manufacturing hub for global exports, 

rather than simply focused on the US 

as it had in past decades. “Here at iPR-

AstraZeneca,” Quiñones remarks, “we 

have been developing expertise to work 

with different regulatory agencies, mar-

kets, and other stakeholders throughout 

the globe.”

“We have a top notch labor force—

hard workers, dedicated, committed and intelligent—and 

that is Puerto Rico’s number one asset in the manufac-

turing sector. It continues to be one of the main reasons 

companies continue operating locally and are drawn to 

the island,” says Yanira Torrellas, presidentof local firm 

Quality Consulting Group. “The industry relies on the 

knowledge and experience of its people, and with our 

geographic location and US territory status, Puerto Rico 

John O’Hara, general manager of Janssen 

Ortho Puerto Rico and head of the John-

son and Johnson (J&J) campus in Puerto 

Rico, discusses the latest advances of the 

affiliate as a leading manufacturer on the 

island.

What are the origins of Janssen’s manu-

facturing operations in Puerto Rico?

Janssen Ortho started in Gurabo in 

1981 as a small molecule facility, or in 

other words, a facility that made APIs 

to be used in oral solid dosage tablets 

in J&J. Today, we are one of two launching sites for oral 

solid dosage for Janssen Supply Chain, which is our phar-

ma division of J&J.

In the last few years, J&J’s portfolio has delivered key prod-

ucts like Prezista for HIV, Xarelto for deep vein thrombosis, 

the Cana family (Invokana and Invokamet), an SGLT2 inhibi-

tor used for type-2 diabetes. Most recently in the Prezista 

family, Janssen launched Prezcobix; as most HIV patients 

take a cocktail of drugs; this really works towards reducing 

the tablet load for a patient.

How do you convince top management to invest in Puerto 

Rico compared to other sites?

The world is flat; we do not have the laws in Puerto Rico 

that give us particular exemptions. Having said that, there 

are things we can do to help our position when I’m hav-

ing those discussions. 18 months ago we implemented a 

foreign trade zone here. Ideas like that will provide us a 

better position when we are at that table. As an example, 

we have increased our workforce from 700 three years 

ago to almost 1000 today. I am also having conversations 

about where to put new products not only in terms of how 

we can be competitive but the fact that I have access to 

great people, be it engineers, technicians, QC analysts, 

QC managers or supervisors. We have a new lyophiliza-

tion facility to make finished Remicade, which is the first 

such facility in the Americas in part due to our great ac-

cess to talent.

Do you feel there is a re-energizing of Puerto Rico to bring 

the country back to its former capacity?

We are one of two launching sites; we earn that right to 

be competitive every day. It is not only about being safe 

and compliant, but about local and global competitive-

ness. Companies operate here not just because of Puerto 

Rico’s tax structure, but because of the infrastructure 

and talent that they can develop, and the innovation that 

they can perform within their sites. This puts individual 

companies in a competitive advantage over other jurisdic-

tions. The government will be part of the equation, so on 

the other side you have to bring all these elements to the 

table in order to fulfil every manufacturing necessity. That 

has positioned Janssen as a world-class manufacturer 

and launching site.

Janssen: Manufacturing Goliath

John O’Hara, 

general manager, 

Janssen Ortho 

Puerto Rico

Ileana Quiñones, 

president and 

general manager, 

iPR-AstraZeneca

Yanira Torrellas, 

president, Quality 

Consulting Group
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becomes very im-

portant. Puerto 

Rico’s life science 

industry is gov-

erned by the FDA, 

so you can manage 

products in Ireland 

and Singapore but 

cannot necessarily 

export them to all 

US territories like 

this country can. 

That differentiation allows us to 

continue being competitive.”

Torrellas says that while other 

parts of the world offer competitive 

manufacturing of pharmaceuticals 

and medical devices, Puerto Rico 

does it better. “Companies in other 

regions know how to manufacture, 

but doing it according to the FDA 

is markedly different. Puerto Rico 

has investigators that came from lo-

cal plants who know and are used 

to working in manufacturing. Those 

investigators may have higher expec-

tations compared to investigators in 

other parts of the world. They have 

probably not been exposed to that 

experience even though the regula-

tions are the same. We know that in 

this kind of industry there are some 

practices, while not written down, 

that are the expectations of the FDA 

(cGMP). This attention to detail is 

part of many Puerto Ricans’ DNA in 

terms of expertise.”

NO CHOICE BUT  

TO BE THE BEST

“Due to the concentration of life sci-

ence companies in Puerto Rico, the 

office of the FDA is very aggressive 

in their enforcement here,” says Os-

valdo Carlo, president of ReComS. 

“Compared with other jurisdictions 

with a limited number of pharmaceu-

tical and medical device companies, 

in terms of geographical area and 

population, Puerto Rico has substan-

tial presence from the federal gov-

ernment. The government engages in 

monthly enforcement actions, inspec-Edwards Lifesciences facility in Añasco

Osvaldo Carlo, 

president, 

ReComS

W. www.biopharma-pr.com

M. info@biopharma-pr.com 

P. + 1 (787) 917-8780

Visual Inspection process development (vials, syringes, 

cartridges, plastic containers)

Standards preparation for visual inspection

Visual inspection training center  (vials, syringes, cartridges)

Manual inspection holding tools  (vials, syringes, cartridges)
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Project management

SOLVING 
YOUR NEEDS!



HEALTHCARE & LIFE SCIENCES REVIEW PUERTO RICOSPECIAL SPONSORED SECTION

PHARMABOARDROOM.COM I  JANUARY 2016   S14

tions or auditing of many companies 

in Puerto Rico. This makes sense 

given that Puerto Rico produces such 

a large amount of drugs and devices 

that are shipped to the US and other 

jurisdictions.” Beyond that, Puerto 

Rico serves as a convenient gateway 

for Latin American healthcare com-

panies looking to bring their prod-

ucts to the US, for which ReComS 

provides ample expertise.

Carlo recognizes that there’s no such 

thing as a small investigation in Puerto 

Rico. “Comparing Puerto Rico with 

other US jurisdictions, we have to be at 

the top in terms of compliance. Locally, 

Puerto Rico has developed formidable 

expertise. When you have a large con-

centration of companies as is the case 

in Puerto Rico, even a couple of cases 

have national impact. An investigation 

initiated by the FDA would impact a 

product that is distributed all around 

the US.”

“Puerto Rico has been one of the 

biggest hubs of pharmaceutical manu-

facturing for the last 40 years,” says 

Enrique Alejandro, director and team 

“Puerto Rico has developed a very 

strong ecosystem to support this in-

dustry, of which we are part,” say 

Elizabeth Plaza and Victor Sánchez, 

founder & chairwoman of the board 

and president & CEO of local service 

provider Pharma-Bio Serv. “Every nec-

essary component that might be part 

of what any company needs is easily 

accessible here. That makes Puerto 

Rico a very strong place to come, es-

tablish operations and be successful 

for many years.”

As a company, Pharma-Bio Serv is 

the perhaps the most well-known exam-

ple of the Puerto Rican success story. 

Founded in 1993, Plaza established 

the company in Puerto Rico following a 

career in the pharmaceutical industry. 

“The opportunities in manufacturing 

were so huge at the time that found-

ing a company was the best option, 

and Pharma-Bio Serv has expanded ex-

ponentially ever since,” she says. The 

company’s evolution parallels many 

dynamic changes that have occurred 

in the industry as a whole, and today 

Pharma-Bio Serv offers a wide variety 

of services, including technology trans-

fer, process validation, quality systems, 

regulatory compliance, and manage-

ment of projects from engineering 

through commissioning and qualifica-

tion. The company now has offices in the 

US, Spain, Ireland, and most recently  

Brazil, and is increasingly recognized 

as a key consultant on a variety of  

issues.

Pharma-Bio Serv, among other com-

panies in Puerto Rico, offer tremen-

dous potential for companies abroad. 

“When I visit other countries and I 

speak about regulation requirements, 

I realize how much we can contribute,” 

says Plaza. “Regulations are a learn-

ing process that Puerto Rico has al-

ready undergone. That knowledge for 

manufacturing is our major asset and 

competitive advantage. The Puerto Ri-

can pharmaceutical, biotech and medi-

cal device industry professionals are 

well-versed in what it takes to produce 

quality products.”

Pharma-Bio Serv: A Model To Follow

Elizabeth Plaza, founder & 

chairwoman of the board, and 

Victor Sánchez, president & CEO, 

Pharma-Bio Serv
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leader finance at Pfizer Puerto Rico. 

“Therefore there is a strong culture of 

compliance spanning two generations. 

Through training and development, 

we have worked that culture into our 

facilities, so everyone understands 

why quality and compliance are so 

important to our patients. We need to 

keep building on this to maintain it as 

one of our strengths.” 

Alejandro articulates that a number 

of facilities have many second generation 

colleagues. “They are the children of em-

ployees who worked in the industry in the 

early nineties and saw economic growth 

and social development in their communi-

ties as a result of their jobs,” he remarks. 

“The pharmaceutical industry has 

a significant impact on the economy 

of Puerto Rico in terms of export and 

employment,” continues Alejandro. 

“Major consolidations bring with them 

network rationalizations, and that has 

impact on the number of jobs in the 

island. However, if the consolidations 

provide stability for the plants that 

remain and these maintain strategic 

roles that are bigger than before, that 

is good for Puerto Rico.”

SUPPORT FOR  

LIFE SCIENCE IS  

BROUGHT TO YOU BY…

It’s not just the Puerto Rican multi-

national life science companies that 

impress. “We carry this enormous 

sense of pride,” explains José Rullán, 

president of local automation solu-

tions provider Invision Engineering, 

which specializes in efficacy and pro-

ductivity. “We want to keep the phar-

maceutical industry alive in Puerto 

Rico. We still want to be competitive 

worldwide. While Ireland and Singa-

pore used our model to develop their 

own very successful models, we still 

pride ourselves on having most of the 

key medicines and pharmaceuticals 

in the world manufactured here.”

The reliance of the industry on 

this ecosystem of service providers 

is paramount. Gustavo Hermida, 

president of local construction com-

pany CIC Construction Group ex-

plains: “As a general contractor, CIC 

provides the infrastructure for the 

life science sectors in the construc-

tion industry. Life science companies 

need the infrastructure built so they 

can produce their pharmaceuticals, 

biotechnology or medical devices,” 

he says. “As a service provider of in-

frastructure, it is critical to gain the 

confidence of the industry, to show 

that you can provide the quality,  

From left: Enrique Alejandro, director/

team leader finance, Pfizer Puerto 

Rico; José Rullán, president, Invision 

Engineering

Our Customers.

Our People.

Our Passion for Quality.

Our Community.

Our Caring for the World, One Person at a Time.
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performance and safety that they are 

looking for, at a competitive price.” 

The company is the largest of its kind 

in Puerto Rico servicing the pharma-

ceutical, biotechnology, manufactur-

ing and medical devices industry, and 

is the third largest general contractor 

in Puerto Rico. It is precisely this at-

tention to the relationship between 

manufacturers and their service pro-

viders that has allowed companies 

like CIC to thrive.

M&N Electronics, for example, 

which distributes industrial doors for 

the life sciences industry such as clean-

room and stainless steel doors, dis-

tributes worldwide while controlling 

60 percent of the Puerto Rican market 

share. Their clients include many fa-

miliar names, including Pfizer, BMS, 

Amgen, J&J, Medtronic, Novartis, 

Actavis/Allergan and Baxter.

“Door installations are very criti-

cal here because of the nature of 

pharmaceutical production in Puer-

to Rico. Not everyone has access to 

such hi-tech doors,” says Manuel De 

La Cruz, the company’s president. 

M&N Electronics has grown or-

ganically: “We started in my father’s 

house with two technicians and now 

have 45 employees in our facility and 

service Puerto Rico, the Dominican 

Republic, St. Thomas and St. Croix.”

TO THE CARIBBEAN  

AND BEYOND

Countless service providers to the life 

sciences industry of Puerto Rico are 

expanding their services to nearby 

countries in the Caribbean, Latin 

America and the US.

 “To continue growing we must 

expand outside Puerto Rico, particu-

larly to the mainland US, which is a 

major point for us right now,” says 

CIC Construction Group’s Hermida. 

“We are in the process of obtaining 

the license to operate in North Caro-

lina, and we are planning to open an 

office there early in 2016.”

“Companies have to be able to ap-

peal to multinationals’ investments 

by strengthening their core compe-

tencies and outshining their compe-

tition on a global scale,” explains 

Andy Vivoni, business development 

manager for local contract steriliza-

tion company Steri-Tech. “In today’s 

game, the geographic barriers that 

existed in the past which restricted 

companies from transferring their op-

erations are not present. Companies 

are now working on a multinational 

scale, outsourcing their operations 

From left: Gustavo Hermida, president, 

CIC Construction Group; Manuel De La 

Cruz, president, M&N Electronics
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to obtain the best cost-savings without 

sacrificing quality. Specialization has 

helped accelerate this trend, but the key 

element for us is differentiation. We 

have the basic infrastructure the indus-

try needs but we have to offer the added 

value these companies desire.”

Steri-Tech is no stranger to working 

on this multinational scale. The com-

pany intends to outsource some of the 

products it currently resells from Asia 

and Latin America; “this would bring 

significant cost savings, compared to 

buying from secondhand suppliers in the US,” comments 

Vivoni. “Eventually we can start branding our own prod-

ucts like our competitors do. The goal is to increase sales 

by penetrating new markets, both stateside and Latin 

America, where we see an increase in pharmaceutical and 

biotechnology activity, while decreasing purchasing costs, 

which translates into income.”

“Exporting services to other life science hubs will encourage 

our service sector to grow while creating new markets for Puerto 

Rico. Working with academia to develop future professionals is 

also a great way of promoting growth,” says Omar Muñiz, presi-

dent of ShareTech Group, a local engineering, architecture, en-

vironmental consulting, and construction program management 

firm. The company also aims to target Puerto Rico’s competitors 

in Ireland and Singapore. “It is fascinating to see how modern 

day information technology and globalization can facilitate and 

connect us, service providers, to our multinational clients’ world-

wide networks,” remarks Muñiz.

International expansion offers sizable opportunities 

for Puerto Rican companies. However, this must not be 

Puerto Rico is specialized in four out of five bioscience in-

dustry subsectors in the US, a feat shared only with New 

Jersey.

» Bioscience-related distribution

» Drugs and pharmaceuticals

» Medical devices and equipment

» Research, testing and medical labs

Source: Battelle/BIO State Bioscience Jobs, Investments and Innova-

tion 2014 Report
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Andy Vivoni, 
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development 

manager, Steri-

Tech
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done in isolation. “Puerto Ricans 

should not think of their business as 

just part of an island; that is small 

thinking. We can broaden our collec-

tive mindsets,” remarks Yoel Rivera, 

president of local packaging compa-

ny Ultimate Solutions Corp. “But for 

some reason, we have been taught to 

work for other people and make their 

processes better rather than bring-

ing our own systems and make them 

globally scalable. It is a mindset that 

must change in Puerto 

Rico.” Rivera points out 

that some companies 

are trying to adopt this 

mindset, but that it must 

be developed much more 

in order to succeed. “We 

have great universities 

and key opinion leaders 

making great investiga-

tions, but for some rea-

son we are just thinking 

about staying here locally,” Rivera 

continues. “That is not how we can 

create a global business. I would like 

others to realize that they can dream 

about being more global; we have 

been doing this for 60 years. R&D 

in global companies brings us their 

processes and we improve them. The 

change needs to be that we create 

those processes or be part of them to 

make sure we are owners of that tech-

nology and those patents.”

“Every company has its own stra-

tegic plan but we in Puerto Rico 

should be seen as a world-class ex-

porter of these services,” says Edgar 

Torres, president of Escalate Sciences, 

a Puerto Rican specialized science-

based consulting firm focused on 

R&D, tech transfer, process design & 

improvement, analytical development 

and characterization. “Most people 

know that consulting companies ex-

port qualification and validation, but 

with resources specialized in packag-

ing, R&D, and many other areas in 

Puerto Rico, there will continue to 

be room for international growth. 

We have adapted to many needs in 

R&D; we can bring the right consult-

ing resources with the right expertise 

to service different regions’ specific 

needs.”

“Companies have learned that 

they need to be very selective in their 

supply chain about who is supplying 

From left: Edgar Torres, president, Escalate Sciences; 

Omar Muñiz, president, ShareTech Group; Yoel Rivera, 

president, Ultimate Solutions Corp
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By square mile, Puerto Rico has more post-secondary institutions than any-

where in the world. This concentration has led to the development of a 

number of college and university programs which produce world-class talent 

for the territory’s life sciences industry.

From the manufacturing perspective, one of the leading 

institutes in Puerto Rico is the College of Engineering 

at the University of Puerto Rico (UPR) in Mayagüez. “We 

are consistently the number one producer of Hispanic 

engineers in the US, according to the American Society 

for Engineering Education,” says Agustín Rullán, the Col-

lege’s dean. “Every year around 600 engineers from dif-

ferent levels graduate. And with our research projects, 

we have also increased the number of collaborations 

with other universities.” Among the College’s many pro-

grams, the institution has created a multi-disciplinary 

graduate program in bio-engineering involving all engi-

neering departments that impact the pharmaceutical, 

medical device and healthcare industries in Puerto Rico. Rullán aims to have 

20 students within the next couple of years.

“We have a lot of top-notch projects across various dis-

ciplines which have the potential to be patented and go 

global,” notes John Fernández van Cleve, chancellor of UPR 

Mayagüez. “For example, we developed new technology to 

quickly test for several diseases which will have significant 

impact worldwide. Software engineering is another good 

example; there are a lot of patentable ideas that can be 

developed in relation to applications and programs. At UPR 

Mayagüez we have the CRD (Research and Development 

Center) and we receive USD 20 million a year from various 

sources for numerous research projects. We believe that if 

we get those marketable patents it will be of high-impact 

nationally and internationally and we may also be able to sell the patent.

The Center for Pharmaceutical Engineering and Learning 

(CPEDaL), a training and research center established in 

2006 at UPR Mayagüez, is also supporting. “We have 

projects with Janssen, BMS and Lilly, among others,” 

says director Carlos Velazquez. “The success stories are 

the interactions with these companies. Furthermore, we 

have established a continuous manufacturing room here 

which can be used by those companies for experiments 

or projects. CPEDaL has managed to integrate research, 

education and services for the industry and facilitate inter-

communication and collaboration between the three. This 

has driven us to focus on process control. This research 

could be a great asset not just for the pharmaceutical industry but many others 

as well.”

BACK TO SCHOOL

Agustín Rullán, 

dean of the 

College of 

Engineering, UPR 

Mayagüez

Carlos Velazquez, 

director, CPEDaL

John Fernández 

van Cleve, 
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Mayagüez
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services and prod-

ucts,” says Francisco 

García, the newly 

appointed executive 

director of PRMA. 

“Companies to-

day have a lot more 

evaluation in their 

processes. That is an 

opportunity because 

many companies 

here have operations 

in other parts of the world so they are recommending 

suppliers here outside of Puerto Rico. Those companies 

can start exporting their services. That is a win-win situ-

ation; the clusters and their supply chains become very 

meaningful. The stronger the cluster, the stronger the in-

teractions of the supply chain, the more experience you 

have internationally, and the better service you can get 

here.”

Frankie Chévere, executive director of the Puerto Rico 

Trade and Export Company (CCE), has been working to 

help merchants and small businesses become more com-

petitive and foster an export culture. 

From left: Francisco García, executive 

director, PRMA; Frankie Chévere, 

executive director, Puerto Rico Trade 

& Export Company

Puerto Rico was ranked 32nd out of 144 countries in the 

WEF’s “Global Competitive Index 2014–2015”

Talents Component

“Higher education and Training”                   27 / 144

“Availability of Scientist and Engineers”         6 / 144

“Production Process Sophistication”            10 / 144

Infrastructure Component

Highways                                                      29 / 144

Seaports                                                       22 / 144

Air Transport                                                25 / 144

Innovation component

Capacity for innovation 20 / 144

Quality of scientific research institutions      35 / 144

Technological readiness

Availability of latest technologies     20 / 144

Firm-level technology absorption     18 / 144

FDI and technology transfer      16 / 144

Source: World Economic Forum

World Economic Forum Global Competitiveness 

Report 2014-2015 (Puerto Rico ranking)
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The first law that Governor Alejan-

dro García Padilla’s signed in 2013 was 

the “Jobs Now Act” (Law 1), in which 

CCE played a pivotal role. “This law 

created a scheme of short-term incen-

tives for companies to create jobs in 

Puerto Rico through tax exemptions, 

salary subsidies, and energy credits,” 

Chévere says. “It aimed to give prefer-

ential treatment through those incen-

tives to SMEs. Big companies, both 

local and foreign, also benefited. The 

new jobs in the health industry were in 

new diagnostic centers, services for the 

elderly, small pharmacies, and medi-

cal offices, all of which benefited from 

these incentives.”

NEW BEGINNINGS

SMEs are making leaps and bounds, 

and new startups are still emerging in 

Puerto Rico. “We are starting to see a 

wave of new entrepreneurs and there 

are many entities in the ecosystem that 

are supporting entrepreneurship,” 

continues PRMA’s García. “It is be-

ing taught not only at the high school 

Edgar Rodriguez serves as DHL’s area 

operations manager for Puerto Rico 

and the US Virgin Islands. When it 

comes to logistics and transportation, 

he explains why Puerto Rico is an im-

portant regional hub not only for the 

life sciences but for industrial sectors 

in general. 

What do you perceive to be the main 

focuses for DHL in the region? 

My area of focus is Puerto Rico, the US 

Virgin Islands and being a gateway for 

the Caribbean. I need to make sure ev-

eryone receives their packages on time to offload and con-

tinue logistics until the final destination for our customers. 

Puerto Rico is closely positioned to manage other islands 

in the region like the Dominican Republic, St Maarten, or 

Dominica; but Puerto Rico and the Virgin Islands remain as 

the first station for Caribbean connections.

What characteristics of Puerto Rico make it a convenient 

hub for the Caribbean?

Puerto Rico is the main island that controls distri-

bution around the entire region. We have better re-

sources and services in terms of distributing on-time 

based on geography. Other than the Caribbean, I can 

say that some parts of Central and South America 

are also important. But our main bridge from the US 

into the smaller islands is Puerto Rico. It has the best 

airports, resources, infrastructure, and it is right in 

the center of the Caribbean, which makes it easier 

to build distribution for northbound and southbound 

deliveries. With Puerto Rico centralized as a gateway 

for the entire Caribbean, you can move the local busi-

ness to the next level because you can expand ser-

vices that contribute to employment in Puerto Rico. 

By building a strong strategy for local service, we can 

look at Puerto Rico servicing other countries outside 

of the Caribbean.

Circumnavigation Of The Caribbean Nucleus

Edgar Rodriguez, 

area operations 

manager Puerto 

RIco & US Virgin 

Islands, DHL
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level but also at universities, making 

students aware that there is an op-

portunity to start your own company 

and that there is learning required for 

entrepreneurship.” García acknowl-

edges that Puerto Rico is becoming 

more sophisticated in that regard, and 

industry professionals are applying 

their experience to the life sciences 

cluster inside and outside Puerto Rico. 

“There is a large ecosystem trying to 

help people learn how to export, work 

outside Puerto Rico and how to man-

age that work,” he says.

Take Biopharma Consulting Ser-

vices (BCS) for example, which was 

founded in 2010 by John Taboas, an 

entrepreneur with expertise in vali-

dation. “A couple of years ago, we 

identified visual inspection as a sector 

in which other competitors were not 

paying attention,” Taboas remarks. 

“BCS has managed to create expertise 

in that area. We have been working in 

projects on vision inspection in the US 

and Puerto Rico, including manual, 

semi-auto, and automated. We have 

FDA commitments related to vision 

inspections, new processes for new fa-

cilities that are already Pre-Approval 

Inspection (PAI)-approved.”

“Through our years of experience 

on highly regulated environments 

such as Consent Decrees and con-

stantly being watched by agencies, we 

have the expertise to provide excel-

lent results in implementing and sus-

taining appropriate quality systems,” 

Taboas says. “This is important both 

for keeping a high standard of manu-

facturing on the island and for emerg-

ing markets such as Latin America.”

Also founded in 2010, N&CS Con-

sulting Group, headed by president 

Néstor Cardona, specializes in per-

forming validation GAP assessments 

to determine if life science companies’ 

current processes and equipment are 

GMP-compliant. Cardona, an expert 

in computer systems validation, start-

ed the company as its sole employee. 

“We are now celebrating our fifth an-

niversary in 2015 and we are handling 

projects of about USD 5-6 million per 

year,” he says. “We perform GAP as-

sessments and recommend feasible so-

lutions to the industry to improve their 

manufacturing processes. Our reputa-

tion has quickly grown throughout the 

country.”

From left: John Taboas, president, 

Biopharma Consulting Services;  

Néstor Cardona, president, N&CS 

Consulting Group
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BI-CULTURAL SKILL SETS

At first glance, with only 800 students, Ponce Health Sci-

ences University (PHSU) may seem like just another medi-

cal school in Puerto Rico. But upon closer inspection, one 

realizes that this university is a breeding ground for a new 

type of doctor altogether, one that is ready to cope with the 

changing dynamics of the US healthcare system.

Leading the charge is David Lenihan, CEO of PHSU. 

“North America is facing a cultural deficit in healthcare, 

and our unique health disparity research is a real asset for 

the US,” he says. “Despite the rapid increase in the Latino 

population, there is actually a decline per hundred thou-

sand of Latino doctors. Such a decline affects not only the 

patient–doctor clinical reality but how a given disorder or 

disease is investigated.” Given that many diseases can be 

specific to certain genotypes and cultures, the research be-

ing done at PHSU is truly groundbreaking.

Take cancer for example. According to Kenira Thomp-

son, president of the Ponce Research Institute, genetic 

ancestry studies have identified that breast cancer predis-

position for Puerto Rican women is different from that of 

North American women of other ancestries. “Our Cancer 

Biology Division has spent many years identifying the ge-

netic markers specific to Puerto Rican breast and skin can-

cer predisposition compared to other Hispanic and global 

populations,” Thompson remarks. “We have also identified 

low DNA repair capacity as an important risk for breast 

cancer in Puerto Rican women. Our current research sits at 

the forefront of precision medicine, which requires epide-

miological, demographic, and genetic information to make 

the best therapeutic decision for each individual patient. 

These targeted treatments for specific populations are ex-

tremely important for patient outcomes and for reducing 

costs.”

PHSU’s groundbreaking work goes far beyond the re-

search, however. The school is actively dedicating its cur-

riculum to what Lenihan describes as “bicultural skill 

sets”, which are particularly important in Puerto Rico, the 

number one supplier of Latino doctors to the US. “Medical 

treatment for most patients tends to be the same, but the cul-

tural handling of the patient – whom you talk to, physical 

contact with the patient, etc. – can be very different based 

on the patient’s background,” explains Lenihan. “PHSU 

produces doctors in Puerto Rico with the necessary levels of 

cultural competency to effectively manage this kind of situ-

ation, whereas the majority of US-trained doctors lack this 

skill.” These skills, which Lenihan views as a unique value 

 proposition, will become necessary as the demographics of 

many states in the center of the US start to see an influx of 

Latinos, while the number of actual Latino doctors in these 

states remains negligible.

Lenihan, Thompson 

and the PHSU team 

hope to replicate this 

method of teaching in 

the US. “I hope to qua-

druple our research 

and to have interacted 

with at least ten health 

systems across the 

US during my tenure 

here,” says Lenihan. 

“These interactions with non-Puerto Rican health systems 

will contribute to a database on patients, in turn allow-

ing us to apply for more basic science and clinical research 

grants that will provide a significant number of ROIs for 

Puerto Rico. I want medical students from other schools to 

come here to receive training that they would not receive in 

their home states.”

“The US needs this, and we can be number one in this 

niche,” he concludes. “Puerto Rico is the answer to many 

healthcare problems in the US. If managed correctly, this 

could bring Puerto Rico out of its economic crisis.”

David Lenihan, CEO, PHSU, and 

Kenira Thompson, president, Ponce 

Research Institute

Inside iPR-AstraZeneca’s facility in Canóvanas
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“There is a cap on our 

Medicare funds which, 

in 2018, may amount 

to USD 500 million be-

cause although Puerto 

Ricans contribute the 

same amount to the 

system as Americans, 

they do not pay federal 

taxes. A coalition of the 

key stakeholders such 

as hospital associations, 

insurance companies, doctors’ associations 

and the government have to lobby intensely 

for the cap to be withdrawn and so that there 

are no cuts to the Medicare funds. On the 

one hand, we will have to negotiate with the 

US Department of Health and Congress to 

have the cap eliminated. On the other hand, 

we must strive to create a better health sys-

tem which has a greater focus on prevention 

through health education whilst also being 

more fi nancially effi cient.” – Ana Ríus, Secre-

tary of Health of Puerto Rico

“In 2011, we used to 

receive about USD 6 bil-

lion a year in Medicare 

Advantage (MA) funding. 

We are now down to USD 

5 billion, and that fund-

ing is also for a larger 

population base. ACA 

mandated that 85 cents 

on the dollar has to go to patient medical 

costs. However, when Puerto Rico loses a 

billion dollars in funding a year, this equates 

to USD 850 million less that has to be paid 

to the medical community, in addition to the 

health plans having to cut USD 150 million 

to offset the USD 1 billion in revenue cuts. 

These cuts put tremendous pressure on the 

health care system. Half of the money in the 

Puerto Rican healthcare system is funded 

through this USD 5 billion MA fi gure, but 

there is only so much you can cut back on.” 

– Jim O’Drobinak, CEO of MCS

“With USD 1 billion cut, 

MA plans will reduce 

their free schedules. 

There is no way they 

will be able to sustain 

their businesses pay-

ing the same as they 

are paying now for 

their providers. Quest 

must continue being 

competitive and careful 

about how we manage 

the operation from a cost perspective. We 

have to do more with less money and our 

clients will be even more sensitive to price 

increases. One of our biggest segments of 

business is reference to local labs. The af-

fi liate provides services to over 600 mom-

and-pop labs twice daily across Puerto Rico. 

In order for them to be able to survive in 

the business with a reduced free schedule, 

they will need better pricing from us. For 

that to happen, we need to economize what 

we do as an operation. We will also need 

to do better in procurement with suppliers, 

so that we obtain the best deals possible, 

which will also have an effect on the econ-

omy. Like a domino effect, we will ask for 

better deals and volume consolidation will 

also happen.” – Hari Sabnani, managing 

director Puerto Rico & Caribbean Region, 

Quest Diagnostics

“Governor García Pa-

dilla has created a 

Healthcare Coalition 

to appeal to the fed-

eral government for a 

fairer allocation of the 

Medicaid and Medicare 

funds. The coalition 

represents a group 

of patient advocates, 

doctors, hospitals, in-

surers, activists, labor unions and business 

leaders who have joined forces to call on 

Washington to end the appalling injustice of 

healthcare funding in Puerto Rico.” – Ricardo 

Rivera, executive director of the Puerto Rico 

Health Insurance Administration (ASES)

Healthcare Spotlight

Ana Ríus, 

Secretary 

of Health of 

Puerto Rico

Jim O’Drobinak, 

CEO, MCS

Ricardo Rivera, 

executive 

director, ASES

Hari Sabnani, 

managing director 

Puerto Rico and 

Caribbean region, 

Quest Diagnostics



HEALTHCARE & LIFE SCIENCES REVIEW PUERTO RICOSPECIAL SPONSORED SECTION

PHARMABOARDROOM.COM I JANUARY 2016   S28

BEYOND REGULAR TOURISM 

As healthcare costs are on average 

40 percent cheaper in Puerto Rico com-

pared to the mainland US, the island of-

fers plenty of opportunities for treating 

patients from the US as well as patients 

in the Caribbean. Puerto Rico’s health-

care infrastructure is the best among its 

neighbors. Between 15,000 and 20,000 

patients visit Puerto Rico every year and 

spend on average USD 10,000 in medi-

cal costs. Puerto Rico’s newly established 

Medical Tourism Corporation aims to 

increase that figure in the coming years.

“Many people come to Puerto Rico 

for complex surgeries, such as open 

heart, orthopedics, dental, or plastic sur-

geries,” says José Luis Rodríguez, CEO 

of Hospital Pavia’s Santurce division. 

“We believe we can attract patients be-

cause we speak their language and have 

the same judiciary system, and these 

characteristics can give peace of mind 

for the patients. It is much better than 

going to another country.” Metro Pa-

via, which has been operating one of the 

largest hospital networks in Puerto Rico 

and the Virgin Islands for 20 years, runs 

12 different hospitals, each with its own 

specialty; such as the Santurce branch, 

which has expertise in cardiovascular 

treatments. “Besides medical tourism we 

are also providing emergency services for 

those in need in other countries,” con-

tinues Rodríguez. “The government of 

Puerto Rico is betting on that and build-

ing more facilities for these patients.”

MADE IN PUERTO RICO

“Industry is not a collection of ma-

chines and tools and buildings. It is a 

social entity that has the responsibility 

of realizing the happiness of those who 

work in it,” said Luis A. Ferré, Third 

Governor of Puerto Rico in May 1962. 

Despite the economic situation, the 

strength of Puerto Rico’s manufactur-

ing sector in life sciences and beyond 

will play a critical 

role at this point 

of the island’s de-

velopment. “This 

country has real-

ized that it cannot 

continue to de-

pend on others,” 

declares PRMA’s 

Carlos Rivera. “It 

is our charter to 

grow our country, 

and therefore we must be present in ev-

ery aspect of promoting Puerto Rico. 

Puerto Rico has been in a recession for 

seven years, with negative growth. We 

need to do something about it on as 

many fronts as possible: working with 

Washington, working on exports, gen-

erating new jobs, government buying in 

Puerto Rico, and generating more do-

mestic capital. Only Puerto Ricans can 

turn this country around. People have 

become conscious of this and everybody 

is fighting for it.” 

José Luis 

Rodríguez, CEO, 

Hospital Pavia 

Santurce



54

WWW.PHARMEXEC.COM

PHARMACEUTICAL EXECUTIVE JANUARY 2016Back Page

CASEY MCDONALD 

is Pharm Exec’s 

Senior Editor. He can 

be reached at 

cmcdonald@

advanstar.com

J
udging by the headlines, 

the industry has failed to 

cure cancer, Alzheimer’s, 

Parkinson’s, obesity, etc. 

Based on this data, from the pub-

lic’s point of view, big Pharma 

needs to rethink how it inno-

vates. But consecutive years with 

high water marks, at 41 NMEs 

and new therapeutic biological 

product approvals in 2014, and 

45 for 2015, suggests some level 

of innovative prowess. 

A look at the approvals from 

last year, and the special designa-

tions and expedited pathways 

granted by FDA en route to mar-

keting affi rmation, indicates that 

regulators and drug developers 

are communicating and cooper-

ating. More than half of the prod-

ucts, 24 of 45, received a special 

status and/or accelerated review, 

according to FDA’s approval 

press releases. Seventeen were 

granted orphan-drug designa-

tion, clearly delineating the rare 

disease incentive blueprint that 

the industry is following, while 

eight were deemed worthy of 

“breakthrough” therapy status. 

Eighteen made use of two or 

more of the agency’s special path-

ways and designations. An 

abridged look at 2015’s list below 

(highlighting 25 approvals) 

shows some of the drugs that 

made extensive use of FDA’s pro-

grams, and a few that did not. 

2015 FDA Drug Approvals
Cures remain elusive, but regulators and industry are building 
ties that bind

FDA Drug Approval Snapshot, 2015
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Savaysa, Daiichi Sankyo 1/8 anti-clotting

Cosentyx, Novartis 1/21 severe plaque psoriasis

Natpara, NPS 1/23 hypocalcemia ✔

Ibrance, Pfi zer 2/3 ER+/HER2-metastatic breast cancer ✔ ✔ ✔

Lenvima, Eisai 2/13 progressive, differentiated thyroid cancer ✔ ✔

Farydak, Novartis 2/23 multiple myeloma ✔ ✔

Avycaz, Forest 2/25 complicated intra-abdominal infections ✔ ✔

Cresemba, Astellas 3/6 invasive aspergillosis and mucormycosis ✔ ✔ ✔

Unituxin, United 3/10 pediatric patients with high-risk neuroblastoma ✔ ✔

Kybella, Kythera 4/29 moderate-to-severe fat below the chin

Viberzi, Forest 5/27 irritable bowel syndrome with diarrhea ✔

Orkambi, Vertex 7/2 cystic fi brosis ✔ ✔ ✔

Entresto, Novartis 7/7 heart failure ✔ ✔

Praluent, Sanofi 7/24 cholesterol lowering

Addyi, Sprout 8/18 hypoactive sexual desire disorder in premenopausal women

Repatha, Amgen 8/27 cholesterol lowering

Xuriden, Wellstat 9/4 hereditary orotic aciduria ✔ ✔

Praxbind, Boehringer Ingelheim 10/16 to reverse Pradaxa’s blood-thinning effects ✔

Strensiq, Alexion 10/23 perinatal, infantile, and juvenile-onset hypophosphatasia ✔ ✔ ✔

Cotellic, Genentech 11/10 advanced melanoma ✔ ✔

Tagrisso, AstraZeneca 11/13 advanced non-small cell lung cancer with EGFR mutation (T790M) ✔ ✔ ✔ ✔

Darzalex, Janssen 11/16 multiple myeloma ✔ ✔ ✔ ✔

Empliciti, Bristol-Myers Squibb 11/30 multiple myeloma ✔ ✔ ✔

Kanuma, Alexion 12/8 lysosomal acid lipase defi ciency ✔ ✔ ✔

Alecensa, Genentech 12/11 ALK-positive non-small cell lung cancer ✔ ✔ ✔ ✔



ItTakesAmerisourceBergen.com

Emerging markets offer new opportunities in research and 

development but come with unique challenges. Global 

logistics experts provide the knowledge in local customs that 

prevent delays, while a worldwide network of over 140 offi ces 

in more than 50 countries ensures that products reach clinical 

trial sites on time. Increasing supply chain efficiency takes 

seamless systems operations. It takes recognizing opportunity. 

It takes AmerisourceBergen.
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 How do you define a hero?
Someone who saves lives? 

Someone who conquers seemingly insurmountable challenges? 

How about your peers in the pharma and biotech industry? We think our 
industry is full of heroes who fight tirelessly for patients across the world.

Join the movement today by recognizing a hero you know:

www.PharmaHeroes.com
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