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(IÀFDF\�DQG�VDIHW\�RI�
L[HNL]XPDE�LQ�SVRULDWLF�DUWKULWLV��
D�UHWURVSHFWLYH��VLQJOH�FHQWUH��
REVHUYDWLRQDO�VWXG\�LQ�D�UHDO�OLIH�
FOLQLFDO�VHWWLQJ
Sirs,
Ixekizumab, a recombinant, humanised, 
monoclonal antibody, selectively binds and 
therefore neutralises IL-17A (1). A phase 
III randomised clinical trials (SPIRIT-P1) 
showed superiority of ixekizumab over pla-
cebo in moderate-to-severe psoriatic arthri-
tis (PsA), in improving disease activity and 
inhibiting structural damage progression in 
patients treated with the anti-IL-17A mono-
clonal antibody for 52 weeks (2). Another 
phase III randomised clinical trial (SPIRIT-
P2) was conducted exclusively on patients 
who had an inadequate response or intoler-
ance to TNF inhibitors, demonstrating that 
ixekizumab determines a rapid improve-
ment in the signs and symptoms of PsA (3, 
4) and the contemporary amelioration of 
patient-reported measures of disease activ-
ity, JHQHULF�DQG�VNLQ�VSHFLÀF�+542/��DQG 

work impact of PsA on productivity (5).
A retrospective, observational study was 
FRQGXFWHG�WR�DVVHVV�WKH�HIÀFDF\�DQG�VDIHW\�
of ixekizumab in patients affected by both 
moderate-to-severe plaque-type psoriasis 
�3V2��DQG�PRGHUDWH�WR�VHYHUH�3V$�LQ�D�UHDO�
life clinical setting.
We reviewed our clinical records and iden-
WLÀHG� ��� RXWSDWLHQWV� �*URXS�$�� GLDJQRVHG�
with PsA and treated with ixekizumab for 
a moderate-to-severe cutaneous involve-
ment who were placed in therapy at least 
24 weeks before analysis. Among these pa-
WLHQWV������*URXS�%��FRPSOHWHG����ZHHNV�RI�
treatment.
Demographic characteristics, clinical type 
and duration of Pso and PsA, presence of 
comorbidities and concomitant therapies, 
information on previous conventional or bi-
ological were collected from patients’ med-
LFDO�ÀOHV�DQG�DGGHG�WR�WKH�GDWDEDVH�
Clinical parameters available at baseline, 
and for each visit, included Psoriasis Area 
DQG�6HYHULW\� ,QGH[� �3$6,�� DQG�%RG\�6XU-
IDFH� $UHD� �%6$��� WR� GHWHUPLQH� VNLQ� LQ-
volvement. Likewise, visual analogue scale 
for pain (VAS Pain), tender joint count 
�7-&��� VZROOHQ� MRLQW� FRXQW� �6-&��� LQÁDP-
matory markers such as erythrocyte sedi-
mentation rate (ESR) and C-reactive pro-
tein (CRP), presence of dactylitis (yes/no) 
and enthesitis (yes/no) and Disease Activ-
ity Index for Psoriatic Arthritis (DAPSA), a 
tool validated in 2010 for the assessment of 
3V$�VHYHULW\������ZHUH�FROOHFWHG��
All the adverse events observed or referred 
by the patients and drop outs were recorded.
Statistical analysis was performed using 
the two-tailed Wilcoxon-Rinked-Signed 
test, comparing every parameter at base-
OLQH� �%/��ZLWK� WKRVH�REVHUYHG� DW�ZHHN����

(W24) and week 48 (W48). A p-value less 
WKDQ������ZDV�FRQVLGHUHG�VLJQLÀFDQW�
:H�HYDOXDWHG����SDWLHQWV�����PDOHV����������
DQG� ��� IHPDOHV� ����������ZLWK� DQ� DYHUDJH�
DJH�RI�������\HDUV��UDQJH��������������DQG�DQ�
DYHUDJH�%0,�RI������� �UDQJH������²��������
3HULSKHUDO� DUWKULWLV� ZDV� SUHVHQW� LQ� �����
of the cases and axial disease coexisted in 
��������(QWKHVLWLV� LQWHUHVWHG��������RI�SD-
tients. Among co-morbidities, hypertension 
and cardiovascular diseases were those with 
JUHDWHU� LQFLGHQFH� �������� DQG� ������� RI�
patients respectively), followed by diabetes 
���������DQG�IDWW\�OLYHU�GLVHDVH�����������
2QO\�VL[�SDWLHQWV� ���������ZHUH�ELRORJLF�
QDwYH��ZKLOH�WKH�PDMRULW\����������IDLOHG�DW�
least an anti-TNF-alpha inhibitor.
Concerning cutaneous manifestations, both 
3$6,�VFRUH�DQG�%6$�H[WUHPHO\�VLJQLÀFDQW-
ly improved since W24 (p<0.00001) (from 
������DQG�������DW�EDVHOLQH�WR������DQG������
at W 24 respectively and from 14.07 and 
������DW�%/�WR������DQG������DW�:���UHVSHF-
tively) (Table I). 
,Q� SDUWLFXODU�� DW� :��� ������� RI� SDWLHQWV�
DFKLHYHG� 3$6,���� ������� 3$6,��� DQG�
�������3$6,������$W�:����������RI�SD-
WLHQWV� DFKLHYHG� 3$6,���� ������� 3$6,���
DQG��������3$6,�����
&RQFHUQLQJ�3V$�HIÀFDF\�RXWFRPHV��WKH�LP-
provement from baseline to W24 was sta-
WLVWLFDOO\�VLJQLÀFDQW�IRU�'$36$��p=0.0001) 
�IURP�������WR��������3$,1�9$6��p=0.0001) 
(from 53.70 to 24.35), and TJC score 
(p ��������� �IURP� ����� WR� �������$W�:���
WKH� LPSURYHPHQW� ZDV� VWDWLVWLFDOO\� VLJQLÀ-
cant for DAPSA (p ��������� �IURP� ������
WR��������3$,1�9$6��p=0.0114) (from 55.71 
to 27.14), and SJC score (p ����������IURP�
2.21 to 0.07) (Table I).  
All other clinical variables evaluated 
showed a progressive reduction, but not 
VWDWLVWLFDOO\� VLJQLÀFDQW�� ,[HNL]XPDE� ZDV�
found to be safe and well tolerated. Two ep-
isodes of injection site reactions appear to 
be the only adverse events experienced and 
did not require discontinuation of therapy. 
At W24, two patients withdraw from treat-
PHQW� EHFDXVH� RI� ODFN� RI� HIÀFDF\� RQ� VNLQ�
disease.

This study showed a good effectiveness 
of ixekizumab both on skin lesions and on 
articular symptoms, in patients affected by 
moderate to severe PsA. 
A high proportion of patients at six months 
achieved a skin clearance that was main-
tained over time. Likewise, a low disease 
activity of arthritis was reached rapidly 
ZLWKLQ�WKH�ÀUVW���PRQWK�RI�WUHDWPHQW��ZLWK�D�
VXVWDLQHG�HIÀFDF\�GXULQJ�WKH����PRQWKV�RI�
the follow-up period. 
0RUHRYHU��L[HNL]XPDE�GHPRQVWUDWHG�D�YHU\�
JRRG�VDIHW\�SURÀOH��ZLWK�QR�VHULRXV�DGYHUVH�
events in all the patients treated. 
Despite the limitations of our study (in par-
ticular, the low sample size, a limited fol-
low-up and all patients received the higher 
Pso indicated dose regimen), our results 
suggest ixekizumab to be effective, either 
in plaque-type psoriasis or in psoriatic ar-
thritis, being all considered parameters sig-
QLÀFDQWO\�LPSURYHG�RYHU�WUHDWPHQW��
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7DEOH�,��,PSURYHPHQW�RI�SVRULDWLF�DUWKULWLV�VHYHULW\�VFRUHV�IURP�EDVHOLQH�WR�ZHHN�����*URXS�$��DQG�
IURP�EDVHOLQH�WR�ZHHN�����*URXS�%��ZLWK�UHODWLYH�VWDWLVWLFDO�VLJQLÀFDQFH��

� *5283�$�����SDWLHQWV�� *5283�%�����SDWLHQWV�

� %DVHOLQH� :HHN���� p-value %DVHOLQH� :HHN���� p-value

0HDQ�3$6,� ������ ����� ��������� ������ ����� ��������
0HDQ�%6$� ������ ����� ��������� ������ ����� �������
0HDQ�3$,1�9$6� 53.70 24.35 0.0001 55.71 27.14 0.0114
0HDQ�7-&� ����� ����� �������� ����� ����� QV
0HDQ�6-&� ����� ����� QV� ����� ����� �������
0HDQ�(65� ������ ������ �������� ������ ������ QV
0HDQ�&53� ����� ����� QV� ����� ����� QV
0HDQ�'$36$� ������ ����� ������� ������ ����� �������

3$6,��3VRULDVLV�$UHD�DQG�6HYHULW\�,QGH[��%6$��ERG\�VXUIDFH�DUHD��3$,1�9$6��YLVXDO�DQDORJXH�VFDOH�IRU�SDLQ��7-&��
tender joint count; SJC: swollen joint count; ESR: erythrocyte sedimentation rate; CRP: C-reactive protein; DAPSA: 
'LVHDVH�$FWLYLW\�,QGH[�IRU�3VRULDWLF�$UWKULWLV��QV��QRQ�VLJQLÀFDQW�
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