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Danish health care

A . oo Y - Barentshavet
Bio OgICa treatments are | g
yroniar havet 2 »” v
anmarksstro t o . “ *Murman sk
S Norskeha vet ] > 4 2
: nangers
Fevkindl 16LAND %, 5 i
\ ~ i Lule} - N
NORGE 1 '
i 3 4 S EINLAND \
. a X a I Brshavn o, Frrmeme vongpli? R
¥ o > SVERIGE),
4y 'l\prm
Bugt
hetindsoerfi ot e »,‘%:|«|u:u TR
o 1 — Rackl Ciladotion Ut slo(klmhy 3 Whinn RUSLAND /
ree or charge to the patien equal aCcess . R ;
Hebrideme ;
’ : *
I N J %, cetebeorg g Moo e
Nord-Atlantens AR o2 e i
: ° Q . . o e Sedinbur ¢ Pt (41 Vesyebk Simole nsk
DABNARS ). Vilniu Manby
. — . Belfaht ¢ | D aen i e A, niug, ( ldbowy
7 iy STORB e Knorgliid i
ubliry [ m ) P, Gdaheff MHodna Hores
TRLAND I 23 et HVIDERUSLAND
. k y »
available i P i e
Kaltiske London* rruv;,:l o e, \ WG:_ Hine »-
: e entneres shod Y SKLAND. o . w UKRAINE
Sl - charice
1 e g B oy forts “":WMMI:\:“‘,.z e o /i ('nls.n...‘:m'""lv
. strasbouty * Munchen S e e ® wy J
Nantey ot ol Wien .Bmln'w -ui‘l\ a4, MOLOWIEST
% \ L QSTRIG 1 : (2
~ e Wl UNGRRN K3
U | FRANKRIG fomeslE@ /e = Sbimn ) RUMZENIEN
liscayabugten 4 v ke ¥ *Zagsab | Bukarest ) [constnta
) ) Uiy e . w 3 i
° . ; . 01 X oy hlsivel ,mr; B ,m«w_u. yz,l,,“,:,:,‘,/‘,"!m Beotred varna, “ “
anaed to patients ever weeks (S.C. tTreatments el | il oty T g T i, ™
] L] % Angerty e Hentdh, YOI e
o PN ITALEN. i cornevil (- s oMo m—
/ Ao Korska ’ e i
Maddid! 270 | e I .,'f:" 47 TrangP A0/ ‘I;ww!*vm ity
PORTUGAL . s Nipal 6, (s TYRKIET
3 v Egeeiske,
T SPANIEN e A o
Vaerich | GRAKENLAND.
sevla P e Lo Nho
Ot Mioga Middelhavet o, "'.”'M ske Hav MY
Mger Skala 1: 19,500,000
i Lambert Konformal Konisk Proi




National tender system - Danish Medicines Council

e Assessment of new medicines including biosimilars
 Compared to the standard therapy
* Evaluated by experts in the field (e. g. rheumatologist, clinical pharmacologists, patients)

* National tender process
* Widest possible competition to reduce costs
e Suppliers submit their bid and relevant documentation through a secured online system

* National recommendations
* A prioritized list of medicines to be used for specific indications
* The cheapest drug gets e. g. 80% of the market share



Biosimilar switches - It all started in year 2015
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The dashed vertical line on 13 Feb 2015 represents

the date of expiration of the Remicade patent
Jensen, T.B. Eur J Clin Pharmacol 76, 35—-40 (2020).



Denmark: nationwide mandatory switches

Originator bDMARD - biosimilar bDMARD
Infliximab (Remicade) —> CT-P13 (Remsima/Inflectra)
Etanercept (Enbrel) — SB4 (Benepali)
Adalimumab (Humira) —> SB5 (Hyrimoz)

Rituximab (Mabthera) —> GP2013 (Rixaton)



The nationwide DANBIO registry ES) zorecees

Established year 2000
Nationwide

 Mandatory to monitor bDMARD treated patients with
inflammatory arthritis

95% coverage of bDMARDs
* Online data entry by patients and physicians

>60,000 patients currently monitored

An optimal tool to explore the national strategies




Results from DANBIO

Clinical and epidemiological research
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B. Treatment retention in ETA and SB4 treated patients

Etanercept switch 1
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Infliximab biosimilar-biosimilar switching

Originator-naive
n=1,171

Originator-experienced
n=434

Biosimilar-to-biosimilar switchers n=1,605
CT-P13 =2 GP1111

Period April 15t, 2019 — February 1%, 2020

Nabi, Glintborg, RMD open 2022



Biosimilar-to-biosimilar infliximab switches

Originator-experienced switchers Originator-naive switchers
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Treatment duration, days Treatment duration, days

No. at risk 434 416 400 1171 1059 969
No. of events 0 18 34 0 112 202
Retention (95% Cl) | 100.0% 95.9% 91.9% 100.0% 90.4% 82.7%
(100-100%) (94-98%) (89-95%) (100-100%) (89-92%) (81-85%)




Conclusion, biosimilars in routine care
In Danish rheumatology

* A range of mandatory biosimilar switches have been performed

e Data from DANBIO have confirmed interchangeability of originators
and biosimilars (infliximab, etanercept, adalimumab)
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