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Background: In the last decades, new biologic drugs were introduced for the
treatment of chronic inflammatory arthropathies, progressively leading to a rele-
vant increase of medical costs. However, the introduction of biosimilars (biologic
molecules similar to branded drugs with expired patent) permitted to optimize the
financial resources. The non-medical switch (NMS) is the switch from a biologic
originator to a biosimilar agent for economic reasons only, on the basis of the
substantial equivalence as regards efficacy and safety between originator and
biosimilar drugs.

In literature, several evidences from clinical trials and registry studies showed

that the switch from etanercept originator to biosimilar SB4 was safe [1]. Instead

no sufficient data may be found regarding the biosimilar GP2015.

Objectives: We aimed to evaluate efficacy, safety, and retention rate in a series

of patients with chronic arthritis treated with etanercept originator who underwent

to NMS towards the ETN biosimilar GP2015.

Methods: From March to June 2020, all patient referred in our Centre affected

by rheumatoid arthritis (RA), psoriatic arthritis (PA) and axial spondyloarthri-

tis (axSpA) treated with etanercept originator and in remission/low disease
activity for at least 6 months underwent to NMS. Data on disease activity

(DAS28-PCR/CDAI/SDAI; DAPSA; BASDAI), eventual adverse events and

causes of withdrawal of therapy were collected at 2, 4 and 6 months after the

switch.

Results: We recruited 71 consecutive patients (M/F: 24/47; mean age 55,8+

11,1 years; 39 RA; 15 PA; 17 axSpA; mean duration therapy 7.3+3.8 years).

Disease activity was unchanged for almost all patients after 6 months from the

switch (median ADAS28-PCR/CDAI/SDAI: 0,1/0/0,5; median ADAPSA: 0; median

ABASDAI: 0) Moreover, the 6-month retention rate was 97.2%. Only 2 patients

(2.8%) switched back to the originator due to loss of efficacy in one case and

adverse events in the second case (paraesthesia, headache, dizziness and

worsening of arthralgia).

Conclusion: Our study confirmed that the NMS from ETN originator to GP2015

represents a safe practice that maintains the efficacy of the current treatment.
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Background: The non-medical switch (NMS) from originator drugs to biosimilars
is a possible strategy adopted by rheumatologists in order to control the expan-
sion of pharmaceutic costs for the treatment fo patients affected by chronic arthri-
tis. To date, few real life data on the switch from adalimumab (ADA) originator to
its biosimilars are available.

Objectives: We aimed to evaluate efficacy and safety in a single-Centre cohort
of patients affected by chronic arthritis who switched from ADA originator to the
biosimilar GP2017.

Methods: Patients affected by rheumatoid arthritis (RA), psoriatic arthritis (PA)
and axial spondyloarthritis (axSpA) already on therapy with ADA originator in
remission or low disease activity for at least 6 months were switched to GP2017
(March- June 2020). Data on disease activity (DAS28-PCR/CDAI/SDAI; DAPSA;
BASDAI), eventual adverse events and causes of withdrawal of therapy were
collected at 2, 4 and 6 months after the switch.

Results: 88 patients were enrolled (M/F 36/52; mean age 55.8 + 12 years; 25
RA, 32 PA, 31 axSpA, mean duration of therapy 6.3 + 3.8 years). No statisti-
cally significant difference was observed in median DAS28-PCR/CDAI/SDAI
values at the baseline and after 6 months [1.03 (0.96-3.43) vs. 1.21 (0-3.7)
/ 0 (0-15) vs. 0 (0-17) / 0 (0-15) vs. 0.5 (0-17.5)], DAPSA [0 (0-12.2) vs. O

1135

(0-15)] and BASDAI [0 (0-4.3) vs. 0 (0-6.4)]. The retention rate was 93.2%.

6/88 patients (6.8%) switched back to the originator. The causes of discontin-

uation were: disease reactivation in a single case (1.1%), subjective reasons/

nocebo effect in 5/88 cases (5.7%), including: general malaise and transient
increased of blood pressure (n.1), dizziness, paraesthesia, arthralgia, head-
ache (n.1), itch sine materia (n.1) and subjective worsening without objective

disease flare (n.2).

Conclusion: This is the first real life study showing that the NMS from ADA

originator to GP2017 represents a safe practice that maintains the efficacy of the

current treatment. However, a few cases of switchback were described, mainly

attributed to nocebo effect [1].
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Background: In randomized controlled trials (RCTs) rituximab (RTX) has been
shown to effectively suppress inflammation and reduce structural joint damage
in rheumatoid arthritis (RA) patients [1]. There is a lack of RA data on RTX effec-
tiveness and drug survival when used in real life practice.

Objectives: To explore long-term drug effectiveness and drug survival for RTX
used to treat RA patients in ordinary clinical practice.

Methods: The study population included RA patients treated between 2006
and 2020 with RTX at an outpatient clinic in Norway. Patients were monitored
using recommended measures for disease activity and patient reported out-
comes (PROs). Drug effectiveness was assessed with random intercept linear
mixed models. Drug survival was described using Kaplan-Meier survival anal-
ysis. Baseline predictors of drug survival were assessed with multivariable Cox
proportional hazard models.

Results: In database a total of 246 RA patients (females 74.8%) were iden-
tified to have been treated with RTX. At baseline mean (SD) age was 59.1
(13.5) years, disease duration 13.0 (10.2) years, RF positive 88.8%, ACPA
positive 92.1%. Majority of patients had first cycle RTX dosage of 2000 mg
(82.9%). At baseline patients currently using conventional synthetic disease
modifying anti-rheumatic drugs (csDMARDs) were 51.5% (methotrexate
39.4%), prednisolone 73.6% and a total of 17.1% were biologic DMARDs
(bDMARDSs) naive. In table 1 mean (SE) values for disease activity and
PROs are shown for baseline and subsequent years after baseline for 5
years follow up.

Table 1. Changes in disease activity and PROs at baseline and subse-
quent 1-year periods

Baseline 1 year 2 year 3 year 4 year 5 year
N=246 N=246 N=204 N=163 N=130 N=111

CRP (mg/L) 23.1(21) 213(16) 117(0.9) 86(14) 62(0.7) 6.7(0.9)
ESR (mm/hr) 32.1(14) 811(18) 223(11) 176(12) 143(10) 13.6(12)
SJC28 (0-28) 6.3(04) 54(0.3) 32(03) 22(02) 16(02) 15(0.2)
TJC28 (0-28) 71(04) 66(0.3) 36(0.3) 26(03) 22(03) 18(0.3)
DAS28 49(01) 47(0.1) 36(0.1) 3.1(0.1) 28(0.1) 2.7(0.1)
CDAI 229(0.9) 207(0.7) 123(0.7) 9.4(07) 85(0.6) 77(0.7)
PGA (0-100mm) 572 (17) 53.7(14) 38.1(16) 33.7(1L9) 35.0(2.1) 32.8(22)
MHAQ (0-3) 10(0.0) 09(0.0) 07(0.0) 06(0.0) 05(0.0) 0.5(0.0)

During follow up all disease activity and PRO measures improved significantly
(p <0.001). Least improvement was seen in first year and a more substantial
improvement progressed since second year. Percentage of patients with no,
moderate and good treatment response defined according to EULAR response
criteria [2] is shown in figure 1.
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