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Recommendation

Consensus-based recommendations for the use of
biosimilars to treat rheumatological diseases

Jonathan Kay,' Monika M Schoels,> Thomas Dérner,? Paul Emery,* Tore K Kvien,”
Josef S Smolen,*® Ferdinand C Breedveld,” on behalf of the Task Force on the Use of
Biosimilars to Treat Rheumatological Diseases
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Consensus-based recommendations for the use of biosimilars to treat rheumatological diseases
Annals of the Rheumatic Diseases 2018 ;77:165-174
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Ovmarcing pincips Consensus-hased recommendations for the use of
A Treatment of theumatic diseases is based on a shared decision-making process between patients and the o . .
heumatoiagits biosimilars to treat rheumatological diseases
B. The contextual aspects of the healthcare system should be taken into consideration when treatment dec
are made.
C A biosimilar, & approved by authorities in a highly regulated area, & neither better nor worss in efficacy and a8 5 i)
niot infesior in safety to its bio-originator.
. Patients and healthcare providers should be informed about the nature of biosimilars, their approval process, 96 5 i)
and their safety and efficacy.
E. Harmonised methods should be established to obtain reliable pharmaoovigilance data, induding traceability, 100 5 i)
ahowt both biosimilars and bio-originators.
Consensws recommendations
1. The availability of biosimilars must significantly lower the cost of treating an individual patient and increase 100 5 o
aocess to optimal therapy for all patients with rhewmafic diseases.
Approwed béosimilars can be used to treat appropriste patients in the same way a5 their bio-originators. 100 b
#z no clinically significant differences in immunogenicity betwean biosimilars and their bio-originators hawe 100 2b ]
bieen detected, antidrug antibodies to biosimilars nesd not be measured in clinical practice.
4. Redevant predinical and phase | data on a biosimilar should be available when phase Il data are published. 100 5 i)
Since the biosimilar & eguivalent to the bio-originator in its physicochemical, functional and phamacokinetic 100 5 ]

properties, confimation of efficacy and safety in a single indication is sufficient for extrapolation to other
diseases fior which the bio-oeiginator has been approved.
A Currently available evidence indicates that a single switch from a bic-originator to one of its biosimilars is 96 ib A
safe and effective; there is no scientific rationale to expect that switching among biosimilars of the same bio-
originator would result in a different dindcal outcome but patient perspectives must be considered.

1. hultiple switching betwesn biosimilars and their bic-originatoers or other biosimilars should be assessed in 100 5 o
registries.
a3 Mo switch to or among biosimilars should b initiated without the prior awareness of the patient and the L] | 5 o

Kay J, Schoels MM, D ° r nee¢al Consensus-based recommendations for the use of biosimilars to treat rheumatological diseases
Annals of the Rheumatic Diseases 2018;77:165-174



Consensus-hased recommendations for the use of
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price discounted only 150SA)
belowthat of the bicoriginator may
not be sufficientto motivate use of a
biosimilar
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