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Large Body of Confirmatory Evidence

e 11 YEArS Of Biosimilar medicines Clinical Use

Real-world experience

700 million
patient days!

“Over the last 10 years, the EU
monitoring system for safety concerns
has not identified any difference in the

nature, severity or frequency of

adverse effects between biosimilars

and their reference medicine”?

Controlled experience

Articles I

Switching from originator infliximab to biosimilar CT-P13 @'*kc(!;)
compared with maintained treatment with originator

infliximab (NOR-SWITCH): a 52-week, randomised,

double-blind, non-inferiority trial

Kristin K jorgensen*, Inge C Olsen*, GuroL Goll*, Merete Lorentzen, Nils Bolstad, Espen AHaavardshoim, Knut E A Lundin, Cato Morki,
Jorgen Jahnsent, ToreK Kvient, on behalf of the NOR-SWITCH study group

linical and epidemiological research

Concise report

A nationwide non-medical switch from originator infliximab to
biosimilar CT-P13 in 802 patients with inflammatory arthritis: 1-year
clinical outcomes from the DANBIQ registry
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1 Medicines for Europe information based on EMA Post-authorisation Safety Update Reports (PSURs)
2EMA - European Commission: Biosimilars in the EU — Information guide for healthcare professionals, 2017 (link)


http://www.ema.europa.eu/docs/en_GB/document_library/Leaflet/2017/05/WC500226648.pdf

— Biosimilar medicines increase
o DEREES | patient access

Change in # of treatment days o
(2016 vs. year before biosimilar entrance)

Epoetin
+228% .

Growth hormone (somatropin)

Anti-TNF (infliximab & etanercept)

Fertility (follitropin alfa) i T

+163%

Bulgaria

Insulins

.....

Source: QuintilesIMS (2017) The Impact of Biosimilar Competition in Europe
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