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Conclusions Results Incidence of facial nerve palsies
The overall incidence of idiopathic facial nerve palsies among Between 2007 and 2018, a total of six facial paresis and 14 facial paralyses Three of the reported FNPs were observed in tocilizumab treated patients, leading to an
were observed in 11,963 RABBIT patients. Of those, three events were incidence rate of 0.47 per 1,000 patient years (PY) (95%Cl: 0.10; 1.14), which is non-

RA patients receiving DMARDs is comparable or slightly

higher than the incidence in the general population excluded due t(? obvious reasons for facial nerve palsies (prior StrOke_' prior significantly higher than the incidence rate observec?l in patients receiving csDMARDs
. : : : : basal cell carcinoma and buccal abscess/ dental treatment) leaving 17 (0.21 (0.04;0.51)) but does not stand out among the incidence rates observed for other
(depending on the source investigated). An increased risk for O ) L :
: . . . idiopathic FNPs. biologicals (see figure).
patients receiving tocilizumab compared to patients treated _ _ _ _ o Th lincid € o idiopathic FNP Cants with RA o OMARD
with other biologicals cannot be confirmed. Age and gender were roug.hly.egual m. patients with and .W|thout |d|qpa- e overall incidence ot an idiopathic .am.ong. patients V\{I receiving cs . S.OI’
The incidence of idiopathic ENP is hicher for oatients thic FNP (table). Patients with idiopathic FNP had longer disease duration, bDMARDs was 37 (22-57)/100,000 PY, which is higher than in the general population with
. . . P 5 , P . presented more frequently with joint erosions and with more prior previously reported 20-25 cases per 100,000 PY [1]. However, the most recent data of the
receiving blo!oglc.als compared to. patle.nts rece!v!ng bDMARD treatments. They also had lower physical function and more large CPRD database in the UK shows comparable incidence with 37.7/100,000 PY [2].
csDMARDs. This might be due to the hlgher.d.lsease.actlwty. comorbidities. In one patient with idiopathic FNP receiving the originator [1] Finsterer J. Eur Arch Otorhino 2008; 265:743-752. [2] Morales D. BMJ Open 2012; 3(7): e003121.
However, the small number of cases with an idiopathic FNP is rituximab, a Sjoegrens’ syndrome was reported as comorbidity, which is ~ _ .
a limiting factor in analysing and interpreting these results. associated with an increased risk for neuropathies. Figure: Unadjusted
incidence rates per 1,000 PY
Table: Baseline characteristics of patients with and without (w/o) facial nerve palsy (FNP). © for idiopathic facial nerve

. . Isi fied b
Background & Objectives palsies stratified by

Patients with FNP | Patients w/o FNP © - treatment.
Spontaneous reports of nine facial paralyses and five facial pareses n=17 n=11,946

made by healthcare professionals from Europe have recently Age [years] 60.6 + 12.6 575+ 12.7 o . _
t d th Ph . | R k A t C tt © One patlent was EXpOSEd
prompte . € armacowgldance IS >SESsmen Omn;' €€ Female patients 12 (70.6%) 8,922 (74.7%) T o to both etanercept
PRAC) of the European Medicine Agency (EMA) to consider a . . ai Ui
( ), , pe - eency (EMA) Disease duration [years] 14.7 + 10.7 9.4+89 (original) and rituximab at
potentially increased risk of idiopathic facial nerve palsy (FNP) for E— . _ & - 19 the time of event.
. . . . 4+ + T '
patients receiving tocilizumab. No. of prior bDMARD therapies 1.4+1.3 05+1.0 **Encomp:sses c;ll
. .. . Autoantibody positivit - patients observed in
Our objective was to assess whether this signal can be confirmed ] v i : 14 (82.4%) 8,701 (73.4%) 0.7 log 108 RABBIT.
. ) : : (rheumatoid factor or anti-CCP) ' 03 T05 104
with data of a large data set with known denominators for various - : o2 -

0 . . . . . i i o 0 N . . .
treatments, comparing the risk in patients with rheumatoid Joint erosions 10 (71.4%) 5,753 (50.9%) Abbreviations: ETA, etaner-
arthritis (RA) receiving tocilizumab with the risk in RA patients DAS28-ESR 4.8+1.2 49+1.3 ETA ETA GLM RTX ABA TOC CON all cept; GLM, golimumab;

.. : . : : . . (original)  (SB4) RTX, rituximab; ABA, aba-
receiving other conventional synthetic (cs) or biologic (b)DMARDs. Erythrocyte sedimentation rate 29.1+17.5 289+22.4 tacept: TOC, tocilizumab;
No. of events  4* 1 1 5* 1 3 3 17 / g /
C-reactive protein [mg/I] 15.8 £15.3 14.4 £ 20.7 Patientyears 5,566 538 1,546 6287 3,030 6320 14,182 45,797** CON, csDMARD controls.
Patients & Methods % of full physical function 55.3 +28.7 65.4 + 23.3
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The German register RABBIT (Rheu matoid Arthritis: Observation of Therapy with glUCOCOftICOIdS 14 (824%) 9,280 (778%) Dohme, Mylan, Pfizer, Roche, Samsung Bioepis, Sanofi-Aventis and UCB.
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b'OIOgIC thera py) IS a prOSpeCt|Ve |Ong|tUd|na”y fO”OWEd COhort Of GIucocortICOId dosage [mg/d] 98 i 97 89 -l—- 90 Kaufmann J, Klopsch T, Eisterhues C, Braun J, Schwarze |, Rockwitz K, Liebhaber A, Krause A, Kneitz C, Mo6bius C, Stander E,
H H Kihne C, Zinke S, Tony H, Berger S, Wilden E, GraRler A, Bohl-Bihler M, Remstedt S, Kellner H, Ochs W, Burmester G,
RA patlents Wlth a new start Of a DMARD after at leaSt one Ever SmOkEd 8 (471%) 6,432 (569%) Wassenberg S, Harmuth W, Fricke-Wagner H, Balzer S, Bruckner A, Réser M, Haas F, Feuchtenberger M, Wiesmiiller G,
i . i i i . se. s Lebender S, Bergerhausen H, Hamann F, Stille C, Worsch M, Kriiger K, Tremel H, Krummel-Lorenz B, Edelmann E, Prothmann
CSDMARD fallure FOr thlS analySIS' _patlents WhO Were enrOHEd NO. Of Comorb|d|t|es 39 i 33 22 i 22 U, Bussmann A, Kérber H, Thiele A, Meier L, Kapelle A, Brandt H, Karberg K, Miiller L, Schmitt-Haendle M, Weil§ K, Seifert A,
bEtween 01/2007 and 04/2018 were |nC|UdEd. A” h SIClan repor- . Baumann C, Pick D, Kekow J, Manger K, RoRbach A, Miller-Ladner U, Heel N, Herzer P, Streibl H, Krause D, Aringer M,
pny P ‘
. . . . Sjoegrens Syndrome 1 (59%) 152 (13%) Wiesent F, Dahmen G, Wernitzsch H, Blank N, Max R, Hackel B, Zanker M, Herzberg C, Schulze-Koops H, Griinke M,
ted faCIal parESIS and faCIal paralySIS were analysed das OUtCOmeS by Backhaus M, Reck A, Eidner T, ClaulRnitzer A, Gause A, Alliger K, Winkler K, Dockhorn R, Zeh G, Schneider M, Menne H, von
. ‘L . . . ; + P o) Hinliber U, Demary W, Soérensen H, Bielecke C, Marycz T, Riechers E, Schmidt R, Iking-Konert C, Arndt F, Moosig F, Hantsch J,
calculating DMARD specific, unadjusted incidence rates. Numbers are given as mean + standard deviation or frequency (n (%)). ehibinger H. Fuche B Arich N1, Beldormann R, Eutor .
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