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OUTLOOK
With the Affordable Care Act set to go into effect on
January 1, 2014, the U.S. healthcare industry is in a
full-out sprint to transform. Hospitals, physicians,

and insurers will continue putting in place the
building blocks for handling new payment and
care models and the expected influx of newly in-
sured patients, according to The Camden Group’s
2013 annual Top 10 Trends in Healthcare. (Editors’
Note: see chart on next page.)

“With the countdown under way to the biggest
overhaul of U.S. healthcare since the enactment of
Medicare and Medicaid more than 50 years ago, it’s
do-or-die time for many institutions,” says Steven
Valentine, president of The Camden Group. “The
changes are painful for all concerned. But they must
adapt, while simultaneously operating under the
current system, or become increasingly irrelevant.”
{  For more information, visit 
TheCamdenGroup.com.

Clinical Services Market 

TO EXPERIENCE GROWTH
The world market for pharma clinical trial services
will be worth $30.6 billion in 2015, according to 
visiongain. Between 2011 and 2017, the global
market will grow with a high single-digit CAGR. De-
mand for late-phase trial services will drive growth
to 2023. 

Throughout the 10-year forecast period, late-
stage trials will account for the greatest proportion
of revenue for clinical research organizations. In the
first half of the forecast period, lifecycle manage-
ment strategies, demands from regulators for post-
marketing safety studies and pharmacoeconomic
data will drive growth in that industry.

Richard Lang, a pharmaceutical industry analyst
for visiongain, say, “In the last decade, demand for
outsourced clinical trial services grew rapidly as
pharma pipelines grew and trials became increas-
ingly large and complex.”
{  For more information, visit
visiongain.com.

Pharma is Moving toward
 Dedicated

MANAGED MARKETS FUNDING
Two-thirds of top 20 and top 50 companies allocate
a dedicated budget to their managed markets
teams, while at least half of small pharma and de-
vice companies do the same, according to a study
by Cutting Edge Information.

Companion Diagnostics Key to 

Personalized Medicines
TRENDING NOw: Companion diagnostics have captured the interest of many drug companies, 

but face a number of development hurdles.

ompanion diagnostics are central to

the creation of personalized medi-

cines, but face a number of hurdles

that could impede development, according to a

panel of leaders convened by the Tufts Center

for the Study of Drug Development. 

Still mostly in the early stages of develop-

ment, companion diagnostics tests that link to

a therapeutic medicine to help identify a popu-

lation of patients who are likely to respond to

the drug face a number of critical challenges,

the panel said. They include reluctance on the

part of investors to fund research, uncertainty

regarding reimbursement from insurers, and

questions about clinical and cost effectiveness

due to insufficient data on the value that com-

panion diagnostics deliver to patients.

“Despite these difficulties, interest in developing companion diagnostics remains

strong,” says Christopher-Paul Milne, director of research at Tufts CSDD. “That’s be-

cause drug companies recognize that companion diagnostics co-developed with a

therapeutic can increase the probability of winning regulatory approval for the drug.”

Other key points made at the panel discussion, include:

» Meeting high standards for U.S. regulatory approval of companion diagnostics will

help position developers for regulatory success outside the country, but the diversity

of diagnostics regulations, as well as lack of precedent for co-development else-

where, remain challenging.

» Drug developers that partner with a companion diagnostic company to co-develop

and commercialize a diagnostic need to account for the fact that the two partners

will have different business models based on different development platforms that

employ different technologies.

{  For more information, visit csdd.tufts.edu.
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Areas model launched in 2007, but he is pre-

siding over other major changes, from the relo-

cation of two major research teams from Palo

Alto, Calif., to building a strengthened scientif-

ic partnership with research colleagues in

Genentech.An ardent advocate for personalized health-

care, a focus that began during his leadership of

biological sciences and genetics at Glaxo-

Wellcome, Dr. Babiss has put personalized

healthcare high on the Roche agenda, starting

with early target selection across the company’s

pharma and diagnostics divisions. At the same

time, getting organizational alignment around

personalized healthcare and investing in first-

class science have been among some of the

biggest challenges Dr. Babiss has faced today.

Dr. Babiss is also the key point person on

using the Roche R&D Center in China as an

innovation model to find new ways to conduct

drug discovery, including a complete virtual-

ization of preclinical programs.

Truly innovative science is what it’s about

for Dr. Babiss, and he eschews the tendency in

the industry to overreact to the many chal-

lenges faced internally and externally by

reducing or redirecting drug discovery efforts.

A
thoughtful leader, Dr. Babiss’ calm

demeanor empowers people and engenders

confidence. He inspires focus and dedication

across a global research organization —
from

his research leadership team to the bench sci-

entists spread around the world across eight

research sites.
He is deeply supportive of his scientists

and says one of the most difficult tasks he ever

faced was telling some superb scientists that

there would not be a position for them in the

new GlaxoWellcome.

Dr. Babiss is often asked to speak at global

industry events, where he questions and chal-

lenges audiences to consider and explore alter-

native, innovative approaches to developing

medicines. His messages resonate because of

his conviction and his ability to cut through

the fog.A believer in science and education, Dr.

Babiss and his wife contribute to the growth

and success of the many universities they have

attended. He is particularly supportive of the

department of microbiology at Columbia Uni-

versity, seeking to help younger scientists pur-

sue their interests without financial barriers.�

ma research at Roche, Dr. Babiss is a leading-

edge thinker encouraging risk among the

company’s 2,900 scientists. He is excited by

emerging technologies and future platforms as

possible solutions to attrition-based pipelines,

stagnant development of small molecules, and

the limitation of large molecules.

Indeed, Dr. Babiss has been a major and

articulate champion of Roche’s entry into

exploring new therapeutic modalities, espe-

cially RNA-based therapeutics, as part of an

evolving research portfolio.

He has been instrumental in leading

Roche’s effort to build an RNA franchise, from

forming a major alliance with Alnylam
—

which included Roche’s acquisition of a lead-

ing siRNA research site in Kulmbach, Ger-

many —
to the acquisition of Mirus with its

focus on innovative nucleic acid-based tech-

nologies and an innovative RNAi delivery

platform.Change is part of Dr. Babiss’ mantra; not

only was he the first pharmaceutical research

leader of the company’s 2015 Disease Biology
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A consummate life-sciences

professional, Dr. Lee Babiss, Global

Head of Pharma Research at Roche,

is an insightful scientist with a love

for research and a passion for

patients.

Dr. Lee Babiss was the captain of his

Ultimate Frisbee team in college.
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The study, U.S. Managed Markets: Driving Com-
mercial Success through Outcomes-Based Reim-
bursement, found that brand teams and therapeu-
tic areas contribute to a high percentage of
managed markets teams’ activities, reflecting man-
aged markets teams’ commonly decentralized
structure, as well as the shift toward unifying mar-
keting and managed markets messages.
{  For more information, visit
cuttingedgeinfo.com.

More RX to OTC

SWITCHES EXPECTED
Rx to OTC switches continue to be a popular tactic
with pharmaceutical marketers and new OTC
drugs could be classified in coming years, accord-
ing to Kalorama Information. In fact, there is a $7.6
billion U.S. market for products with switched in-
gredients. The market for products with switched
ingredients has increased by 3.5% from $6.4 billion
in 2007. The allergy segment contributed the most
to growth due to the switch of Zyrtec in 2007 and
Allegra in 2011. Additionally, sales for Claritin re-
mained strong. The gastrointestinal and other
product categories also saw fast revenue growth. 
{  For more information, 
visit KaloramaInformation.com.

» Progress is a double-edged sword. Efforts to

reduce readmission rates and length-of-stay

are positioning providers for new payment

models but the resulting declines in volume

leave them with big gaps to fill.

» Mergers and acquisitions accelerate. Hospi-

tals and physician groups will rush to capture

scale, lower costs, and gain a greater portion

of the healthcare continuum. Health plans

will continue consolidating while also diversi-

fying into related businesses, from buying

medical groups to adding support services

for population health management. 

» Physicians (and primary care in particular) re-

main the dance partner of choice. As the

linchpin to treating across the continuum of

care, physicians will be wooed by hospitals

and medical groups through new arrange-

ments including patient-centered medical

homes, bundled payments, joint ventures,

and accountable care organizations.

» Government is a wild card. States and federal

government are searching for solutions to cope

with Medicaid and Medicare expansion, insur-

ance exchanges, government employee costs,

and infrastructure costs to manage the

changes.

» Investments rise despite poor financial outlook.

Healthcare operating expenses will continue to

outpace payment increases.

» IT will consume a greater portion of providers’

budgets. The right technology is essential for

operating in the new era of health reform, from

electronic medical records and computerized

physician order entry to data warehouses and

health information exchanges that will enable

population analytics and Web portals for pa-

tients and physicians.

» Employers keep up the pressure on providers,

health plans, and employees. With continuing

double-digit premium increases over recent

years, employers will continue to pass along

costs to employees, with high-deductible and

narrow network health benefit plans here to stay. 

Source: The Camden Group
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