The 15-year rise of biosimilar medicines

What is a biosimilar?

A biosimilar is a successor to a reference biologic — a medicine made from living organisms or cells — for which
the patent has expired'

Biosimilar medicines match their reference biologic in terms of safety, efficacy and quality, and demonstrate no
clinically meaningful differences'>

A brief history of biosimilar medicine approvals
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Impact of biosimilar medicines uptake to date

Experience in other therapy areas, such as rheumatoid arthritis (TNF inhibitors) and oncology (G-CSF),
illustrates that biosimilar medicines positively impact patient treatment access and sustainability of care'"

A Introduction of biosimilar TNF inhibitors for rheumatoid arthritis
o led to 19% increase in TNF inhibitor volume use per treatment
1 9 /O day in Europe, compared with 1 year before market release™

Introduction of G-CSF biosimilar medicines led to:

— 5-fold increase in reimbursed usage of a G-CSF biologic
medicine in Sweden

— A decline in volume of hospitalizations for chemotherapy-
induced febrile neutropenia in patients with breast cancer
from 33% to <7% in New Zealand

Introduction of biosimilar TNF inhibitors for rheumatoid arthritis
—I 30/ led to 13% decrease in treatment price per treatment day in
N o Europe, compared with 1 year before market release™

An estimated over $1.6 million USD* in annual saved
purchase costs were recorded in the UK following uptake of

a G-CSF biosimilar medicine for prevention of chemotherapy-
induced neutropenia

Using a G-CSF biosimilar instead of the reference biologic
yielded cost savings from $65 for 1-day regimen to $916 for
a 14-day regimen in the US™!

Future impact of biosimilar medicines
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Rapid uptake of biosimilar Biosimilar medicines are EU countries have Biosimilar medicines can
medicines in the US is estimated to deliver $285 been shown to save expand access to life-
set to reduce drug costs billion savings worldwide as much as 66% changing medicines by
by $100 billion between between 20212026 on the total market providing more treatment
2020-2024™ price following options and introducing
the introduction of competition, thus
biosimilar medicines' increasing affordability’

*Approximate value in USD calculated from GBP using 2011 values."”

12016 cost efficiency analysis of prophylaxis during one chemotherapy cycle under 1-14 days’ time horizon.

EMA, European Medicines Agency; G-CSF, granulocyte colony stimulating factor; PMDA, Pharmaceuticals and Medical Devices Agency; TNF, tumor necrosis factor; US FDA, US Food and Drug Administration;
USD, United States dollar.
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