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DISTRIBUTION OF APPROVED
BIOSIMILARS BY THERAPEUTIC AREA,

TIMELINE FOR BIOSIMILARS'?3

FDA VS EMA EMA and European Commission
publish first ever regulatory

_ pathway and framework for Europe approves first

marketing and authorization biosimilar Omnitrope®

of biosimilars (Somatropin), a laboratory
created growth hormone
Biologics Price Competition for growth failure
Oncology 20% 22% and Innovation Act (BPCIA) @

introduced for appeal

. . by the US Congress
Infectious diseases 10% 20% / &

Australia adopts EMA's

2008 biosimilar guidelines

Hematology 10%  12% WHO publishes a guideline

for biosimilar standards @
Japan and Canada approve

first biosimilar (Somatropin)

Endocrinology 0% 10%

BPCIA approved under the
US Affordable Care Act,
paving the way for FDA
approval of biosimilars
and interchangeables

Gynecology 0% 5%

Gastroenterology 20% 0%

FDA issues draft guidance
for biosimilars to
demonstrate compatibility
with reference products

Cardiology 0% 2%

O

Zarxio® (Filgrastim) for
stimulating neutrophil growth

@ USA approves first biosimilar

Medical genetics 0% 2%

STAKEHOLDER PERSPECTIVES ON BIOSIMILARS

-+ 80% are ready to consider pharmacy-level substitution of biologics with biosimilars
PHYSICIANS'

PERSPECTIVE** B 33% of patients are not confident about biosimilars even when prescribed and explained by the treating physician

- 17% feel biosimilars will become the norm in the next 3 years

- 90% patients believe that they had the right to make an informed choice about their treatment and did not

PATIENTS support automatic substitution of a biosimilar for a reference product.

PERSPECTIVE®’

- 75% were concerned about the extrapolation of indications for biosimilars

- 88% believe that biosimilars will reduce specialty drug prices
PAYER

PERSPECTIVE® + 80% consider biosimilars to be lower-cost branded options and not generics

- UK payers expect biosimilar market share to be 80% in next 5 years
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