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• Critical outcomes in PsA and clinically relevant PICO 
(population/intervention/comparator/outcomes) questions were 
identified. 

• A Literature Review Team performed a systematic literature review 
• GRADE (Grading of Recommendations Assessment, Development and 

Evaluation) methodology was used to rate the quality of the evidence.
• A voting panel, including rheumatologists, dermatologists, other health 

professionals, and patients, achieved consensus on the direction and the 
strength of the recommendations.

• The Voting Panel and Expert Panel agreed that the project would include 
the management of patients with active PsA, defined as symptoms at an 
unacceptably bothersome level as reported by the patient and judged by 
the examining health care provider to be due to PsA
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In patients with active PsA with concomitant active diabetes who have not received OSM or biologic treatment, an OSM other 
than MTX is recommended over a TNFi biologic, due to the concern about the higher prevalence of fatty liver disease and liver 
toxicity with MTX use in this patient population 
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In adult patients with active PsA and frequent serious infections who are both OSM- and biologic treatment–naive. 
Start an OSM over a TNFi biologic - Strong recommendation supported by moderate-quality evidence, including a 
black box warning against the use of a TNFi biologic with regard to increased risk of serious infection. 



Efficacy



The SEAM-PsA- Etanercept and Methotrexate as 
Monotherapy or in Combination for Psoriatic Arthritis:

• To examine the efficacy of 
methotrexate monotherapy 
relative to etanercept 
monotherapy and the value of 
combining methotrexate and 
etanercept for the treatment of 
patients with psoriatic arthritis 
(PsA).

Mease PJ, Arthritis Rheumatol. 2019 Jul; 71(7) 1112-1124



Over this 48-week study, rates of adverse events, serious

adverse events, and adverse events that led to 

discontinuation of the investigational product were similar 

across the 3 study arms



. 

Leonieke J J van Mens et al. Ann Rheum Dis 2019;78:610-

616
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OBJECTIVES: To investigate whether the combination of 
golimumab plus methotrexate (MTX) as a first-line treatment is 
superior to MTX alone in inducing remission in PsA.

METHODS:
Investigator-initiated, multicentre, double-blind, randomised, 
placebo-controlled trial 
PsA fulfilling the CASPAR criteria and with active disease at 
baseline (≥3 swollen joint count/tender joint count). 
The primary endpoint was percentage of patients achieving 
Disease Activity Score (DAS) remission (< 1.6) at week 22. 
Safety was assessed throughout the study.



Primary and secondary response measures: upper panel: percentage of patients in DAS CRP 

remission after 8 and 22 weeks in the golimumab+MTX and the placebo+MTX arm, respectively. 

Leonieke J J van Mens et al. Ann Rheum Dis 2019;78:610-

616©2019 by BMJ Publishing Group Ltd and European League Against Rheumatism

CONCLUSIONS:
In patients with early PsA, DAS remission at week 22 was 
almost doubled with golimumab+MTX versus MTX alone.
This double-blind, randomised, placebo-controlled study 

supports the concept that early initiation of TNFi in patients 
with PsA favours remission.



CVD



• A prospective cohort study-101 consecutive patients 
with PsA

• All patients received protocolized treatment targeting 
MDA for a period of 2 years. 

• High‐resolution carotid ultrasound and arterial stiffness 
markers were assessed annually. 

• The primary outcome -the effect of achieving MDA at 
12 months (MDA group) on the progression of 
subclinical atherosclerosis over a period of 24 months. 

• Secondary objectives 
• to compare the changes in arterial stiffness 

markers over 24 months between the MDA and 
non‐MDA groups, 

• To assess the changes in subclinical 
atherosclerosis and arterial stiffness markers in 
patients who achieved MDA at each visit from 
month 12 through month 24 (sustained MDA 
[sMDA]).



▪ Fifty-seven patients (63%) had achieved MDA 
at 12 months.
Subclinical atherosclerosis and arterial 
stiffness outcomes were similar between the 
MDA and non-MDA groups.
Forty-one patients (46%) achieved sMDA.
Achieving sMDA had a protective effect on 
plaque progression (odds ratio 0.273 [95% 
confidence interval 0.088-0.846], P = 0.024), 
and less of an increase in total plaque area, 
mean intima-media thickness, and 
augmentation index values after adjustment 
for covariates.

Effective control of systematic inflammation by 
achieving sMDA was associated with less 
progression in sub-clinical atherosclerosis and 
arterial stiffness in patients with PsA.
The results strengthen the evidence supporting 
use of tight control (treat- to- target) strategies 
in daily clinical practice in order to achieve MDA 
in PsA patients, with the additional goal of 
reducing CVD risk.



Safety 



IBD IL17



• Observed incidence rates of IBD CD, UC and IBD-unclassified (IBDU) in 
patients receiving treatment with secukinumab for a primary 
indication of PsO, PsA or AS. 

• Pooled database of 21 phase III/IV clinical trials of secukinumab
across the three indications and review the postmarketing data from 
secukinumab periodic safety reports 25 June 2017 for up to 5 years 
for PsO and PsA and up to 4 years in AS.

• The analysis included a total of 7355 patients with a cumulative 
secukinumab exposure of 16 226.9 PY



The EAIR of IBD reported 
during treatment with any 
secukinumab dose over the 
entire treatment period 
varied across indication from 
<0.1 to 0.4/100 PY. These IBD 
rates appear to be within the 
range of expected 
background IRs (per 100 PY) 
of CD and UC among patients 
with PsO, PsA and AS, which 
are approximately 0.1 in 
patients with PsA, 0.3 in PsO
and 0.7 in AS



Real-world incidence of inflammatory bowel disease among 
patients with other chronic inflammatory diseases treated with 
interleukin-17a or phosphodiesterase 4 inhibitors

Objectives: (1) To assess the real-world incidence of 
inflammatory bowel disease (IBD) in patients with or without 
other chronic inflammatory diseases (CIDs),
(2) to understand whether IBD incidence differs in CID patients 
receiving interleukin-17a signaling antagonists (anti-IL-17a) or 
phosphodiesterase 4 inhibitors (PDE4i) versus patients using a 
biologic not indicated for IBD or biologic-naïve patients. 
Methods: The MarketScan Research Databases (January 2010-
July 2017) were used. This data source comprises claims from
approximately 100 payers representing about 75 million 
covered individuals.

Emond B, Curr Med Res Opin. 2019 Oct; 35(10) 1751-1759



Conclusions: Anti-IL-17a treatment was 
associated with a nearly three-fold higher 
risk of IBD in CID patients. Treatment 
decisions for patients with CIDs should 
take into account the risk of developing of 
IBD



Conclusions: Relative to TnF and il-17, il-12/23 

inhibitors were associated with a reduced risk of 

serious infection in biologic-naïve patients with pso

or psa. in biologic-experienced individuals, there 

was no difference in infection risk across TnF, il-17 

or il-12/23 inhibitors

Conclusion. In our cohort of patients with severe PsA, the 

overall incidence of malignancy was similar to that of the 

general population, although the incidence of non-

melanoma skin cancer was increased. All-cause mortality 

was significantly increased, in part due to excess of 

deaths attributed to coronary heart disease.



Biosimilar



• A Danish national guideline -April 2016 -all patients with inflammatory arthritis treated with 
originator etanercept (ETA) (Enbrel) switched  to SB4 (Benepali, 50 mg subcutaneous) for 
economic reasons.

• On marketing in Denmark, 50 mg SB4 costed 49% less than ETA.

• Objective : to investigate in ETA-treated patients 
• (1) the proportions of patients who switched to SB4 (switchers) or maintained ETA treatment (non-switchers). in 

switchers:

• (2) 3 months’ disease activity before/after switching, (

• 3) reasons for withdrawal, safety events and patient characteristics associated with withdrawal, 

• (4) frequency, characteristics and outcomes of switch patients who resumed ETA (back-switchers) and to compare in 
switchers and non-switchers

• (5) the 1-year retention rates with that of a historic cohort of ETA-treated patients. Finally, we aimed to characterise
non-switchers including reasons for withdrawal.

Glintborg B,. Ann Rheum Dis. 2019; 78(2) 192-200



Kaplan-Meier plots of crude treatment retention rates among SB4 switch patients. 

Bente Glintborg et al. Ann Rheum Dis 2019;78:192-200
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The disease activity among switchers was stable 3 months 
before and after the switch. 

The 1-year SB4 retention rate was lower than that of a historic 
ETA cohort. 

The non-switch cohort had even higher withdrawal rate. 
Patient-related factors, for example, being in remission or not, 
rather than drug (originator or biosimilar) were important for 
the decision to withdraw treatment.
A subgroup of SB4-treated patients switched back to ETA. They 
had no distinct clinical or disease characteristics at the start of 
SB4, and reasons for back-switching appeared to be of a more 
subjective rather than objective nature.



Case Reports



JAAD Case Reports. 2019 Oct 10; 5(10) 928-930



Combination therapy of apremilast and biologic agent as a safe option of 
psoriatic arthritis and psoriasis. 

• A retrospective study, open label study carried out at a single community Rheumatology 
center. 

• Twenty-two patients diagnosed with plaque psoriasis and psoriatic arthritis.

•

The duration of the combination with a mean of 8 months

• side effect were reported in the form of diarrhea, abdominal pain, nausea and weight 
loss but no major side effects of cancer or severe infection were reported. 

• CONCLUSION: Apremilast can be safely combined with all biologic agents in patients with 
plaque psoriasis or psoriatic arthritis not responding adequately to biologics alone.

Metyas S, Curr Rheumatol Rev. 2019; 15(3) 234-237 
A comparison of apremilast monotherapy and combination therapy for psoriatic arthritis in a real-life setting: Data 
from the Leeds Combined Psoriatic Service. 
Abignano G, J Am Acad Dermatol. 2019 Feb 13; 80(6) 1796-1798



New drugs 



 

Bimekizumab 
160 mg, 320mg Q 4 w  

anti-IL-17A& IL-17F 
 

PsA- Phase II At Week 48, 63–78% of patients receiving 
bimekizumab 160 or 320 mg achieved DAPSA 
LDA or remission 

 
 
•DAPSA remission rates increased from 
baseline to Week 12 and from Week 12 to Week 
48 
•At Week 48, 22–38% of patients achieved the 
more stringent VLDA status  

 

Risankizumab 
150 mg SC Q4 weeks 

Humanized IgG 
monoclonal antibody 
that targets the p19 
subunit of IL-23, 

Pooled Phase II 

 
 
Patients with active PsA treated with RZB 
maintained improvement in joint and skin 
symptoms throughout the OLE and was 
well-tolerated 

•These results were corroborated by 
enhanced patient quality-of-life through 
decreasing pain and reduction in 
functional disability 



Guselkumab  
100 mg SC Q4/8 w 

Anti IL-23 p19 Phase III 

 
 
Efficacy maintained in biologic naïve and 
TNF I failure 

Tildrakizumab 

200 mgQ4w/12w 

100 mg Q12w  

Anti –interleukin-23p19 

monoclonal antibody  
 ACR 20 Response

  
 
By week 24, all TIL dose arms were 

significantly more efficacious than placebo in 

treating articular manifestations of psoriatic 

arthritis, as assessed by ACR20 

 

There were no major adverse cardiovascular 

events or malignancies over 24 weeks 

•Most common TEAE was nasopharyngitis  

 

 

 


