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• Several case reports published in the 2000’s 

indicated that demyelinating diseases could be 

a serious adverse event following TNF 

inhibitors (TNFi).

• However, initial data from biological therapy 

registries did not bring enough clarification. 

P019

To investigate whether treatment with biologics 

or targeted synthetic DMARDs is associated 

with an increased risk of demyelinating events 

among patients with rheumatoid arthritis (RA) 

A systematic search was performed in MEDLINE, 

EMBASE (up to October 2022), and by manual 

references lists with the selection criteria:

• POPULATION = patients with RA

• INTERVENTION = treatment with any biologic 

including TNFi and targeted synthetic DMARDs, 

• OUTCOME = demyelinating event

• STUDY DESIGN = observational studies & RCT.

Titles and abstracts were screened and data were 

extracted from the selected studies including 

quality evaluation, and outcomes of interest. 

• From 368 identified studies, 4 cohorts and 3 
nested case-control studies reported risk of 
demyelinating events in patients with 
inflammatory arthritis following treatment with 
biologics, mainly TNFi and anakinra, in one study. 

• Most studies included mixed populations of RA 
and other inflammatory arthritis and patients with 
RA were analysed as a separate subgroup in 
some of the studies. 

• Two nested case-control reported an increased 
risk but included a population of autoimmune 
diseases, with no analysis of a subgroup of 
patients with RA. In general, demyelinating events 
were very uncommon in patients receiving TNFi, 
with a marginal increased risk in males with RA in 
two studies (Table).

• No consistent and significant risk of 

demyelinating disease following TNFi treatment 

was found in patients with RA. 

• Only a marginal and slight increase of risk was 

found in male patients with RA. 

• The small number of events in these registries is 

reassuring when considering TNFi. 

• A careful consideration is recommended in 

individuals at highest risk or with family history of 

demyelinating diseases.
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Table: Characteristics and incidence rates of demyelinating events in the included 

studies in chronological order
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