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Payer Pressures, Market Access

WEIGH UPON LIFE-SCIENCES STRATEGY

4 Trending Now: Biotech, pharma, medical device managers find payer
pressures and utilization limits sway commercialization approach.

be viable for their patient populations,” says Dan
Malloy, executive VP of Quantia.“The challenge is

RUG MAKERS and medical device companies

are finding their biggest commercial challenges

coming from payers, surpassing hurdles posed by
regulators, declining access to healthcare providers, and
the move toward specialty drugs, according to a survey by
KPMG.

In fact, 47% of respondents described increasing payer
pressure on drug pricing and utilization as having the big-
gest effect on commercial operations. Only 8% expect no
significant changes in pricing and contracting for obtaining
medications over the next five years.

“Pressure is coming from every angle against the pharma-
ceutical industry, requiring a significant,integrated response,”says Alison Little, KPMG's Advisory
Life Sciences segment leader in the United States. “Life-sciences companies face increasingly
high demands from payers to prove the value of their products in terms of improved patient
outcomes and lower costs. This requires not only clinical and analytical rigor, but increased
focus on account management and strategy. This is a significant part of the commercial model
for the pharma, biotech, and medical device sectors, which need to evolve to compete in the
future.”

Beyond payer pressures, commercial operations are affected by a restrictive regulatory envi-
ronment (15%), the shift toward specialty medicines (12%), requirements for evidence-based
medicine (9%), and 8% of respondents mentioned value-based care or decreasing access to
healthcare providers.

The biggest shift in the allocation of commercial resources among life-sciences companies
during the next three years will be centered on pricing and market access, 33% of respondents
said in the survey. Healthcare provider detailing and wraparound services, such as disease
management and patient engagement programs, were the second and third largest shifts in
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resources projected by 17% of respondents.

Few Physicians Comfortable
Prescribing Biosimilars

About 94% of physician re-
spondents believe biosim-
ilars will provide value to
healthcare, according to a
new report by Quantia. But
only 17% of prescribing spe-
cialists report they would be
samaes Dan Malloy | very likely to prescribe bio-
similars to eligible patients. Their main concerns
include safety/efficacy, drug substitution regula-
tions,and accurate evaluation of when to prescribe
a biosimilar vs. branded therapy.
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Respondents cited value of biosimilars as
lower costs to patients/the health system (35%),
followed by greater patient access to therapies
(30%), and increased choice among prescribing
options (27%).

Specialty societies were prescribing special-
ists’ most trusted source of information about
biosimilars (25%), followed by peers (19%), and key
opinion leaders (18%). About 80% of prescribing
specialists say they would want to learn about bio-
similars through expert-led digital content.

“The survey findings confirm that many physi-
cians already recognize the potential clinical value
and cost savings that biosimilars represent, and
many are hopeful that these therapies will soon

offering the education and support, through the
appropriate channels, that will reach the physi-
cians who need it most and transform this general
awareness into action.”

Industry Poised for Risk-Based
Management Adoption

There is a significant movement forward in the in-
dustry toward active risk-based monitoring (RBM)
adoption with 76% of the organizations reporting
that they are either already executing RBM studies
(45%) or planning to initiate RBM studies during
this year (31%), according to a survey by Omni-
Comm Systems.

The survey further elucidated differences in
RBM adoption between CROs and sponsors. In fact,
33% of CROs have already initiated RBM studies
compared with 53% of sponsors.

“These results reflect what we have assessed
to be a key challenge for organizations moving
forward,” says Steve Young, senior director of trans-
formation services, OmniComm Systems. “There
has been a significant volume of RBM methodol-
ogy guidance and advice emerging over the past
couple of years, following the regulatory papers
issued by FDA and EMA.”

Comparative Effectiveness Research
Managed by Dedicated Groups

The strained healthcare
system and an increasingly
crowded marketplace make
comparative effectiveness re-
search (CER) more important
than ever for the life-sciences
industry. According to Cut-
ting Edge Information, 50%
of surveyed companies at the global level have
instituted dedicated health economics and out-
comes research groups to coordinate and support
these activities. Medical affairs teams are respon-
sible for CER management at 33% of surveyed
global level groups and market access is the re-
sponsible party at 17%. Dedicated country-level
groups are slightly less common (43%).

“Comparative effectiveness activities present a
unique challenge for pharmaceutical and medical
device companies, regardless of the responsible
team and structure,” says Jacob Presson, report
author.

Jacob ﬁresson



Pharma Trax

Therapeutic trax

Biosimilars

Biosimilars will account for 4% to 10% of the
biologics market total by 2020, depending
on the number of biosimilars launched in
the United States. Biosimilars can achieve
10% of the global sales in 2020, only if the
volume growth for biologics is achieved in
the U.S.market.

Source: Kelly Scientific Publications

Cancer

The oncology drug pipeline is far larger than
any other therapy area across the
pharmaceutical industry, with 6,484
products in active development across all in-
dications, suggesting significant opportuni-
ties for new market entries. Of the products
in development, the majority are in the early
stages, with 2,937 at the preclinical stage,
and 1,591, or 25%, at the discovery stage.

Source: GBI Research

Surging prevalence of different types of cancers
across the globe and technological advances
have driven the novel drug delivery systems
(NDDS) in cancer therapy market. Registering a
CAGR of 23.7% from 2014 to 2020, the global
NDDS in cancer therapy market is estimated to
rise from a value of $3.6 billion in 2013 to $15.9
billion by 2020.

Source: Transparency Market Research

Diabetes

The global market for type 2 diabetes mellitus
therapeutics will rise in value from $23.5 billion
in 2014 to an estimated $39 billion by 2021,
driven primarily by rising disease prevalence and
the continued uptake of recently approved and
emerging branded treatments.

Source: GBI Research

The global diabetic retinopathy market is
expected to reach $10.11 billion by 2022.

Increasing incidences of diabetes, a rising
geriatric population base, and growing
demand for early detection are some drivers
of the diabetic retinopathy market. Improving
infrastructure, rising demand for cost-effec-
tive options, and focus of market players on
emerging nations are other reasons.

Source: Grand View Research

The global human insulin market was valued
at $23,981.6 million in 2014.The market is
expected to grow at a CAGR of 12.5% during
the period 2015 to 2020, to reach $48,487.7
million value by 2020.The global human
insulin market is being driven by increasing
prevalence of diabetic population, and rise
in aging population. Growing demand of
biosimilar drugs, due to its cost-effectiveness,
pose an opportunity for the growth of the
human insulin market.

Source: P&S Market Research
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