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Welcome Message from the
ISR President
Prof Geraldine McCarthy
Dear Colleagues and Friends
Little did we expect at our 2019 ISR annual scientific meeting that our world
would have changed so utterly by 2020. As you can imagine, there have been many changes to our
plans this year as we hoped to the bitter end that we might be in a position to have a face-to- face
meeting. With that in mind, it is my pleasure to welcome you all to the first ever virtual ISR meeting.
It has been a very challenging time for our patients and for those caring for them, including our
members. I am very proud of how we got together to support each other and to share ideas about
the best ways to manage under the circumstances. There have been so many questions like how to run
virtual clinics, how to advise our patients in relation to the work place, and early on in the pandemic,
there was so much discussion about rheumatology drugs and conflicting data around their use. The
Rheumatology community is a special one and hopefully by 2021 we will be able to enjoy each others’
company again.
We have an excellent line up of presentations for our virtual meeting and it serves to highlight the
number of truly international experts we have in our midst in Ireland. Dr Richard Conway will present
an update from the COVID-19 Global Rheumatology Alliance, to which most of our members have
contributed cases. Professor Rose-Anne Kenny will inform us in relation to novel aspects of vitamin
D in health as derived from TILDA. Dr Oran Kennedy will discuss biomechanics in post-traumatic OA
including the influence of biological clock mechanisms. Dr Jean Fletcher will inform us about cellular
level interactions between T cells and fibroblasts in RA. Dr John Stack will share his experiences in
dealing with cytokine storm, which has enhanced relevance since the arrival of COVID-19. Dr Norah
Campbell will highlight aspects of obesity that are becoming increasingly problematic for our patients.
Dr Nicola Ambrose will bring us up to date on adolescent SLE. Finally, Professor Denis Ostwald and Dr
Peter Robbins will inform us in relation to innovation in Europe and in Ireland as it relates to medicines.
As always, the highest scoring abstracts will be presented as well. A bonus is that all presentations with
be available on the ISR website following the meeting for those who would like to attend again or who
may have missed out.
The extra effort it has taken for our speakers to prepare their presentations in advance is much
appreciated.
I would like to offer special thinks to Michael Dineen and Marie Caston who have worked extremely
hard to make this meeting a success, despite all the challenges and changing landscape.
I am especially grateful to our colleagues in the Pharmaceutical Industry for the continued support of
ISR and its members, especially during these unprecedented times.
Finally, my sincere thanks to the members of ISR board for all their support in 2020 and their help in
putting the meeting program together.
Enjoy the meeting
Prof Geraldine McCarthy
President ISR

3

The Humira Family

1

Write Humira

2,3*

References:
1. HUMIRA Summary of Product Characteristics, available on www.medicines.ie. 2. Commission implementing directive 2012/52/EU of 20 December 2012.
3. Medicinal Products (Prescription and Control of Supply) (Ammendment) (No.2) Regulations 2014. SI No. 504 2014.
* Brand name should be used if the prescribed product is a biologic medicine
Further information is available upon request from AbbVie Limited, 14 Riverwalk, Citywest Business Campus, D24 XN32
Full prescribing information is available at www.medicines.ie.
Legal Category: POM
Date of preparation: August 2020; IE-HUM-200014

ISR Autumn Meeting
24-25 September 2020

Virtual Programme
Thursday, 24 September

Friday, 25 September

14.30-15.30 CAG Meeting for Consultant Members –
Prof David Kane
Chair: Prof Geraldine McCarthy

10.00-10.24 Oral Scientific papers (4-6)
3 x 8 mins each
10.25-10.50 Dr Jean Fletcher,
Associate Professor in
Translational Immunology, TCD
‘Interactions between T cells and
fibroblasts in RA’
		
10.50-11.15 Dr John Stack
Consultant Rheumatologist, MMUH
‘Cytokine Storm: Clinical Cases
and Targeted Therapies’		

16.00-16.24 Oral Short Clinical Papers (1-3)		
3 x 8 mins each
16.25-16.50 Dr Richard Conway
Consultant Rheumatologist - UCD
‘Update from the COVID-19
Global Rheumatology Alliance’
16.50-17.15 Prof Rose-Anne Kenny
Prof of Medical Gerontology
Trinity College and SJH
‘Vitamin D- the case for supplements
beyond bone health? Evidence from TILDA’

11.15-11.40 Dr Norah Campbell
Associate Professor of Marketing,
Trinity Business School
‘How marketing and the food lobby trigger
population obesity and what medical
professionals can do about it’

17.15-17.40 Dr Oran Kennedy
Research Lecturer Dept. of Anatomy
& Regenerative Medicine, RCSI
‘Biomechanics, Subchondral Bone
and Post-Traumatic OA (and Clocks!)’

11.40-12.05 Dr Nicola Ambrose
Consultant Rheumatologist,
Blackrock Clinic, Co Dublin
‘Adolescent SLE’

17.40-17.55 Young Investigator Award
Top Abstract Submission as decided by
the Abstract Review Panel

12.05-12.35 Prof Dennis A. Ostwald
Chief Executive Officer & Head of Health
Economics, WiFOR Institute, 		
Germany
‘Attitudes to medicines innovation – A
European perspective’

18.15-19.15 AbbVie Satellite Meeting
Chair: Prof Geraldine McCarthy
Prof Gerd R. Burmester Uni of Berlin
and Dr Grainne Murphy, CUH
‘Striving for remission in your
rheumatoid arthritis patients’

Dr Peter Robbins
Assistant Professor of Innovation &
Entrepreneurship,
Dublin City University Business School
‘Innovation Ireland - From Rhetoric
to Reality’
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For Her.

CIMZIA® (certolizumab pegol) allows for continuity of treatment,
where clinically necessary, for your young female (aged 18-45)
patients with RA, PsA or axSpA should they decide to start a family
in the future1,2
1. Mariette X, et al. Ann Rheum Dis 2018; 77(2):228-233
2. CIMZIA® Summary of Product Characteristics
CIMZIA® Certolizumab Pegol
Active Ingredient: Certolizumab pegol 200 mg in one ml in a pre-filled syringe, pre-filled pen or
dose dispenser cartridge Indication(s): Rheumatoid arthritis (RA): Cimzia, in combination with
methotrexate (MTX), is indicated for the treatment of moderate to severe, active RA in adult
patients when the response to disease-modifying antirheumatic drugs (DMARDs) including MTX,
has been inadequate. Cimzia can be given as monotherapy in case of intolerance to MTX or when
continued treatment with MTX is inappropriate. Cimzia in combination with methotrexate (MTX),
is also indicated in the treatment of severe, active and progressive RA in adults not previously
treated with MTX or other DMARDs. Cimzia has been shown to reduce the rate of progression of
joint damage as measured by X-ray and to improve physical function, when given in combination
with MTX. Axial spondyloarthritis: Cimzia is indicated for the treatment of adult patients with
severe active axial spondyloarthritis, comprising: Ankylosing spondylitis (AS): Adults with severe
active ankylosing spondylitis who have had an inadequate response to, or are intolerant to
nonsteroidal anti-inflammatory drugs (NSAIDs). Axial spondyloarthritis without radiographic
evidence of AS: Adults with severe active axial spondyloarthritis without radiographic evidence
of AS but with objective signs of inflammation by elevated CRP and/or MRI, who have had an
inadequate response to, or are intolerant to NSAIDs. Psoriatic arthritis: Cimzia in combination
with MTX, is indicated for the treatment of active psoriatic arthritis in adults when the response
to previous DMARD therapy has been inadequate. Cimzia can be given as monotherapy in case
of intolerance to MTX or when continued treatment with MTX is inappropriate. Plaque psoriasis:
Cimzia is indicated for the treatment of moderate to severe plaque psoriasis in adults who are
candidates for systemic therapy. Dosage and Administration: Treatment should be initiated and
supervised by specialist physicians experienced in the diagnosis and treatment of conditions for
which Cimzia is indicated in adult patients. Patients should be given the reminder alert card. For
RA and psoriatic arthritis MTX should be continued during treatment with Cimzia where
appropriate. Loading dose: The recommended starting dose is 400 mg (given as 2 subcutaneous
injections of 200 mg each) at weeks 0, 2 and 4. Maintenance dose: RA and Psoriatic Arthritis:
The recommended maintenance dose is 200 mg every 2 weeks. Once clinical response is
confirmed, an alternative maintenance dose of 400 mg every 4 weeks can be considered. Axial
spondyloarthritis: The recommended maintenance dose is 200 mg every 2 weeks or 400 mg
every 4 weeks. After at least 1 year of treatment, in axSpA patients with sustained remission, a
reduced maintenance dose of 200 mg every 4 weeks may be considered (see SPC).For the above
indications continued therapy should be carefully reconsidered in patients who show no evidence
of therapeutic benefit within the first 12 weeks of treatment. Plaque psoriasis: the recommended
maintenance dose is 200 mg every 2 weeks. 400 mg every 2 weeks can be considered in patients
with insufficient response. Missed dose: Advise patients to inject the next dose as soon as they
remember and inject subsequent doses as originally instructed. Contraindications:
Hypersensitivity to the active substance or to any of the excipients; active tuberculosis or other
severe infections such as sepsis or opportunistic infections; moderate to severe heart failure
(NYHA classes III/IV). Warnings & Precautions: Prior to treatment with Cimzia all patients to be
appropriately screened for active and inactive tuberculosis and results recorded on the patient
reminder alert card. In patients with a past history of latent tuberculosis use of anti-tuberculosis
therapy must be started before initiation of Cimzia. Treatment must not be initiated until infection
is controlled. Some patients who have been successfully treated for active tuberculosis have
redeveloped tuberculosis while being treated with Cimzia. Consult SPC for details. Monitor
patients closely for signs of infection during and up to 5 months after treatment. Serious
infections and opportunistic infections have been reported with some fatal outcomes. Caution
is advised in patients with a history of recurring or opportunistic infections including those on
concomitant corticosteroid or immunosuppressive medications or elderly. Patients should be
tested for HBV infection before initiating treatment with Cimzia and if treated should be
continually monitored. HBV reactivation has occurred in chronic carriers with some fatal
outcomes. Cimzia should be discontinued and antiviral therapy and supportive treatments
initiated. There is an increase in background risk for lymphoma and leukaemia in patients.
Periodic skin examination is recommended particularly for patients with risk factors for skin
cancers such as melanoma and Merkel’s cell cancer. Caution when initiating therapy in patients
with a history of malignancies. Data is not available for considering continuing treatment in
patients who have developed lymphoma, leukaemia, mild congestive heart failure and
demyelinating disorders. Advise patients to seek immediate medical attention if they develop
signs and symptoms suggestive of tuberculosis, blood dyscrasias or infection. Discontinue
treatment if patients develop significant haematological abnormalities; lupus-like syndrome;
mild congestive heart failure and demyelinating disorder. There is a potential risk of worsening
of congestive heart failure with TNF antagonists. COPD and heavy smoking may put patients at

greater risk of malignancies. Patients receiving Cimzia may receive vaccination except live
vaccines. Cimzia may cause erroneously elevated (aPTT) assay results in patients without
coagulation abnormalities. The needle shield contains a natural rubber latex derivative which
may cause allergic reactions. To improve the traceability of biological medicinal products, the
name and the batch number of the administered product should be clearly recorded. Interactions:
The combination of Cimzia and anakinra or abatacept is not recommended. Fertility, pregnancy
and lactation: The use of adequate contraception to prevent pregnancy should be considered
for women of childbearing potential. For women planning pregnancy, continued contraception
may be considered for 5 months after the last Cimzia dose due to its elimination rate, but the
need for treatment of the woman should also be taken into account. Data from more than 500
prospectively collected pregnancies exposed to Cimzia with known pregnancy outcomes,
including more than 400 pregnancies exposed during the first trimester, does not indicate a
malformative effect of Cimzia. However, the available clinical experience is too limited to, with
a reasonable certainty, conclude there is no increased risk associated with Cimzia administration
during pregnancy. Due to its inhibition of TNF alpha, Cimzia administered during pregnancy could
affect normal immune response in the newborn. Cimzia should only be used during pregnancy if
clinically needed. In a clinical study, 16 women were treated with certolizumab pegol during
pregnancy. Certolizumab pegol plasma concentrations measured in 14 infants at birth were Below
the Limit of Quantification (BLQ) in 13 samples; one was 0.042 μg/ml with an infant/mother
plasma ratio at birth of 0.09%. At Week 4 and Week 8, all infant concentrations were BLQ. The
clinical significance of low levels certolizumab pegol for infants is unknown. In a clinical study in
17 lactating women treated with Cimzia, minimal transfer of certolizumab pegol from the plasma
to breast milk was observed. The percentage of the maternal Cimzia dose that reaches an infant
during a 24-hour period was estimated to 0.04% to 0.3%. In addition, since certolizumab pegol
is a protein that is degraded in the gastrointestinal tract after oral administration, the absolute
bioavailability is expected to be very low in a breastfed infant. Consequently, Cimzia can be used
during breastfeeding. Side Effects: Common adverse-effects (≥ 1/100 to <1/10): infections,
eosinophilic disorders, leukopenia, headaches, sensory abnormalities, hypertension, nausea,
hepatitis (including hepatic enzyme increased), rash, pyrexia, pain, asthenia, pruritus (any site),
injection site reactions. Serious Side effects: Infections including sepsis, tuberculosis, fungal
infections, blood and lymphatic system malignancies, solid organ tumours, non-melanoma skin
cancers, pre-cancerous lesions, benign tumours and cysts, gastrointestinal tumours, melanoma,
Merkel cell carcinoma, eosinophilic disorders, leukopaenia (including neutropaenia,
lymphopaenia), anaemia, lymphadenopathy, thrombocytopaenia, thrombocytosis,
pancytopaenia, vasculitides, lupus erythematosus, drug hypersensitivity (including anaphylactic
shock), angioneurotic oedema, sarcoidosis, thyroid disorders, haemosiderosis, suicide attempt,
mental impairment, anxiety disorders, sensory abnormalities, peripheral neuropathies, dizziness,
tremor, seizure, multiple sclerosis, Guillain-Barré syndrome, visual disorder, tinnitus, vertigo,
cardiomyopathies, ischaemic coronary artery disorders, arrhythmias, palpitations, pericarditis,
atrioventricular block, hypertension, haemorrhage or bleeding (any site), hypercoagulation,
syncope, cerebrovascular accident, arteriosclerosis, Raynaud’s phenomenon, asthma, pleural
effusion, cough, interstitial lung disease, pneumonitis, ascites, gastrointestinal ulceration and
perforation, gastrointestinal tract inflammation, odynophagia, hepatitis (including hepatic
enzyme increased), hepatopathy, cholelithiasis, alopecia, new onset or worsening of psoriasis
and other skin related conditions, bullous conditions, Stevens-Johnson syndrome, erythema
multiforme, lichenoid reactions, renal impairment, nephropathy. Consult SPC in relation to other
side effects. Pharmaceutical Precautions: Store in refrigerator (2°-8°C). Do not freeze. Keep
the pre-filled syringe and pre-filled pen in the outer carton in order to protect from light. Legal
Category: POM. Marketing Authorisation Number(s): EU/1/09/544/001, EU/1/09/544/005 and
EU/1/09/544/008 UK NHS Cost: £715 per pack of 2 pre-filled syringes, pens or cartridges of
200 mg each. Marketing Authorisation Holder: UCB Pharma S.A., Allée de la Recherche 60,
1070 Brussels, Belgium. Further information is available from: UCB Pharma Ltd, 208 Bath Road,
Slough, Berkshire, SL1 3WE.Tel: +44 (0) 1753 777100. Fax: +44 (0)1753 536632. Email: UCBCares.
UK@ucb.com UCB (Pharma) Ireland Ltd, United Drug House, Magna Drive, Magna Business Park,
City West Road, Dublin 24, Ireland
Tel: +353 1 4632371 Fax: +353 14637396.Email: UCBCares.IE@ucb.com
Date of Revision: 07/2020 (IE-P-CZ-AS-2000002). Cimzia is a registered trademark
Adverse events should be reported. Reporting forms and information can be found at
yellowcard.mhra.gov.uk for the UK and hpra.ie/homepage/about-us/report-an-issue for Ireland
Adverse events should also be reported to UCB Pharma Ltd
IE-P-CZ-axSpA-2000089 August 2020
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and to use that information to develop of novel therapeutic
strategies.

Speakers

Prof Gerd R. Burmester
Charité University Hospital, Free University,
and Humboldt University of Berlin, Berlin,
Germany

Dr Richard Conway
Consultant Rheumatologist - UCD

Professor Burmester earned his medical
degree from Hannover Medical School,
Hannover, Germany, and completed a residency at the Medical
School of the University of Erlangen-Nuremberg, Erlangen,
Germany. He was awarded a postdoctoral fellowship at
Rockefeller University in New York, USA, and was a visiting
scholar at the Hospital for Joint Diseases, Mount Sinai School
of Medicine, New York. Professor Burmester is currently
Professor of Medicine in the Department of Rheumatology
and Clinical Immunology at the Charité University Hospital,
Free University, and Humboldt University of Berlin, Berlin,
Germany.
Professor Burmester has been the recipient of numerous
awards, including the Jan van Breemen Medal of the Dutch
Society of Rheumatology, and he was appointed as a Master of
the American College of Rheumatology. He serves on several
editorial boards, including the Journal of Rheumatology
and Clinical Rheumatology, and he is the associate editor of
Annals of the Rheumatic Diseases, the official journal of the
European League Against Rheumatism (EULAR). Professor
Burmester has authored >800 peer-reviewed articles and
his research interests include rheumatoid arthritis, Lyme
borreliosis, immunotherapy, cellular activation mechanisms in
inflammatory joint diseases, and tissue engineering.
Professor Burmester served as President of the German
Society of Rheumatology from 2001-2002. He was a
Member of the Executive Committee of the European League
against Rheumatism from 2003-2006 acting as Chairman
of the Standing Committee on Investigative Rheumatology
and became an honorary member of EULAR in 2006. From
2011 – 2013 he served as Treasurer of EULAR, and he was
elected President Elect of EULAR in 2013. From 2015 – 2017
he was President of EULAR and served as Immediate Past
President of EULAR until 2019. Since 2017, he is President of
the Board of Trustees, FOREUM Foundation for Research in
Rheumatology.

Dr Richard Conway graduated from the
Royal College of Surgeons in Ireland in
2006. He completed rheumatology and
general internal medicine training in
Ireland in 2014, and a PhD in giant cell arteritis at University
College Dublin in 2017. Richard is currently a consultant
rheumatologist and physician at St. James’s Hospital and
Blackrock Clinic, both in Dublin, Ireland. He is the author
of more than 100 peer-reviewed publications and 3 book
chapters. His current research interests include interstitial
lung disease in systemic rheumatic diseases, vasculitis, and
polymyalgia rheumatica.
Prof Rose-Anne Kenny
Prof of Medical Gerontology
Trinity College and SJH
Professor Rose Anne Kenny MD, FRCPI,
FRCP FRCPE, FTCD, FESC, MRIA holds
the Chair of Medical Gerontology and is
Head of the academic department of Medical Gerontology
at Trinity College Dublin, having previously been Professor
of Cardiovascular Research and head of Geriatric Medicine
at the University of Newcastle Upon Tyne, UK. Rose Anne
established and is director of a large clinical -research
institute for ageing at St James Hospital- MISA, and is
founding Principal Investigator of a novel population study
on the experience of ageing in Ireland - TILDA – The Irish
LongituDinal study on Ageing, now in its 12th year of data
collection.
Dr Oran Kennedy
Bio Engineer, RCSI
Dr. Oran Kennedy is a PI in the Dept. of
Anatomy & Regenerative Medicine at
the Royal College of Surgeons in Ireland,
and in the TCBE and AMBER centers in
Trinity College Dublin. His has a primary research interest
in musculoskeletal biomechanics and mechanobiology. His
PhD work was carried out on a collaborative project between
RCSI and TCD; following that he moved to New York on
a Fulbright Post Doctoral Fellowship to work at the City
University of New York. He then started his laboratory at the
New York University Dept of Orthopaedic Surgery, in 2012
where he was a faculty member until his return to Ireland in
2017. Dr. Kennedy has re-established his laboratory in Ireland
in the Tissue Engineering Research Group in RCSI, and has
been awarded funding from SFI, IRC and H2020 since his
return. The main focus of his lab currently is to understand
the process of post traumatic osteoarthritis and joint disease,
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Dr Grainne Murphy
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Prof Jean Fletcher
School of Medicine, TCD.

Dr Nicola Ambrose
Consultant Rheumatologist,
Blackrock Clinic, Co Dublin

Dr Jean Fletcher is Associate Professor in
Translational Immunology at Trinity College
Dublin. She holds a PhD in Immunology
from the University of London. After moving
to Ireland in 2005 she began working on the regulation of T
cells in multiple sclerosis (MS) and in 2012 she took up the
position of Ussher Lecturer. Her current research is focused
on understanding the dysregulation of T cells, particularly the
Treg:Th17 axis in human diseases including multiple sclerosis,
rheumatoid arthritis, psoriasis and Hidradenitis suppurativa.
Understanding how the Treg:Th17axis is regulated by
metabolism and immuno-modulatory therapies with the aim
of improving current therapy, predicting response to therapy
and identifying new therapeutic targets for inflammatory
disease is a key research theme.

Dr Nicola Ambrose is a graduate of
Trinity College Dublin. She completed
her specialist training in rheumatology
and general internal medicine in Ireland, before obtaining
an Arthritis Research UK (ARUK) fellowship to undertake a
PhD at Imperial College London, studying inflammation in
Behçet’s Syndrome. She then obtained a Richard Steeven
Fellowship from the HSE to undertake a Clinical Fellowship
at the ARUK Adolescent Rheumatology Centre of Excellence
at University College London Hospital (UCLH). She stayed at
UCLH as an Adolescent and Adult consultant rheumatologist,
and was the Clinical Lead for Adolescent Rheumatology.
Special interests: Adolescent and Young Adult Rheumatology
including JIA; Behçet’s Syndrome; SLE and dermatomyositis;
Gout Osteoporosis and fracture secondary prevention;
Inflammatory arthritis.

Dr John Stack
Consultant Rheumatologist, MMUH

She has published 23 peer review papers as well as 6 book
chapters.

John Stack is a Consultant Rheumatologist
and General Physician at the Mater
Misericordiae University Hospital, Dublin.
He graduated from UCC in 2005 with
an honours degree in medicine. He then completed his
specialist training in Ireland before undertaking a Pfizer
RCPI sponsored travelling fellowship in CTD and myositis
at Kings College Hospital, London in 2016. Following his
year as senior clinical fellow he was appointed as Consultant
Rheumatologist at Kings College Hospital with a special
interest in CTD and vasculitis and subsequently promoted to
Clinical lead for Rheumatology at Kings College Hospital in
2018, a role he held until his return to Ireland in February
2020. He has been awarded a research MD from UCC
entitled ‘Rheumatoid arthritis and Atherosclerosis: Shared
Pathogenic Mechanisms Explored’. He is a member of ‘HLH
Across Specialities Collaboration (HASC)’ a group of clinicians
in the UK interested in promoting learning and research in
relation to HLH and hyper-inflammation.

Prof Dennis A. Ostwald
Chief Executive Officer & Head of Health
Economics,
WiFOR Institute, Germany
Dennis is the Founder and Managing
Director of WifOR. Since 2009, he has led
WifOR as an independent institute and has developed it into a
steadily growing economic research and consulting company.
With more than 300 national and international projects for
various customers in the public and private sector, Dennis
offers extensive expertise in the management of research
and consulting projects. He possesses extensive knowledge
of macroeconomic company and industry analyses as well
as of science-based policy consulting and health economic
assessments. His strengths lie particularly in transforming
complex economic interrelationships into understandable
and actionable messages for diverse stakeholders. Dennis is
a Professor at Steinbeis University and lectures in the field
of Sustainability Management at Darmstadt University of
Applied Sciences.
Academic Career
• Dr. rer. pol. (Ph.D.) at Technical University Darmstadt
(Department of Prof. Dr. Dr. h.c. Bert Rürup)
• Graduate Diploma (Industrial Engineering) at TU Darms

Dr Norah Campbell
Lecturer in Critical Marketing Trinity Business School
Norah Campbell is associate professor of
Marketing, Director of Undergraduate
Teaching and Learning in Trinity Business
School and a Fellow of Trinity College, Dublin. Her current
research is on the strategies of the food lobby in Ireland and
Europe and her work has been published in international
marketing, policy and medical journals.
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to the pathogenesis of basic calcium phosphate crystal–
induced joint disease and participates in and contributes to
numerous international collaborations related to gout. Other
research interests include platelet activation in inflammatory
arthritis and its role in enhanced cardiovascular risk. She also
participates in collaborative studies of the pathogenesis of
giant cell arteritis and HIV-associated bone pathology.
Author of over 130 publications, including original
manuscripts, editorials, reviews and book chapters and has
spoken at many national and international meetings. She has
been winner of several research and teaching awards and has
mentored many medicine and science graduates in clinical
practice and in research.

Dr Peter Robbins
Assistant Professor of Innovation &
Entrepreneurship, Dublin City University
Business School
Peter Robbins is one of Ireland’s foremost
experts in innovation, design thinking
and new product and service development. A former global
head of innovation excellence for GlaxoSmithKline, he led
many of the worldwide, new product launches for Lucozade,
Aquafresh, Sensodyne, Panadol, Ribena, alli and NiQuitin.
Part of his role in GSK was to roll out design thinking to the
company’s R&D Hubs all over the world.
He consults with many leading organisations including
Hennessy Spirits; McDonalds; Coillte; KBC Bank; Glanbia;
Elan; The Central Bank; Bank of Ireland; Deloitte; BNP Paribas,
ICON Healthcare, Pfizer and many lots more – helping them
build a design thinking capability and create a pipeline of
innovation.
He learned Design Thinking in the Stanford D-School.
He completed his PhD in innovation management. He
has published in R&D Management, the Irish Journal
of Management, International Journal of Innovation
Management, London Strategy Review and regularly speaks
at international conferences on the subject of design thinking,
managing creativity and innovation. He is currently Assistant
Professor of Innovation with Dublin City University Business
School.

Dr Clare Matthews
Honorary Secretary
Consultant Rheumatologist
Ulster Hospital, Belfast
Consultant
Rheumatologist,
Ulster
Hospital, Belfast Dr Clare Matthews
graduated from Queens University Belfast in 1994. She
completed registrar training with CCT in Rheumatology
and general medicine in 2007. She completed an MD
“Clinical, genetic and immunohistochemical findings of early
inflammatory arthritis” from The Queen’s University, Belfast
in 2004. She trained in Belfast with a period of training in
St Vincent’s University Hospital Dublin through her research
interest in synovial disease. Dr Matthews was first appointed
as a consultant in Belfast City Hospital and moved to her
current post in The South Eastern Trust in 2009.

ISR Board members

Dr John Ryan
Honorary Treasurer
Consultant Rheumatologist,
Cork University Hospital, Cork

Professor Geraldine McCarthy
President
Consultant Rheumatologist
Mater Misericordiae University Hospital
Dublin and Full Clinical Professor of
Medicine University College Dublin

Dr John Ryan is a graduate of the Royal
College of Surgeons in Ireland, he completed his higher
medical training in rheumatology and general internal
medicine in Ireland. He undertook a fellowship at the
National Institute of Arthritis and Musculoskeletal and Skin
Diseases (NIAMS) in Bethesda, Maryland. During this time
he undertook translational research into disordered innate
immunity manifesting as recurrent fever syndromes. He
joined Dr Sinead Harney in the Rheumatology service at Cork
University Hospital in 2010. The Rheumatology department
has since expanded to include Dr Grainne Murphy. In July
2017 he took up the post of National Specialty Director for
Rheumatology.

Geraldine McCarthy graduated in Medicine from NUI.
She received her Fellowship in Rheumatology at the
Medical College of Wisconsin. Her research has focused
on the biological effects of calcium-containing crystals in
degenerative joint disease as well as in atherosclerosis and
breast cancer. Promoted to Associate Professor of Medicine
at the Medical College of Wisconsin in 1996 where she
remained until her return to Dublin.
Prof McCarthy was appointed Consultant in Rheumatology
at the MMUH and Cappagh National Orthopedic Hospital
Dublin in 1999 where she continues to run a busy clinical
practice. She teaches as part of the University College Dublin
Faculty of Medicine where she was the first clinician to be
appointed Full Clinical Professor of Medicine through the
Clinical Pathways in 2009.
Geraldine has current international collaborations in the UK,
USA, Europe, Australia, New Zealand and Canada, particularly
in relation to calcium crystal deposition diseases as well as
gout. She continues her involvement in bench research related
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diseases. She has established strong collaborative research
networks across Europe, USA and Singapore. Professor
Fearon, has been awarded significant research funding from
Arthritis-Ireland, Health Research Board, Science Foundation
Ireland, IRCSET, European-ASPIRE, JU Innovative Medicines
Initiative (IMI) and Maeve Binchy Funding for Arthritis
Research, in addition to industry collaborative partnerships.
She has published extensively in high impact peer-reviewed
journals, and her research has been awarded several National/
International awards.

Dr Andrew Cairns
Consultant Rheumatologist,
Musgrave Park Hospital, Belfast
Dr Andrew Cairns graduated in Medicine
from Queen’s University Belfast in 1995.
He completed specialist training in Belfast and also at the
Rheumatic Diseases Unit in Edinburgh. He was awarded an
MD by thesis entitled “Leucocyte surface receptor expression
of relevance to apoptotic cell clearance in systemic lupus
erythematosus” from Queen’s University Belfast in 2001, and
an MSc in Sport and Exercise Medicine from the University
of Ulster in 2008. He is a Consultant Rheumatologist at
Musgrave Park Hospital Belfast where he was appointed in
2004, and also provides rheumatology clinics at Belfast City
Hospital and Lagan Valley Hospital Lisburn. He is a Fellow
of the Royal Colleges of Physicians of Ireland, London and
Edinburgh. He has published in a wide range of rheumatic
diseases and is an enthusiastic proponent of musculoskeletal
ultrasound.

Dr Sinéad Harney
Consultant Rheumatologist
Cork University Hospital, Cork
Dr Sinéad Harney graduated from UCG
in 1994 and did her specialist training in
Rheumatology and General Medicine in
Dublin. She completed her training in Oxford in 2005 and
was awarded a DPhil by thesis titled “Major Histocompatibility
Genetics of Rheumatoid Arthritis”. She was appointed to a
Consultant Rheumatologist post in Cork University Hospital
in 2005 and has worked there since. She completed a
Masters in Sports and Exercise Medicine in UCC in 2007. Her
research interests include – Genetics of inflammatory arthritis
and occult cardiovascular disease in Rheumatoid Arthritis and
she has over 90 publications. She is currently the treasurer
of the Irish Society of Rheumatology and a board member of
the TUE committee of the Irish Sports Council.

Dr Shawn Chavrimootoo
Consultant Rheumatologist,
Our Lady’s Hospital,
Navan, Co Meath.
Shawn Chavrimootoo is a Consultant
Rheumatologist at Our Lady’s Hospital,
Navan, Co. Meath. He graduated in Medicine from RCSI,
Dublin in 2002 and developed an interest in Rheumatology
during his Senior House Officer years in Connolly Hospital,
Blanchardstown. Following this, he completed higher specialist
training in Cork University Hospital, Kerry General Hospital,
Connolly Hospital and St Vincent’s University Hospital in
Dublin. He was appointed to his Consultant Rheumatologist
post in 2013 when he joined Dr Ramakrishnan at Our
Lady’s Hospital, Navan, from where they currently provide a
regional Rheumatology service for the North East of Ireland.
His clinical interests include osteoporosis as well as gout,
inflammatory arthritis, spondyloarthritis, connective tissue
disease and vasculitis.

Professor David Kane
National Lead for Rheumatology
HSE Clinical Programme
Consultant Rheumatologist,
Tallaght University Hospital, Dublin
Prof David Kane attended medical school
at Trinity College, Dublin, Ireland and was conferred MB BCh
BAO BA in 1991, PhD in 2002 and FRCPI in 2006. He has
trained in rheumatology with Prof. Barry Bresnihan and Prof.
Oliver FitzGerald at St. Vincent’s University Hospital, Dublin,
Ireland and with Prof Roger Sturrock, Prof Iain McInnes
and Dr Peter Balint at Glasgow Royal Infirmary, Glasgow,
United Kingdom. He was appointed as Senior Lecturer in
Rheumatology at the University of Newcastle (2003-2005)
and is currently working as Consultant Rheumatologist at
the Adelaide and Meath Hospital and Clinical Professor in
Rheumatology at Trinity College Dublin. His special interests
are musculoskeletal ultrasound, spondyloarthopathy and
synovial inflammation. He is a member of the European
Working Party on Musculoskeletal Ultrasound and the
OMERACT special interest group on musculoskeletal
ultrasound, previous organiser of the BSR Musculoskeletal
Ultrasound course and is Faculty member of the EULAR
Musculoskeletal ultrasound course. He has served as a
Board member of the Irish Osteoporosis Society, as President
and Treasurer of the Irish Society for Rheumatology and is
currently a Board member of Arthritis Ireland.

Professor Ursula Fearon
Head of Molecular Rheumatology,
School of Medicine,
Trinity Biomedical Sciences Institute,
Trinity College Dublin.
Professor Ursula Fearon is head of Molecular
Rheumatology, School of Medicine, Trinity Biomedical Sciences
Institute, Trinity College Dublin. Professor Fearon’s research
is a bench-to-beside translational approach, focusing on
understanding the underlying mechanisms that drive disease
pathogenesis; her team specifically examine components of
joint inflammation at a cellular and molecular level to dissect
out the signalling and gene pathways that are involved in
the pathogenesis of inflammatory arthritis and rheumatic
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Professor Orla Killeen
Paediatric Consultant Rheumatologist,
Crumlin Children’s Hospital, Dublin 12.

Dr Claire Sheehy
Consultant Rheumatologist
University Hospital Waterford

Professor Orla Killeen qualified from
UCG (NUI) Galway in 1996. She trained
in General Paediatrics in Our Lady’s
Hospital for Sick Children, Crumlin and in Temple Street
University Hospital, Dublin before sub-specialising in
Paediatric Rheumatology. She undertook her paediatric
rheumatology training at Great Ormond Street Children’s
Hospital, London and went on to complete a Barbara Ansell
Fellowship in Paediatric Rheumatology in the Royal Hospital
for Sick Children, Glasgow. She was appointed as Ireland’s
first Paediatric Rheumatologist in 2004, and is based at
Our Lady’s Children’s Hospital, Crumlin and St Vincent’s
University Hospital, Dublin since July 2006. She is the Clinical
lead for the National Centre for Paediatric Rheumatology
(NCPR), providing care for patients both on a local and
national level up to 18 years of age. Her areas of interest
include Adolescent Rheumatology Transition Care as well as
JIA, Down’s arthropathy and Auto-Inflammatory syndromes.

Dr Claire Sheehy is a Consultant
Rheumatologist in University Hospital
Waterford. A graduate of Trinity College
Dublin, she completed the higher specialist
training in rheumatology and general medicine, and was
awarded an MD for work exploring the role of anti TNF
therapy in early rheumatoid arthritis. She undertook a
fellowship in connective tissue disease and vasculitis between
Norfolk and Norwich University Hospital, and Addenbrookes
Hospital. She took up her post in 2012; her current clinical
interests include early inflammatory arthritis and connective
tissue disease.
Dr Bryan Whelan
Consultant Rheumatologist
Our Lady’s Hospital, Manorhmailton,
Co Leitrim
Dr Bryan Whelan is a Consultant
Rheumatologist in Our Lady’s Hospital
in Manorhmailton, Co Leitrim and an Honourary Senior
Lecturer in Medicine in NUIG. He qualified from UCD in
2000 and completed BST in the Mater Hospital in Dublin.
He completed SpR training in Rheumatology in CUH, the
Mater Hospital and University College London. He has an
MD and Masters Sports and Exercise Medicine from UCC
and an MSc in Epidemiology from the London School of
Hygiene and Tropical Medicine. He is currently a board
member of Arthritis Ireland, the SUH Research and Education
Foundation, a member of the Academic Committee of the
FSEM and a member of the Advisory Committee for Human
Medicines Clinical Trials Subcommittee of the HPRA. His
current research interests include muscle disease, exercise in
rheumatology and osteoarthritis.

Dr Colm Kirby
Cork University Hospital, Cork
Colm graduated with a degree in medicine
from UCC in 2011. Following completion
of CUH medical BST I commenced
the Rheumatology HST in 2016. After
spending some time University College Hospital Galway
and Cork University Hospital, he now works in Tallaght
University Hospital. Special interests include Musculoskeletal
Ultrasound and premature atherosclerosis associated with
systemic inflammatory diseases.
Dr Bernadette Lynch
Consultant Rheumatologist,
University Hospital, Galway.
Dr Bernadette Lynch graduated from the
Royal College of Surgeons in Ireland in
2003. She completed her higher specialist
training in Rheumatology and General Medicine in 2013
having worked and studied in Dublin, Galway and London.
She was awarded an MD from University College Dublin
in 2011 for work on IL-22 and musculoskeletal ultrasound
in Inflammatory Arthritis. She undertook a fellowship
in Scleroderma and Vasculitis at the Royal Free Hospital
Hampstead under Professor Chris Denton and Dr Aine
Burns. During this time, Bernadette was part of the UK
Scleroderma Study Group (UKSSG) which developed the
national guidelines on the management of complications
of Scleroderma. She took up her current appointment
as Consultant Rheumatologist and General Physician in
University Hospital Galway in 2015. Her principal clinical
and academic interests are Scleroderma and Inflammatory
Arthritis.

Photo from ISR Autumn Meeting 2019

Dr Timoor Mounis and Oliver Lawrence - Accord
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Young Investigator Award 2020
Dr Rachael Flood

Rachael graduated from Trinity College Dublin in 2013 and is currently in the 4th year of Rheumatology
Specialist Registrar Training. She is currently investigating the pathological associations of hyperuricaemia
in sub-clinical gout, cardiovascular and cardiopulmonary diseases under the supervision of Professor
Ronan Mullan at Tallaght University Hospital. Rachael’s research interests are in crystal arthropathies, metabolic syndrome,
musculoskeletal ultrasound and COVID-19 outcomes in patients with Rheumatic diseases. She was awarded The Meath
Foundation Research Fellowship in 2018 and 2020 and the Pfizer Research Fellowship in 2020.

COVID-19 INFECTION AND HOSPITALISATION RATES IN RHEUMATIC
DISEASES; RESULTS OF THE TRINITY RHEUMATOLOGY AND COVID-19
REGISTRY – TRACR
Author(s)
Dr Rachael Flood, Dr Richard Conway, Dr Colm Kirby, Dr Diana Gheta, Prof David Kane, Prof Ronan H Mullan.
Department(s)/Institutions
Tallaght University Hospital, Rheumatology Department. St James’s Hospital,
Rheumatology Department
Introduction
The Global Rheumatology Alliance (GRA) physician-reported registry showing
46% hospitalisation rates for COVID-19 infection in inflammatory Rheumatic
Diseases(IRD), is at variance with the 16% recently published in the NEJM,
suggesting a potential reporting bias in the registry data towards hospitalisation.
Although the GRA data provides useful information on disease morbidity patterns
it’s design, which fails to account for the denominator population at risk, has been
unable to provide disease incidence data for comparison.
Aims/Background
The New York case series, which reported an incidence rate no different from the
general population, is reassuring for patients with IRDs, but requires further validation.
Method
To eliminate reporting bias, we contacted 7,500 patients comprising 4,524 with
IRDs and 2,976 with non-inflammatory disease (nIRDs) attending Trinity College
Dublin aligned academic Rheumatology centres, collecting data up to the end of the
1st pandemic wave in Ireland, 03rd June 2020. Cross-referencing with test-centre
positive polymerase chain reaction (PCR) results and mortality data was performed
to ensure complete collation of cases.
Results
We identified 78 cases of PCR/physician diagnosed COVID-19, of whom 68 were
community acquired (Table 1b) and 10 hospital acquired. No significant differences
were seen in cumulative incidence/100,000 of COVID-19 between IRD (1083), noninflammatory rheumatic disorders (nIRD, 940), or incidence rates for metropolitan
Dublin (887).(3) Hospitalisation rates for community acquired Covid-19 in IRD
(15%), equivalent to national figures (13%) were observed. Hospitalisation was more
likely to occur in those receiving glucocorticosteroids (p<0.01) or those diagnosed
with type 2 diabetes (p< 0.05). In subgroup analysis of IRD patients with community
acquired infection (n=40), subsequent hospitalisation was statistically less likely in
patients receiving long-term biological therapies (P<0.05).
Conclusions
Our data supports the recent New York case series, that both incidence and
hospitalisation rates for COVID-19 in patients with IRD are no different from the
general population. Unintentional reporting bias of hospitalised COVID-19 cases
to IRD registries may therefore lead to overestimates of morbidity. Although our
dataset is small, these results suggest that treatment with immunosuppressive biologic
therapies does not lead to poorer clinical outcomes and may in fact be protective
through a potential role in preventing hyperinflammatory syndrome.

IRD Only (n=40)

Parameter

COVID-19
Positive (n, %)
Age in Years
(Mean, SD)
Female (n, %)
CVS Disease
(n, %)

NonHospitalisation

All Patients (n=68)
NonHospitalisation

Hospitalisation

34 (85)

6(15)

53 (77.9)

15 (22.1)

48.7 (15)

68.9* (15.1)

49.6 (13.8)

68.1*(12.2)

26 (76.5)

5 (83.3)

41 (77.4)

10 (66.7)

2 (5.9%)

2 (33.3)

6 (11.3%)

8*(53.3)

BMI >30 (n, %) 8 (23.5)

3 (50)

13 (24.5)

6 (40)

T2DM (n, %)

1 (2.9)

2 (33.3)

1(1.9)

3 (20)

15 (44.1)

5 (83.3)

N/A

7 (20.6)

2 (33.3)

16 (47.1)

0 (0)

N/A

0 (0)

0 (0)

N/A

0 (0)

2 (33.3)

csDMARD (n,
%)
HCQ (n,%)
bDMARD
(n,%)
tsDMARD
(n,%)

GC (n, %)

†

†

†

†

N/A

0(0)

3* (20)

Table 1: Associations with Hospitalisation Following Community Acquired COVID-19.
CVS – Cardiovascular Disease. BMI – Body Mass Index. T2DM – Type 2 Diabetes Mellitus. csDMARD- conventional
synthetic disease modifying antirheumatic drug. HCQ – hydroxychloroquine. bDMARD- biologic disease modifying
antirheumatic drug. tsDMARD- targeted synthetic disease modifying antirheumatic drug. GC – Glucocorticosteriods.
* P=<0.01 † P=<0.05

Parameter
COVID-19
Positive (n, %)
Age in Years
(Mean, SD)
Female (n, %)
CVS Disease

IRD

nIRD

40 (58.9)

28 (41.2)

51.8 (16.5)

56.46 (13.6)

31 (77.5)

20 (71.4)

4 (10)

10* (35.7)

BMI >30 (n, %)

11 (27.5)

8 (28.6)

T2DM (n, %)

3 (7.5)

1 (3.6)

GC (n, %)

2 (5)

1 (3.6)

884

940

(n,%)

Incidence (per
100,000)

RA 14
PsA 7
SLE 4
Sjogren’s 2
Diagnosis

JIA 2
HUVS. 1
uCTD 5
PMR 1
AS 4

Costochondritis 1
Fracture 9
Fibromyalgia 6
Gout 1
EDS 1
OA 8
Functional 1
Mechanical 1

Table 1b: Baseline Data between IRDs and nIRDs in Community Acquired COVID-19.(n=68). CVS – Cardiovascular
Disease. BMI – Body Mass Index. T2DM – Type 2 Diabetes Mellitus. GC – Glucocorticosteriods. RA – Rheumatoid
Arthritis. PsA – Psoriatic Arthritis. SLE – Systemic Lupus Erythematosus. JIA – Juvenile Idiopathic Arthritis. uCTD –
Undifferentiated Connective Tissue Disease. PMR – Polymyalgia Rheumatica. AS- Ankylosing Spondylitis, EDS -Ehlers
Danlos Syndrome. OA – Osteoarthritis. HUVS – Hypocomplementemic Urticarial Vasculitis Syndrome
* P=<0.01 † P=<0.05
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Hospitalisation

ISR Presidents

Irish Society for
Rheumatology Board Members

Prof Geraldine McCarthy 2020 Dublin

PRESIDENT
Professor Geraldine McCarthy
Consultant Rheumatologist
Mater Misericordiae University Hospital Dublin
and Full Clinical Professor of Medicine
University College Dublin

Dr Sinéad Harney 2018 - 2020
Cork
Dr Sandy Fraser 2016 - 2018
Limerick
Prof D. Kane 2014 - 2016
Dublin

HONORARY SECRETARY
Dr Clare Matthews
Consultant Rheumatologist
Ulster Hospital, Belfast

Dr G.Wright 2012 - 2014
Belfast
Prof Gaye Cunnane 2010 - 2012
Dublin

HONORARY TREASURER
Dr John Ryan
Consultant Rheumatologist,
Cork University Hospital, Cork

Dr R. Kavanagh 2008 - 2010
Galway

BOARD MEMBERS
Dr Andrew Cairns
Consultant Rheumatologist
Musgrave Park Hospital, Belfast

Dr J. Lee 2006 - 2008
Craigavon
Dr P. O’Connell 2004 - 2006
Dublin

Dr Shawn Chavrimootoo
Consultant Rheumatologist,
Our Lady’s Hospital,
Navan, Co Meath.

Prof O. FitzGerald 2002 - 2004
Dublin
Dr A. Taggart 2000 - 2002
Belfast

Professor Ursula Fearon
Head of Molecular Rheumatology,
School of Medicine,
Trinity Biomedical Sciences Institute,
Trinity College Dublin.

Dr D. Raman 1998 - 2000
Sligo
Dr A. Bell 1996 - 1998
Belfast

Dr Sinéad Harney
Consultant Rheumatologist
Cork University Hospital, Cork

Prof B. Bresnihan 1994 - 1996
Dublin
Prof M. Molloy 1992 - 1994
Dublin

Professor David Kane
National Lead for Rheumatology
HSE Clinical Programme
Consultant Rheumatologist,
Tallaght University Hospital, Dublin

Dr E. Casey 1990 - 1992
Dublin
Dr S. Roberts 1988 - 1990
Belfast

Professor Orla Killeen
Paediatric Consultant Rheumatologist,
Crumlin Children’s Hospital, Dublin 12.

Dr C. Barry 1985 - 1987
Dublin

Dr Colm Kirby, SpR Rep
Cork University Hospital, Cork

Dr D. Roden 1983 - 1985
Dublin

Dr Bernadette Lynch
Consultant Rheumatologist,
University Hospital, Galway.

Dr W. Boyd 1981 - 1983
Belfast
Dr T. Gregg 1979 - 1981
Dublin

Dr Claire Sheehy
Consultant Rheumatologist
University Hospital Waterford

Dr J. Molony 1977 - 1979
Dublin

Dr Bryan Whelan
Consultant Rheumatologist
Our Lady’s Hospital, Manorhmailton,
Co Leitrim

Dr M .McMahon 1975 - 1977
Cork
Dr T.O’Reilly 1973 - 1975
Dublin
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ISR IRNF – ACR Meeting
7 Feb 2020 at Hilton Hotel, Kilmainham Dublin
This ISR organised meeting of Rheumatology nurses was sponsored by Abbvie Ltd and chaired by Ms Ursula Bond,
South Infirmary/Victoria University Hospital, Cork. The meeting was attended by 29 Nurses.
The following presentations were made.
• Clara Bannon, Connolly Memorial Hospital, “Update on R.A. Therapies”
• Norma Ferris, St Vincents’ University Hospital “Cardio Vascular Risks”
• Bridgette Connaughton, Merlin Park University Hospital, Galway Vaccinations Update”
• Ursula Bond Chair, Gout, proposed new ACR Guidelines 2020, PSA and OA update.
The meeting ended after Ursula thanked all who attended, especially those who made presentations. She also passed
a vote of thanks to the sponsors for their ongoing support of IRNF meetings.

Mary Gillespie talking to Patricia Minnock

Ann O’Riordan & Group

Clara Bannon

Norma Ferris

Martina Carolan, Martina Corbett & Caitriona Stafford
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Audience View

Alexia Kelly, Patricia Minnock & Madeline O’Neill

David Lynch-AbbVie, Karen Peate, Emma Roe, Derek Deely

David Lynch, Karen Walsh, Rebecca Griffin & Hugh Sheehan

Hugh Sheehan (AbbVie), Bridgette Connaughton, Clara Bannon,
Ursuala Bond, Karen Walsh (AbbVie), Norma Ferris

Hugh Sheehan, Rebecca Griffin, Ursula Bond,
Karen Walsh & David Lynch

Noreen Harrington, Geraldine
? Bryne & Helen Reynolds

Therese McRann, Martina Slattery & Lisha Joseph
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ISR Sp R – ACR Highlights Meeting
at Fitzpatricks’ Castle Hotel, Killiney Co Dublin, 22 November 2019
This event was organised in conjunction with Dr John Ryan NSD and promoted with the aid of an Educational Grant
from AbbVie Ltd. There was an attendance of 30 Sp Rs.
The Programme which highlighted the following presentations was as follows:
• Dr Aine Gorman – “Updates in Myostitis”
• Dr Usman Amin – “The case for minimising steroids in Rheumatic disease”
• Dr Kieran Murray – “Reproductive Health in Rheumatic disease”
• Dr Killian Hurst – “Spondyloarthropathies”
• Dr Wan Lin Ng – “Adult Still’s disease and Autoinflammatory Syndromes”
• Dr Brona Dineen – “Macrophage Activation
Syndrome”
Dr Ryan rounded off the evening by thanking all the
attendees, paying tributes for some excellent presentations
and thanking AbbVie Ltd for their ongoing support and
sponsorship of the ACR highlights.
This was followed by an Sp R training day on Saturday
morning which featured:
• Ms Anne O’Brien on “Time Management”
• Prof Gaye Cunnane on “Mindfulness”
• Dr Eanna Falvey on “Personal Exercise and Sports
Medicine”
Dr. John Paul Doran (Bon Secours Limerick),
Prof. Gaye Cunnane (St James’s Hospital).

Dr. Kieran Murray (St.Vincent’s Hospital),
Dr.Imran Ali (Sligo General Hospital).

Dr Colm Kirby (TUH), Dr.Abudullah Al Abdul Al Wahab
(Beaumont Hospital), Dr. Tahir Aziz (TUH).

Dr John Ryan, Consultant
? Rheumatologist, CUH

Audience View

16

David McCan, Loretta O’Brien (Both Abbvie)

Dr Aine Gorman

Dr Usman Amin

Dr. John Ryan (CUH)

Dr. Kieran Murray

Dr Cillian Hurst

Dr. Wan? Lin Ng

Dr. Bronagh Dinneen
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OTEZLA® can offer
solutions to the challenges
in this new environment

OTEZLA® has an established
efficacy and safety profile
for up to 5 years†1,2

No warnings regarding risk
of serious infection2

No contraindications
for concurrent use with
live vaccination2

A short half-life of 9 hours

Minimise frequency of
clinical appointments

Immunomodulatory mode of action2

No laboratory pre-screening, and no drug
specific blood monitoring required2

Means that OTEZLA® is rapidly cleared
from the body if administration
needs to be stopped2

Confidence not compromise in immune
response, down-regulation of proinflammatory cytokines and up-regulation
of anti-inflammatory cytokines

Make OTEZLA® the positive
choice for your psoriasis and
psoriatic arthritis patients
OTEZLA® (apremilast) 10mg, 20mg and 30mg film coated-tablets Brief Prescribing Information.
Refer to the Summary of Product Characteristics (SPC) before prescribing. Further information
is available upon request. Presentation: 10mg, 20mg and 30mg film coated-tablets. Indications:
Psoriatic arthritis: OTEZLA, alone or in combination with Disease Modifying Antirheumatic Drugs
(DMARDs), is indicated for the treatment of active psoriatic arthritis (PsA) in adult patients who have
had an inadequate response or who have been intolerant to a prior DMARD therapy. Psoriasis: OTEZLA is
indicated for the treatment of moderate to severe chronic plaque psoriasis in adult patients who failed
to respond to or who have a contraindication to, or are intolerant to other systemic therapy including
ciclosporine, methotrexate or psoralen and ultraviolet-A light (PUVA). Dosage and administration:
Treatment with OTEZLA should be initiated by specialists experienced in the diagnosis and treatment
of psoriasis or psoriatic arthritis. The recommended dose of OTEZLA is 30mg twice daily taken orally in
the AM and PM, approximately 12 hours apart, with no food restrictions. The film-coated tablets should
be swallowed whole. An initial dose titration is required per the following schedule: Day 1: 10mg in the
AM; Day 2: 10mg in the AM and 10 mg in the PM; Day 3: 10mg in the AM and 20mg in the PM; Day 4: 20mg
in the AM and 20mg in the PM; Day 5: 20mg in the AM and 30mg in the PM; Day 6 and thereafter: 30mg
twice daily in the AM and PM. No re-titration is required after initial titration. If patients miss a dose, the
next dose should be taken as soon as possible. If it is close to the time for their next dose, the missed
dose should not be taken and the next dose should be taken at the regular time. Patients with severe
renal impairment: The dose of OTEZLA should be reduced to 30mg once daily in patients with severe
renal impairment (creatinine clearance of less than 30mL per minute estimated by the Cockcroft-Gault
equation). For initial dose titration in this group, it is recommended that OTEZLA is titrated using only
the AM doses and the PM doses be skipped. Paediatric population: The safety and efficacy of OTEZLA
in children aged 0 to 17 years have not been established. No data is available. Contraindications:
Hypersensitivity to the active substance(s) or to any of the excipients. OTEZLA is contraindicated in
pregnancy. Pregnancy should be excluded before treatment can be initiated. Special warnings and
precautions: Diarrhoea, nausea and vomiting: Severe diarrhoea, nausea, and vomiting associated with
the use of OTEZLA have been reported. Most events occurred within the first few weeks of treatment.
In some cases, patients were hospitalized. Patients 65 years of age or older may be at a higher risk
of complications. Discontinuation of treatment may be necessary. Psychiatric disorders: OTEZLA is
associated with an increased risk of psychiatric disorders such as insomnia and depression. Instances
of suicidal ideation and behaviour, including suicide, have been observed in patients with or without
history of depression. The risks and benefits of starting or continuing treatment with OTEZLA should
be carefully assessed if patients report previous or existing psychiatric symptoms or if concomitant
treatment with other medicinal products likely to cause psychiatric events is intended. Patients and
caregivers should be instructed to notify the prescriber of any changes in behaviour or mood and of any
suicidal ideation. If patients suffered from new or worsening psychiatric symptoms, or suicidal ideation
or suicidal attempt is identified, it is recommended to discontinue treatment with OTEZLA. Severe
renal impairment: See dosage and administration section. Underweight patients: OTEZLA may cause
weight loss. Patients who are underweight at the start of treatment should have their body weight
monitored regularly. In the event of unexplained and clinically significant weight loss, these patients
should be evaluated by a medical practitioner and discontinuation of treatment should be considered.
Lactose content: Patients with rare hereditary problems of galactose intolerance, total lactase
deficiency or glucose-galactose malabsorption should not take this medicinal product. Interactions:
Co-administration of strong cytochrome P450 3A4 (CYP3A4) enzyme inducer, rifampicin, resulted
in a reduction of systemic exposure of OTEZLA, which may result in a loss of efficacy of OTEZLA.
Therefore, the use of strong CYP3A4 enzyme inducers (e.g. rifampicin, phenobarbital, carbamazepine,

phenytoin and St. John’s Wort) with OTEZLA is not recommended. In clinical studies, OTEZLA has been
administered concomitantly with topical therapy (including corticosteroids, coal tar shampoo and
salicylic acid scalp preparations) and UVB phototherapy. OTEZLA can be co-administered with a potent
CYP3A4 inhibitor such as ketoconazole, as well as with methotrexate in psoriatic arthritis patients and
with oral contraceptives. Pregnancy, lactation and fertility: Women of childbearing potential should
use an effective method of contraception to prevent pregnancy during treatment. OTEZLA should not
be used during breast-feeding. No fertility data is available in humans. Undesirable effects: Psychiatric
disorders: In clinical studies and post-marketing experience, uncommon cases of suicidal ideation and
behaviour, were reported, while completed suicide was reported post-marketing. The most commonly
reported adverse reactions with OTEZLA in these indications are gastrointestinal (GI) disorders
including diarrhoea (15.7%) and nausea (13.9%). These GI adverse reactions generally occurred within
the first 2 weeks of treatment and usually resolved within 4 weeks. Adverse reactions reported in the
psoriatic arthritis and/or psoriasis clinical trial programme and post marketing experience include: very
common (≥ 1/10) diarrhoea*, nausea*; common (≥1/100 to <1/10) bronchitis, upper respiratory tract
infection, nasopharyngitis*, decreased appetite*, insomnia, depression, migraine*, tension headache*,
headache*, cough, vomiting*, dyspepsia, frequent bowel movements, upper abdominal pain*,
gastroesophageal reflux disease, back pain*, fatigue; uncommon (≥1/1,000 to <1/100) hypersensitivity,
suicidal ideation and behaviour, gastrointestinal haemorrhage, rash, urticaria, weight loss; not known
(cannot be estimated from the available data) angioedema. *At least one of these adverse reactions was
reported as serious. Please consult the SPC for a full description of undesirable events. Pharmaceutical
Precautions: Do not store above 30°C. Legal category: POM. Presentation and Marketing
Authorisation Numbers: Initiation pack containing 27 film coated tablets (4 x 10mg, 4 x 20mg, 19 x
30mg) - EU/1/14/981/001; 30mg film coated tablets in a pack size of 56 tablets - EU/1/14/981/002.
Marketing Authorisation Holder: Amgen Europe B.V. Minervum 7061, 4817 ZK Breda, The Netherlands.
Further information is available from Amgen Ireland Limited, 21 Northwood Court, Santry, Dublin D09
TX31. OTEZLA is a trademark owned or licensed by Amgen Inc., its subsidiaries, or affiliates. Date of
preparation: April 2020 (Ref: IE-OTZ-2000019).
Adverse reactions/events should be reported to the Health Products Regulatory Authority (HPRA)
using the available methods via www.hpra.ie. Adverse events should also be reported to Amgen
Limited on +44 (0)1223 436441.
† Otezla met the primary endpoint of the pivotal trials in psoriasis: PASI-75 response vs placebo at
16 weeks. ESTEEM 1: 33.1% (N=562) vs 5.3% (N=282); ESTEEM 2: 28.8% (N=274) vs 5.8% (N=137),
P<0.0001. OTEZLA met the primary endpoint of the pivotal trials in Psoriatic Arthritis: ACR 20 response
vs placebo at 16 weeks. PALACE 1: 38% (N=168) vs 19% (N=168), P≤0.001. PALACE 2: 32% (N=162) vs
19% (N=159) P≤0.01; PALACE 3: 41% (N=167) vs 18% (N=169) P≤0.001.2
References: 1. Kavanaugh et al. Arthritis Research & Therapy 2019: 21;118. 2. OTEZLA (apremilast).
Summary of Product Characteristics.
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RPIF Reports for 2019
Serum protein expression and its response to treatment in those receiving biologic therapy in Psoriatic Arthritis
Despite delays we will have completed the sample collection from the clinical study for 100 patients by January 2020.
We will then be able to link together clinical, ultrasound, proteomics and genomic data and aim to clarify if there are
biomarkers that can not only better describe certain PsA phenotypes, including enthesitis predominant disease but also
predict response to treatment. The proteomics work will be completed at the Conway Institute, UCD and we will have
a full set of results for conference next year.
Dr Ashley Elliott
Rheumatology Registrar and Clinical Fellow, Queen’s University Belfast.

Examining Gender Differences and Pregnancy in Ankylosing Spondylitis: Analysis of Data from ASRI (Ankylosing
Spondylitis Registry of Ireland)
Since receiving the RPIF bursary there has been a period of extensive recruitment into the ASRI with a specific focus
on females with ankylosing spondylitis & axial spondyloarthropathy (axSpA). Pregnancy data has been collected
from newly enrolled patients in addition to patients previously enrolled in the ASRI. During this time a thorough,
systematic review and meta-analysis on pregnancy outcomes was conducted, the results of which have been accepted
for publication into Seminars in Arthritis & Rheumatism (in press). Lastly the social isolation created by the COVID-19
pandemic provided the opportunity to study the effects of social isolation on axSpA (Ir J Med Sci. 2020 Jul 12:1-6).
Dr Barry O’Shea

A study of the clinical utility and cost effectiveness of same-day TA US in the assessment of suspected GCA,
utilising SWE of temporal arteries to improve sensitivity and specificity
Many thanks to UCB for the ongoing sponsorship of the RPIF awards. Following on from last year’s award GCA
pathways have been setup in Tallaght University Hospital and Cork University Hospital to facilitate rapid access for
patients with suspected GCA to access temporal artery ultrasound. This cohort will be followed up to ascertain the
changes on ultrasound over time and to determine the effects of treatment on same. Dr Colm Kirby is currently
undertaking this project and we hope to continue recruitment over the next 12 months.
Dr Grainne Murphy

The Pathological Associations of Hyperuricaemia in Sub-Clinical Gout, Cardiovascular and Cardiopulmonary
Diseases
This project’s overarching objective has been to expand our understanding of the early and subclinical effects of
hyperuricaemia. To date we have recruited 50 patients, followed prospectively. As published in ARD, we provide
evidence to expand the definition criteria of gout to include those with articular urate deposition which precedes
the first gout ‘attack’. We’re currently assessing subclinical associations of serum urate with articular deposition and
vascular tone, in early gout and in 1st degree relatives of patients with gout. Preliminary data was published in ARD,
and will be presented at EULAR and the upcoming GCAN virtual meeting.
Prof Ronan Mullan

Rheumatology Obstetrics Service (ROSE)
In 2013, a multidisciplinary service was established to improve reproductive healthcare for Irish women with RMDs.
To date, 167 patients have been reviewed and 104 infants born. In our prospective Rheumatology Obstetrics Service
(ROSE) registry, median (range) maternal Patient Global Health Visual Analogue Score was 20/100mm (0-100) and
CRP was 4.1 mg/L (0.5-299). Mean (SD) birthweight was 3.33 (0.55) kg. In parallel, in a subgroup of 30 inflammatory
arthritis patients, peripheral blood mononuclear cells have been isolated and stored for flow cytometry to determine if
T-cell response can predict pregnancy and diseases outcomes.
Dr Kieran Murray

			

The continued support of UCB towards this Fund is greatly appreciated.
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Longitudinal analysis of extra-spinal events in axial
spondyloarthritis
Author(s)
Gillian Fitzgerald (1) (2); George Tomlinson (3); Steve Ramkissoon
(1); Sophie Wojcik (1); Robert Inman (1); Nigil Haroon (1)
Department(s)/Institutions
(1) Spondylitis Programme, Department of Rheumatology, Toronto
Western Hospital, Toronto, Ontario, Canada (2) Department of
Medicine, Trinity College Dublin (3) Department of Medicine,
University Hospital Network, Toronto

Figure

Introduction
Axial spondyloarthritis (axSpA) patients have higher morbidity and
mortality compared to healthy controls, largely due to extra-articular
manifestations (EAM) and comorbidities. Little is known about
predictive factors for their development.
Aims/Background
We aimed to longitudinally analyse risk factors for the development
of extra-spinal events in axSpA.
Method
This is a longitudinal observational cohort study of consecutive
adult-onset axSpA patients from July 2003 onwards. Patients had
six-monthly documentation of demographics, clinical, laboratory
and radiographic data. EAMs were defined as acute anterior uveitis
(AAU), psoriasis (PsO) and inflammatory bowel disease (IBD).
Time-to-event analysis, with time-weighted covariate exposure
lagged by one year, was performed to assess cumulative burden of
extra-spinal events.

(20A169) ABSTRACT 2
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The Burden of Musculoskeletal Diseases in Ireland: The
CIMPACO Study Group
Author(s)
Carey John J1,2,4, McGowan B1,2,5,6, O’Doherty E3, O’Higgins
S2, Whelan B1,2,5,6, Silke C1,2,5,6, O’Sullivan M1,2,5,6, Gsel
A1,4, Walsh S2, McGuire B2.

Results
Of the 1148 axSpA patients included in the study, 66% (n=757) were
male and mean age was 40 (SD 12) years at study entry. AAU was
present in 22% (n=246), IBD in 5% (n=55) and PsO in 4% (n=47) at
baseline. AAU was the most frequent EAM to develop (see Figure
1) and was associated with the use of DMARDs (HR 2.28, p=0.01).
Sex or disease activity did not impact development of EAM.
Hypertension was the most prevalent comorbidity at study entry
(11%, n=120), followed by peptic ulcer disease (7%) and depression
(7%). The most frequent comorbidities to develop in follow-up were
hypertension (n=198), depression (n=152) and hyperlipidaemia
(n=128). Age was the most common predictor for the development
of comorbidity (Table 1). Being male significantly increased the risk
of hypertension (HR 2.61) and high cholesterol (HR 2.96), and was
protective against fibromyalgia (HR 0.21). Time-averaged exposure
analysis of medications showed biologics were associated with an
increased incidence of hypertension (HR 2.35) and fibromyalgia
(HR 6.5). NSAIDs (HR 2.15) were associated with an increased
risk of hypertension (HR 2.15). A higher average BASDAI over the
preceding five years significantly increased the risk of sleep apnoea,
depression and fibromyalgia.

Department(s)/Institutions
Department of Medicine1, Centre for Pain Research2 and
Department of Health Economics3, National University of Ireland,
Galway. Departments of Rheumatic Diseases Galway4, Sligo5 and
Manorhamilton6 University Hospitals, Ireland
Introduction
Musculoskeletal Diseases (MSK) represent one of the largest illness
burdens worldwide, greatest in Europe. European reports note
these diseases do not receive the attention proportionate to their
magnitude. Epidemiology studies addressing the burden of illness
for The Republic of Ireland are few, particularly for rheumatic and
musculoskeletal disorders.
Aims/Background
To review publications addressing the burden of illness from The
Republic of Ireland.
To assess the illness burden of 7 common musculoskeletal (MSK)
diseases (Ankylosing Spondylitis, Fibromyalgia Syndrome Gout,
Osteoarthritis, Osteoporosis, Psoriatic Arthritis and Rheumatoid
Arthritis).

Conclusions
To our knowledge, this is the largest longitudinal analysis of extraspinal events in axSpA patients. Traditional non-modifiable risk
factors (age and male sex) were associated with development of
cardiovascular comorbidity. Depression was associated with a higher
average BASDAI in the five years preceding the diagnosis.

Method
Data were collected from cohorts of patients seen in 2 Rheumatology
centres in the West of Ireland, following IRB approval and informed
consent. We also collected HIPE data on MSK diseases and noncommunicable diseases (NCDs). We compared our cohort to
National Survey data, as well as published US and EU data, and
other common NCDs.
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Results
Results: MSK disorders represent the largest illness group in the
Republic of Ireland affecting up to 40% of Irish adults. Osteoarthritis
likely affects more than 0.5million Irish adults, Osteoporosis around
200,000, fibromyalgia a similar number, while inflammatory arthritis
affects more than 200,000. In 2017 Fragility Fractures accounted for
almost ¼ million bed days, followed by arthritis (148,635), followed
by COPD, Cancer, Ischemic heart disease then diabetes mellitus. All
disorders are associated with a significant illness burden in terms of
morbidity, disability, healthcare use and financing. Less than 10%
of all respondents said their disorder had no impact on their life.
Patients with MSK disorders have a much greater illness burden and
healthcare needs than the general population.

Sinai Hospital, Toronto, Canada; 15School of Medicine, Griffith
Univ, Brisbane, Queensland, Australia
Introduction
Filgotinib (FIL) is an oral, potent, selective Janus kinase 1 (JAK1)
inhibitor. FINCH 1 (NCT02889796) assessed FIL efficacy and safety
in patients (pts) with rheumatoid arthritis (RA) with an inadequate
response to methotrexate (MTX-IR); primary outcome results at
week (W)12 and W24 were previously reported.
Aims/Background
This analysis presents results from the FINCH 1 study through 52
weeks.
Method
This global, phase 3, double-blind, active- and placebo (PBO)controlled study randomised MTX-IR pts with active RA on a
background of stable MTX 3:3:2:3 to oral FIL 200 mg or FIL 100 mg
once daily, subcutaneous adalimumab (ADA) 40 mg every 2W, or
PBO up to W52; pts receiving PBO at W24 were rerandomised to FIL
100 or 200 mg. Efficacy was assessed using clinical, radiographic,
and pt-reported outcomes; W52 comparisons were not adjusted for
multiplicity, and nominal p-values are reported. Safety endpoints
included types and rates of adverse events (AEs) and laboratory
abnormalities.

Conclusions
MSK disorders affect many Irish adults and are associated with a
large illness burden. Further studies are needed with inclusion of
patients from other regions.
Figure

Results
Of 1755 treated pts, 1417 received study drug through W52. The
majority (81.8%) were female, mean (standard deviation [SD]) RA
duration was 7.8 (7.6) years, and baseline mean (SD) DAS28(CRP)
was 5.7 (0.9). FIL efficacy was sustained through W52: ACR20/50/70
(FIL 200 mg [n=475]: 78/62/44%; FIL 100 mg [n=480] : 76/59/38%;
ADA [n=325]: 74/59/39%), DAS28(CRP) ≤3.2 (FIL 200 mg; 66%
[nominal p<0.05 vs PBO]; FIL 100 mg; 59%; ADA: 325%), and
mTSS change from baseline (FIL 200 mg: 0.18 [nominal p<0.001
vs ADA]; FIL 100 mg: 0.45; ADA: 0.61). Patient-reported outcomes
such as HAQ-DI, SF-36 PCS, and FACIT-F were also assessed. ;
54%, 43%, and 46% of pts receiving FIL 200 and 100 mg and
ADA, respectively, had W52 DAS28(CRP) <2.6 (nominal p for
FIL 200 vs ADA = 0.024) (Figure). FIL safety profile through W52
was consistent with W24 data. AEs of interest were infrequent and
balanced among treatments. (Table).
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Efficacy and Safety of Filgotinib for Patients with
Rheumatoid Arthritis with Inadequate Response to
Methotrexate: 52-Week Results

Conclusions
Through W52, both FIL 200 and 100 mg showed sustained efficacy
based on clinical and pt-reported outcomes and radiographic
progression and were well tolerated in MTX-IR pts with RA.

Author(s)
Anthony G. Wilson,1 Bernard Combe,2 Alan Kivitz,3 Yoshiya
Tanaka,4 Désirée van der Heijde,5 J-Abraham Simon-Campos,6
Herbert S B Baraf,7 Uma Kumar,8 Franziska Matzkies,9 Beatrix
Bartok,9 Lei Ye,9 Ying Guo,9 Chantal Tasset,10 John S Sundy,9
Angelika Jahreis,9 Neelufar Mozaffarian,11 Robert B M Landewé,12
Sang-Cheol Bae,13 Edward Keystone,14 Peter Nash,15

Figure
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1Univ College Dublin, Dublin, Ireland; 2Univ Montpellier,
Montpellier, France; 3Altoona Ctr for Clinical Research,
Duncansville, PA, United States of America; 4Univ of Occupational
and Environmental Health,Japan, Kitakyushu, Japan; 5Leiden Univ
Medical Ctr, Leiden, Netherlands; 6Köhler & Milstein Research,
Mérida, México; 7The Ctr for Rheumatology and Bone Research,
Wheaton, MD, United States of America; 8All India Institute of
Medical Sciences, New Delhi, India; 9Gilead Sciences, Inc., Foster
City, CA, United States of America; 10Galapagos NV, Mechelen,
Belgium; 11Ichnos Sciences, Paramus, NJ, United States of
America; 12Amsterdam Univ Medical Ctr, Amsterdam, Netherlands;
13Hanyang Univ Hospital for Rheumatic Diseases, Seongdong-gu,
Seoul, Korea, Rep. of (South Korea); 14Univ of Toronto, Mount
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Results
A significant increase in the podoplanin+CD34-THY1+ FLS subset
was demonstrated in RA synovial cell suspensions compared to PsA.
In contrast, a significant increase in podoplanin+CD34-THY1- FLS
was observed in PsA. Expression of glycolytic genes HK2, GAPDH,
PKM2 and LDHA and the glucose receptors GLUT-1 and GLUT-3
were significantly increased in RA-FLS compared to PsA-FLS. This
was paralleled by an overall increase in the ECAR:OCR ratio in RAFLS, demonstrating a shift towards a glycolytic phenotype in RA,
an effect associated with increased DAS28. Finally, ICAM-1 and
MMP-1 expression is significantly elevated in RA-FLS, in addition
to an increase in their migratory and invasive capacity compared to
PsA-FLS.

Figure

Conclusions
We demonstrate, for the first time, distinct differences in FLS subsets
in RA synovial biopsies compared to PsA, with an increase in the
more invasive, podoplanin+CD34-THY1+ FLS observed in RA.
This was consistent with an increase in their metabolic profile and
functional capacity and reflects the clinical observations of disease
activity.
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Characterisation of Rheumatoid and Psoriatic Arthritis
Synovial Fibroblasts

Highly polyfunctional metabolically altered pathogenic
T cells accumulate in the synovial tissue of RA patients
and Arthralgia subjects but not Healthy control synovial
tissue.

Author(s)
Clare Cunningham (1), Sharon Ansboro (1), Sarah Wade (1,2),
Candice Low (2), Ronan Mullan (3), Douglas J Veale (2), Ursula
Fearon (1)

Author(s)
Floudas A, Neto N, Moran B, Monaghan M.G, Krishna V, Nagpal S,
Gallagher P, Hurson C, Veale DJ, Fearon U.

Department(s)/Institutions
1 Molecular Rheumatology, School of Medicine, Trinity College
Dublin, Ireland. 2 Rheumatology EULAR Centre of Excellence,
Centre for Arthritis & Rheumatic Diseases, University College
Dublin, Ireland. 3 Department of Rheumatology, Tallaght University
Hospital, Dublin 24, Ireland.

Department(s)/Institutions
Molecular Rheumatology, Trinity Biomedical Institute, Trinity
College, Dublin, Ireland
Introduction
Effective treatment of Rheumatoid arthritis (RA) patients is
achievable within a short window of opportunity following
diagnosis. Identification of pathogenic immune mechanisms at a
pre-RA stage would greatly benefit our understanding of the early
events that govern disease progression and help identify early points
of therapeutic intervention.

Introduction
The Rheumatoid Arthritis (RA) and Psoriatic Arthritis (PsA)
synovium displays synovial fibroblast (FLS) hyperplasia, leukocyte
infiltration, neoangiogenesis and hypoxia. These features cause
the inflamed synovium to adopt a tumour-like phenotype which
facilitates invasion of cartilage. Pathogenic differences between RA
and PsA are observed in the vascular morphology, synovial tissue
(ST) cellular infiltrates and lining-layer thickness. Recent studies
have identified distinct FLS subsets which differentially contribute
to disease pathogenesis. CD34-THY1+ FLS are increased in RA
synovial sublining compared to that of OA and are reported to
sustain synovitis. In contrast, CD34-THY1- FLS are elevated in the
OA synovial lining-layer and are thought to contribute to cartilage
and bone degradation.

Aims/Background
Identification
and
characterization
of
pro-inflammatory,
polyfunctional T-cells in the periphery and synovial tissue of ’at-risk;
subjects (Arthralgia) RA patients (RA) and healthy controls (HC).
Method
Synovial biopsies from RA, AR and HC were obtained by arthroscopic
surgery followed by RNAseq analysis (Guo et al., PLoS One, 2018).
Single cell synovial tissue cell suspensions from RA, AR and HC
and paired PBMC were stimulated in vitro and polyfunctional
synovial T-cell subsets examined by flow cytometric analysis,
SPICE visualization and Flowsome unsupervised clustering. FlowImaging was utilised to confirm specific T-cell cluster identification.
Fluorescent Lifetime Imaging Microscopy (FLIM) was used to
visualise metabolic status of specific T-cell populations.

Aims/Background
The aim of this study was to compare the phenotypic, metabolic and
functional profiles of PsA-FLS compared to RA-FLS.
Method
PsA and RA ST cell suspensions were analysed for specific FLS
subsets by 14-colour flow cytometry. The metabolic profiles
of primary RA- and PsA-FLS were analysed using the XFe96Extracellular Flux Analyzer. Gene expression for metabolic and
inflammatory mediators was determined by quantitative-PCR. Cell
migration and invasion were assessed by wound repair scratch assays
and Transwell Matrigel™ invasion chambers.

Results
T-cell associated pro-inflammatory cytokines were increased in
whole synovial tissue biopsy RNAseq analysis in RA patients
and AR subjects compared to HCs. Flow cytometric analysis and
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SPICE revealed marked T-cell polyfunctionality with similar proinflammatory cytokine profiles in RA and AR compared to HC,
providing evidence of a dysregulated synovial T-cell response
that pre-dates clinical onset of disease. Cluster analysis led to
the identification of highly polyfunctional T-cell clusters and an
accumulation of CD4+CD8+ double positive T-cells in the synovial
tissue of AR and RA but not in HC. Hybrid flow cytometry and
imaging technique confirmed the cell membrane co-expression of
CD4 and CD8 by a synovial T-cell population. DP T-cells do not
share characteristics of NK T-cells and their synovial accumulation
correlates with DAS28(CRP). Initial studies utilising non-invasive
FLIM technique and flow cytometric analysis revealed that DP
T-cells have an intermediate metabolic profile between CD4 and
CD8 T-cells and an activated mTOR pathway.
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Increased T cell responses, metabolic activity and invasive
capacity of fibroblasts in children with DA compared to
JIA
Author(s)
Foo S (1,2), Floudas A (1,2), O’Brien A (1,2), Ansboro S (1), Mullan
R (3), Veale D (2), McDermott E (4), Deely D (4), Foley C (4),
Killeen O (4), Fearon U (1,2).
Department(s)/Institutions
(1) Molecular Rheumatology/ Trinity Biomedical Sciences Institute/
TCD (2) Centre for Arthritis and Rheumatic Diseases, St Vincent’s
University Hospital, UCD (3) Tallaght University Hospital/ TCD
(4) Department of Rheumatology/ Our Lady’s Children Hospital/
National Children’s Research Centre/ Crumlin

Conclusions
Highly polyfunctional pro-inflammatory T-cell responses pre-date
disease onset as demonstrated by the accumulation of polyfunctional
T-cells in the synovial tissue of pre-RA arthralgia subjects. These
data highlight a key early pathogenic role for T-cell plasticity and
specific synovial T-cell clusters including, DP T-cells in RA.

Introduction
Juvenile idiopathic arthritis (JIA) is the most common inflammatory
arthritis in children; however, an aggressive, erosive arthritis of littleknown immunologic mechanism occurs 20 times more frequently in
children with Down syndrome.
Aims/Background
This study was undertaken to characterize immune cell responses and
synovial fibroblast invasiveness in children with Down syndromeassociated arthritis (DA).

Figure

Method
Multiparametric flow cytometric analysis was used to examine
peripheral blood T cell, B cell and monocyte populations, in addition
to T cell cytokine responses and their metabolic profile in children
with DA, JIA, Down syndrome (trisomy 21 [T21]), and in healthy
controls. Primary synovial fibroblast (FLS) function was examined
in DA and JIA, and assessed in response to stimulation with proinflammatory mediators. Functional outputs included quantification
of migration, invasive capacity, cytokine expression and metabolic
profiles.
Results
Frequency of T cells was higher in DA compared to JIA, and T21,
while B-cell frequency was decreased. T cell responses in DA were
characterized by increased frequency of CD4+ and CD8+ TNF-a,
IFN-g and GM-CSF producing T cells, in addition to an abundance
of CD4+ IL-17A+ T cells. T peripheral helper (Tph) cells, which are
CXCR5-PD-1+, have recently been associated with pathogenicity
in rheumatoid arthritis. The levels of Tph cells are augmented
in children with DA compared to all other groups. Furthermore,
higher activation of the mTOR pathway in Tph cells was evident
due to enhanced phosphorylation of AKT, mTOR and S6, with a
step-wise increase observed for AKT expression from JIA to T21
to DA. Analysis of primary synovial FLS, demonstrated a more
potent migratory and invasive capacity of DA-FLS compared to
JIA-FLS, which was associated with elevated metabolic turnover,
evident by the increase observed in both glycolytic and oxidative
phosphorylation pathways. Finally, culture of DA-FLS with T cell
associated cytokines TNF-a, IL-17A and IFN-g induced secretion of
pro-inflammatory mediators including IL-6, IL-8 and MCP-1.
Conclusions
DA is more common and more aggressive than JIA. It is characterized
by increased T cell responses and a more invasive FLS phenotype
compared to that of JIA, effects that mirror the increased erosive
disease observed clinically.

27

(20A101) ABSTRACT 7				

Stress can manifest in many ways and if left undetected can impact
negatively on general health. It is essential to understand the impact
the of these conditions on patients with inflammatory arthritis (IA)
especially axial spondyloarthropathy (axSpA), in order to address
their needs and concerns in the months to come.

POSTER 1

Compliance with Immunosuppression for Rheumatic
Disease During COVID-19: a survey
Author(s)
Annie O’Leary, Agnieszka Urbaniak, Mark Phelan, Len Harty

Aims/Background
The aim of this study is to capture the level of psychological stress
for patients with IA, and the effect on disease activity and general
health.

Department(s)/Institutions
Department of Rheumatology, South Infirmary Victoria University
Hospital, Cork, Ireland

Method
A survey was sent out to patients attending the Rheumatology
Department of St James’ Hospital with a diagnosis of IA. This
captured changes in sleep, mood, disease activity, employment and
general health since the beginning of the social isolation period. A
PHQ-4 (Patient Health Questionnaire) was included to determine
level of psychological distress. Patients were analyzed on the basis
of gender. Differences between two groups was tested for statistical
significance using a two tailed t-test for continuous variables and a
chi-squared test for categorical variables.

Introduction
Available guidelines and emerging evidence recommend that patients
should continue taking immunosuppressive therapy for rheumatic
disease during the COVID-19 pandemic unless they become
symptomatic. Despite reassuring data to support this, some patients
have expressed concern about the perceived risk of continuing to
take immunosuppressive drugs during the outbreak.
Aims/Background
We wished to establish the confidence of our patients in continuing
their immunosuppression for rheumatic disease as prescribed during
the COVID-19 pandemic. We also were interested to know if certain
medication types such as biologic therapies were more likely to be
stopped by patients due to fear of infection.

Results
Females with IA reported significantly higher rates of decline in
general health (40% vs 16%, p=0.01), mood disturbance (43.4% vs
26%, p=0.03) and increased disease activity (50% vs 16%, p=0.01)
compared to males. Evaluating the mean PHQ-4 scores no significant
difference was noted between genders (4.80 vs 3.44, p=0.10).
However, females demonstrated a non-significant trend toward
increased rates of moderate to severe psychological distress (40% vs
30%, p=0.13). Sub-analysis of axSpA patients found females to have
higher rates of decline in general health(50% vs 17.1%, p=0.02) and
increased disease activity (50% vs 17%, p=0.04) compared to axSpA
males. AxSpA females also had higher rates of severe psychological
distress (16.7% vs 9.7%, p=0.08) which did not reach significance.

Method
We performed a postal paper survey of 643 rheumatology patients
to assess whether patients continued to take their antirheumatic
medication as prescribed during the COVID-19 pandemic. We asked
patients to indicate which immunosuppressive medications they were
taking, and which, if any, they stopped taking during the COVID-19
pandemic. We sent the survey to patients via post and enclosed a
return envelope.
Results
There was a 62% response rate to this survey with 398 completed
surveys received. Overall, 94% of patients with rheumatic disease
on immunosuppression continued to be compliant with all their
treatment. Of those on biologic therapy, some 95% continued to
take this as prescribed. There was 96% compliance with DMARD
therapy.

Conclusions
Females with IA reported significantly higher rates of decline in
general health, mood disturbance, and increased disease activity
during the period of social isolation. This was reflected in a trend
towards greater levels of psychological distress.
Figure

Conclusions
We can conclude that there has been a high rate of compliance
with immunosuppressive therapy for rheumatic disease during the
COVID-19 pandemic to date among our patient population. Despite
media attention and generally noted fears regarding a perceived
higher risk of infection for those on immunosuppression, our patients
are largely confident in continuing their treatment.
(20A102) ABSTRACT 8				
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Worse Outcomes in Females with Inflammatory Arthritis
following Prolonged Social Isolation due to the COVID-19
Pandemic
Author(s)
Sinead Maguire, Finbar O’Shea
Department(s)/Institutions
Department of Rheumatology, St James’ Hospital, Dublin, Ireland
Introduction
The prolonged period of social isolation as a direct result of the
COVID-19 global pandemic has caused an abrupt change in daily
activities and been a source of considerable stress for many people.
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Figure

analysed fetal complications was higher in axSpA pregnancies (table
2), but did not reach significance. Overall 47.8% of patients assessed
by standardised outcomes reported increased disease activity in
pregnancy.
Conclusions
Females with axSpA have a higher prevalence of cesarean section
than the general population. There is trend towards higher prevalence
of pre-eclampsia, IUGR and certain fetal complications. There is a
risk of active disease in pregnancy for a high proportion of axSpA
females. Ongoing development of national registries could help to
better understand axSpA in pregnancy.
Figure
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Pregnancy in Axial Spondyloarthropathy: A Systematic
Review and Meta-Analysis
Author(s)
Sinead Maguire 1, Tom O’Dwyer 2, David Mockler 3, Fiona Wilson
4, Finbar O’Shea 1
Department(s)/Institutions
1. Department of Rheumatology, St James’ Hospital, Dublin, Ireland
2. Independent Researcher 3. John Stearne Medical Library, Trinity
College Dublin, Dublin, Ireland 4. Department of Physiotherapy,
Trinity College Dublin, Dublin, Ireland
Introduction
Axial spondyloarthropathy (axSpA) is an inflammatory arthritis
affecting the sacroiliac joints and the spine. This chronic condition
affects a wide range of ages, with many affected females of childbearing
age. At present it is unclear how axSpA affects pregnancy, in terms of
prevalence of pregnancy related complications and foetal outcomes.
Studies exploring the effects of pregnancy on axSpA disease activity
have been limited, with divergent conclusions.

Figure

Aims/Background
Review current literature on axSpA in pregnancy to determine effect
of disease on pregnancy outcomes.
Method
Systematic review of case-controlled trials, observational studies,
cross sectional studies and case series (n>5) focusing on axSpA in
pregnancy. Studies were compiled by searching EMBASE, Medline
(OVID), CINAHL, Maternity and Infant Care (MIDIRS online), and
Web of Science from inception to October 2019 for keywords related
to axSpA, pregnancy, and pregnancy complications. Two reviewers
reviewed articles for suitability for inclusion. The Newcastle &
Ottawa Scale assessed risk of bias. Data extraction was performed
via standardized template to streamline data to allow comparison and
meta-analysis. Statistical heterogeneity was assessed by confidence
interval overlap of the odds ratio, output of chi2 test and the I2
statistic.

(20A104) ABSTRACT 10				

POSTER 4

Gender Differences in Hand Osteoarthritis Symptoms
and Function
Author(s)
David Heath, BSc , MD (Role: Presenting Author) Muhammad
Tauseef Ghaffar, MD (Role: Author) Miriam O’Sullivan (Role:
Author) Carmel Silke (Role: Author) Bryan Whelan, MD MSc
MMedSci FRCPI FFSEM (Role: Author)

Results
The search strategy returned 884 records, 130 full text articles were
assessed for eligibility. Following assessment by two reviewers,
18 studies with a total of 3,166 axSpA women were eligible for
inclusion. There was an increase in the prevalence of pre-eclampsia
(OR 1.3, 95% CI 0.92-1.82) and IUGR (OR 1.17, 95% CI 0.26-5.17)
and a significant increase in prevalence of cesarean section (OR 1.85,
95% CI: 1.46-2.30) in axSpA females (table 1). Prevalence of all

Department(s)/Institutions
1Department of Rheumatology, Sligo University Hospitals,
Sligo, Ireland. 2Department of Rheumatology, North Western
Rheumatology unit, Our Lady’s Hospital, Manorhamilton, Leitrim,
Ireland. 3Department of Medicine, National University of Ireland
Galway, Galway, Ireland
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Introduction
There is no consensus regarding gender-related differences in
pain intensity and functional abilities among patients with hand
osteoarthritis (OA).

(20A105) ABSTRACT 11				
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A Guide to: Saving £43,713.54 (E48,356.65) per year.
A quality improvement project changing the frequency
of blood monitoring of patients on Biologic therapy,
according to best practise guidelines.

Aims/Background
The aim of this study was to determine gender-related differences in
pain intensity and functional ability among subjects with hand OA.

Author(s)
Sarah Stewart

Method
Using the AUSCAN tool for symptom and functional assessment
of hand OA with dynamometry we prospectively assessed patient
coming into OLHM meeting the ACR criteria for hand osteoarthritis.
Using this analysis, assessments of pain and function were compared
in male and female patients. The outcome measures included selfreported pain measures, functional assessment and dynamometry
measures.

Department(s)/Institutions
Rheumatology Department, Musgrave Park Hospital, Northern
Ireland.
Introduction
Musgrave Park Rheumatology Department facilitates intravenous
infusions of biologic therapy on a daily basis. The patients in
attendance are receiving their intravenous infusions, anywhere from
4 weekly to yearly. The usual protocol for these patients was that
they had their routine bloods taken on arrival to the clinic.

Results
The study population included 106 patients (90 Females and 16
Males) with a mean age of Males 48.44 (7.48) and Females 52.67
(9.43). Men were found to be significantly heavier and have greater
grip and pinch strength (Table 1). As part of function and pain
assessments there were gender differences noted in the correlation
associated with pain with rotational movements e.g. turning objects
and functional difficulty with fine motor movements including
difficulty when doing up buttons ( Males r(14) = -0.109, p = 0.698,
Females r(88) =0.489, p = < 0.01 value.= ), difficulty when doing
jewellery (Males r(14) =-0.265, p = 0.339.= Females r(88) = 0.570,
p =< 0.01) , difficulty peeling vegetables ( Males r(14) = -0.207, p =
0.458 Females r(88) = 0.519, < 0.01).

Aims/Background
We evaluated guidance on drug monitoring, according to the
British Society of Rheumatology and the Summary of Product
Characteristics, and found that the frequency of our blood monitoring
was surplus to requirement. We formulated a table to record bloods
taken in Biologic clinic. We set a standard of asking that 100% of
our patients who have bloods taken at Biologic clinic should have
this recorded in the blood monitoring table. Our aim being, to then
implement a proforma which would reduce the frequency with which
this was done.
Method
We showed the table for recording to the Nurses and Doctors who
would be leading the Biologic clinic and advised that all patients
should bloods sent recorded on the chart. We constructed a proforma
of correct frequency of drug monitoring according to the British
Society of Rheumatology and Summary of Product Characteristics.
This is a one page poster which has been put on the walls in our
Biologic clinic, Day ward and the inpatient ward, so that this
frequency of blood monitoring can be used across the board for
our patients in Rheumatology. We advised medical staff that this
proforma is only a guideline.

There was a significant difference between difficulty with fine
motor skills such as difficulty doing buttons, difficulty when doing
jewellery, or peeling vegetables associated with pain when turning
objects e.g. door knobs, taps and faucets for men in comparison to
women. Difficulty in these fine motor skills also correlated with
stiffness on wakening and pain on lifting heavy objects regardless
of gender.
Conclusions
The results demonstrate the presence of gender differences in hand
OA self-reported functional ability and pain scales. Particularly in
the male subjects regarding fine motor movements. Rehabilitation
programs should consider the underlying mechanisms of the patients’
performance limitations in order to address the specific needs of each
individual patient. These differences indicate the need for further
studies to explore mechanisms underlying hand OA.

Results
We analysed blood monitoring for a two week period. In Summary,
from 30/09/19 to 11/10/19, 80% of patients in attendance had blood
tests taken. The implementation of our proforma then reduced blood
monitoring frequency to 10%. This meant a saving £1681.29 in a two
week period, in lab testing alone. This is a saving of £43,713.54 per
year. In addition we save healthcare staff time, and improve patient
comfort.

Figure

Conclusions
It is always important to review literature to assess whether current
practise is correct or could be updated. This project has demonstrated
how reviewing guidance can lead to significant monetary saving and
improve patient service.
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Figure

immunosuppression therapy, we favour rituximab as an induction agent
in relapse of AAV. However despite aggressive immunosuppression
therapy the incidence of ESRD and death remains high in these
patients. The current management and outcomes are comparable to
present international guidelines and cohorts. We look forward to new
updates and therapies to improve outcomes in AAV.
Figure
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Management and outcomes of ANCA associated
vasculitis at a tertiary healthcare facility
Author(s)
Moollan N, Ahmed A, Denton M
Department(s)/Institutions
Nephrology Department, Beaumont Hospital, Beaumont, Dublin
Introduction
Anti neutrophil cytoplasmic antibody(ANCA) associated
vasculitis(AAV) is a rare disorder with annual incidence estimated to
be around 1.3 per 100,000 population. Renal involvement is one of
the main predictors of mortality and morbidity, with approximately
30% of patients with renal involvement progressing to ESRD after 5
years. Renal biopsy can provide a definite diagnosis, and may predict
the renal prognosis in AAV.

Figure

Aims/Background
Limited data is available on its management and outcomes, thus we
aim to assess this at our tertiary care renal facility.
Method
This was a retrospective cohort study. We included patients with a
documented diagnosis of ANCA positive vasculitis between 1st of
January 2012 to the 31st December 2017, with a follow up period
until 31st December 2019. Using a standardised data collection
form we recorded the number of patients who had a renal biopsy,
the induction and maintenance therapies used, along with relapse
induction and maintenance therapies. At the end of the follow-up
period outcomes were divided into progression to end-stage renal
disease(ESRD), death, established
(20A107) ABSTRACT 13				

Results
Data of thirty-six patients were included in the final study. The
patient baseline characteristics are listed in Table 1. Thirty-two
patients(94.1%) had a documented renal biopsy. The majority of
patients(66.7%) had cyclophosphamide for induction, followed by
rituximab(19.4%). Seven patients(19.4%) had a documented relapse
during the study period, 4 MPO+, and 3 PR3+. Six patients(85.7%)
had rituximab as an induction therapy for relapse. The majority of
patients were on azathioprine(61.1%) as maintenance therapy after
induction. This was similar to the maintenance therapy used after
relapse(57.1%). Progression to ESRD occurred in 11(30.6%), death
in 4(11.1%), established CKD in 15(41.7%), and preservation of
renal function in 6(16.7%) patients by the end of the follow up period.

POSTER 7

Ophthalmology
Screening
in
Patients
on
Hydroxychloroquine (HCQ)- A Quality Improvement
Audit
Author(s)
Muhammad Tauseef Ghafffar Aine English Muhammad Fahad Dr
Miriam O’sullivan Dr Bryan Whelan Dr Carmel Silke
Department(s)/Institutions
Department of Rheumatology, Our Lady’s Hospital, Manorhamilton,
Co. Leitrim
Introduction
Hydroxychloroquine (HCQ) is used widely and effectively
in rheumatology for treatment of inflammatory arthritis and

Conclusions
While cyclophosphamide remains the choice of induction
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autoimmune conditions. However it is known to be associated with
adverse effects including retinopathy which can lead to visual loss.
The incidence of HCQ-associated retinopathy is relatively low, with
<1% risk of toxicity in the first five years at recommended doses .
However the risk of toxicity increases with duration of therapy and
higher daily doses . Previously it was felt that simple bedside visual
tests performed in rheumatology clinics or opticians were adequate
as a screening tool.
There is an early pre-symptomatic stage which can only be detected
by advanced ophthalmological testing (OCT), and can be reversible
or stabilised simply by discontinuing HCQ . This outlines the need
for a formal retinal screening programme in the rheumatology
department in conjunction with the local ophthalmology service.
Aims/Background
The aim of this audit is to see improvement
referral for patients on HCQ in the North-west
after implementing guidelines released by the
Ophthalmology in February 2018. A standard
introduced to implement these guidelines.

Figure

in ophthalmology
rheumatology unit
Royal College of
referral form was

Method
We performed a prospective clinical audit for 22 patients on
hydroxychloroquine. Information collected included duration
of therapy, total daily dose, patient weight and eGFR. We based
evidence of ophthalmology referral in the clinical documents and
also did get information about ophthalmology or optician review
from the patient.
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An audit for the screening of osteoporosis in RA patients
and whether or not they have been started on treatment.
Author(s)
M.Ahmed, F.O’Shea

Results
Average time on HCQ was 4.5 years. 59% were seen by either
ophthalmology or optician, however, only 4 (18%) were seen by
ophthalmology. 59% (n=13) were referred to ophthalmology
There was no patient who had eGFR less than 50 and had tamoxifen
use. 50% were on dose more than 5mg/kg.

Department(s)/Institutions
Rheumatology at St.James’s hospital
Introduction
Osteoporosis and bone fracture are a major cause of morbidity in
patients with rheumatoid arthritis (RA). Juxta-articular osteopenia
and generalized bone loss occur early in RA and there is 2 fold
increased risk of both hip fracture and symptomatic vertebral fractures
in patients with established RA compared to the general population.
Osteoprotic fractures are associated with disability , mortality and
major financial and social impact as well as leading to significant
decline in quality of life. The causes of osteoporosis associated with
RA are multifactorial including the chronicity of the inflammation in
RA, the treatment effects namely the use of glucocorticoids and the
lifestyle of the RA patients i.e lack of exercise.

Conclusions
With the introduction of a new referral form for ophthalmology
screening for patients on HCQ, the number of referrals has nearly
doubled. However, it still remains below par of international
recommendations.
Ophthalmology reviews remained almost same which is likely
secondary to safety concerns in the current COVID-19 pandemic.
However, this will need to be closely monitored as many new
patients are still awaiting their first-year screening

Aims/Background
To audit the screening of osteoporosis in RA patients and to assess if
patients had been started on treatment or not.

Figure

Method
105 patients attended the rheumatology clinic with a diagnosis of RA
were included, in one month period from 24/02/2020 to 24/03/2020.
We evaluated the following: their bone mineral density (BMD) using
bone densitometry scan (DEXA) in the past 2 years, their Vitamin D
check in the previous 1 year , the use of anti-osteoporotic treatment
for these patients.
Results
The risk factors for 105 patients were assessed including the gender,
age and BMI.
29 patients (28%) used steroids in the last year from whom 13 patient
(12%) used 5 mg or more while 75 patient (72%) did not use steroids.
smoking status, 18 patients(17%) were smokers, 11( 11%)were exsmokers, 37(35%) were non-smokers and 39(37%)were NA in the
system.
The DXA scan result, Vitamin D check and the treatment results
have been attached as charts.
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Conclusions
The results of this audit suggest that our compliance to follow the
osteoporosis guidelines for the screening and the treatment in our
patients who have RA is inadequate and that we have to pay more
attention especially in the presence of other risk factors. Whether
this is because of lack of the documentation or actual screening and
starting the proper treatment this remains unclear.

Method
RA (ACR criteria) and PsA (CASPAR criteria) patients were
prospectively enrolled into a specific biologic clinic. Outcomes
at the beginning of biologic therapy, at one year and at 12 years
were reviewed. Predictors of biologic persistence and remission by
EULAR criteria (DAS28-CRP <2.6) were identified with univariate
and multivariate analysis.
Results
RA patients tended to be older, predominantly female and have more
severe disease at baseline (Table 1). When looking at disease activity,
both groups showed significant clinical improvement (Table 2).
DAS28-CRP remission was 91.3% in PsA and 60.6% in RA patients
at 12 years (Table 2). PsA patients had significantly better outcomes
than RA patients, despite lower levels of methotrexate use (Table 2).
Given the significant difference in DAS28-CRP on commencing
biologic therapy, we analysed a subgroup of RA (n=89) and PsA
(n=65) patients matched for baseline DAS28-CRP (Table 2). Even in
this matched subgroup, DAS-28 CRP was lower in PsA at one year
and 12 years.
Multivariate analysis showed 12-year initial biologic persistence
[OR 4.98 (95% CI 1.83-13.56)] and male gender [OR 4.48 (95%
CI 1.25-16.01)] were predictors of remission. When looking for
predictors of long-term persistence, one-year persistence [OR 4.28
(1.28-14.38)] and one-year low disease activity [OR 3.90 (95% CI
1.05-14.53)] were most predictive.

Figure

Figure
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Conclusions
This is the first study to show better long term (12 year) outcomes
with biologic therapy in PsA compared to RA. Disease activity was
lower in PsA in all metrics at all three time points except for baseline
patient global health (PGH). PGH has been shown to be a confounder
in prior studies. Persistence with initial biologic agent was high and
predicted outcome. Persistence and low disease activity at one year
predicted long term biologic persistence. Interestingly, PsA patients
had higher levels of employment, educational attainment, alcohol
use and long term remission rates.

POSTER 9

Long term remission rates from a biologic clinic: 12 year
real world data

Figure

Author(s)
Kieran Murray (1,2), Matthew Turk (1,2), Youssef Almari(1,2),
Francis Young (1,2), Phil Gallagher (1,2), Tajvur Saber (3), Sinead
Maguire (4), Finbar O’Shea (4),Ursula Fearon (5), Douglas J Veale
(1,2)
Department(s)/Institutions
1 Department of Rheumatology, Saint Vincent’s University Hospital,
Dublin 4, Ireland 2 EULAR Centre For Arthritis And Rheumatic
Diseases, Dublin Academic Medical Centre, Dublin, Ireland 3 Lady
Reading Hospital, Soekarno Rd, PTCL Colony Peshawar, Khyber
Pakhtunkhwa 25000, Pakistan 4 Department of Rheumatology,
Saint James’ University Hospital, Dublin 6, Ireland 5 Molecular
Rheumatology, School of Medicine, Trinity Biomedical Sciences
Institute, Trinity College Dublin, Dublin D06 R590, Ireland
Introduction
Biologic therapies are widely used and greatly improve outcomes in
RA and PsA.
Aims/Background
In patients commencing biologics, our ability to predict long-term
remission and persistence remains limited. This study explores
predictors of remission and persistence in patients 12 years after
commencing biologic therapy.
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Figure

amongst treatment responders. Immunohistochemistry was a very
poor predictor of treatment response. There were no significant
differences between the two groups in CD3, CD20, CD138, CD68
or Factor 8 score (Table 1). One year outcomes are shown in Table 2.
Conclusions
In this small study, seropositivity and disease activity were higher in
responders. Baseline immunohistochemical staining was not a good
discriminator of treatment response.
Figure
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High disease activity at baseline and seropositivity are
associated with treatment response at one year post
synovial biopsy in RA
Author(s)
Kieran Murray, Candice Low, Francis Young, Monika Bienicka,
Eimear Mylod, Ursula Fearon, Douglas J Veale
Department(s)/Institutions
Rheumatology, Saint Vincent’s University Hospital, Merrion Road,
Dublin 4
Introduction
Despite recent therapeutic advances, our ability to predict prognosis
and therapeutic response in RA remains imprecise.
Aims/Background
Synovial biopsy has been shown to improve understanding of RA
pathogenesis, determine potential therapeutic targets and assess
current and new treatments. This study examines for biomarkers
predictive of outcome at one year following arthroscopy.

Figure

Method
RA patients were prospectively recruited and underwent knee
arthroscopy with synovial biopsy under local anaesthetic. Each
patient underwent a careful systematic assessment of demographic,
clinical, and serologic factors on the day of arthroscopy and were
reviewed at 2 weeks, 3, 6 and 12 months post arthroscopy. Erosive
disease was defined based on plain-film radiographs of hands and
feet. Disease activity at one year was used to define treatment
response into responders (moderate/good EULAR Response) and
non-responders.

Photo from ISR Autumn Meeting 2019

Clinical characteristics, synovial tissue cell profiles and
immunohistochemistry were analysed for T Cells (CD3), B Cells
(CD20, CD138), macrophages (CD68) and vascularity (Factor VIII)
to establish predictors of treatment response. All areas of each biopsy
section were examined and the sub-lining (SL) layer independently
scored by 2 observers using a well-validated semiquantitative
scoring method, ranging from 0 to 4 (0=no staining, 1=<25%, 2=25–
49%, 3=50–74%, and 4=75–100% staining). Factor 8 was scored by
calculating the mean count of stained blood vessels per high-power
field (at 20X magnification).
Results
Baseline features of the study participants are presented in Table 1.
There were no significant differences in gender, age, disease duration,
medications, erosive status, ESR, CRP or synovitis or vascularity at
arthroscopy. Interestingly, rates of RF and ACPA positivity, tender
and swollen joint counts, DAS28 and DAS28CRP were all higher

Dr Rochelle Dowding
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Covid-19 and rheumatic and musculoskeletal disease
patients: infection rates, attitudes and medication
adherence
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Introduction
Covid-19 has caused >550,000 deaths. The relationship between
RMDs, immunosuppressive medications and Covid-19 is unclear.
Aims/Background
This study explores Covid-19 prevalence, DMARD adherence,
information sources and attitudes to virtual clinics amongst RMD
patients during the current pandemic.

Figure

Method
An anonymous online survey to assess Covid-19 status, RMD
diagnoses, adherence and information sources was performed. The
respondents’ primary information source was assessed for quality
and readability using validated scoring systems. Binary logistic
regression was used to calculate odds ratios for symptoms of
Covid-19.
Results
There were 1381 respondents with 74.8% on immunosuppressive
medication (Table 1). Symptoms of Covid-19 were reported by
3.7% of respondents of which 0.46% tested positive, consistent with
the general Irish population (0.44%). The frequency of Covid-19
symptoms was higher for respondents with spondyloarthropathy (OR
2.06, 95% CI 1.14-3.70) and lower in those on immunosuppressive
medication (OR 0.48, 95% CI 0.27-0.88), and those compliant with
health authority (HSE) guidance (OR 0.47, 95% CI 0.25-0.89) (Table
2).
Adherence to RMD medications was reported in 84.1%, with 57.1%
using Health authority guidelines for information on medication
use. Importantly, adherence rates were higher amongst those who
cited guidelines (89.3% versus 79.9%, p<0.001), and conversely
lower in those with Covid-19 symptoms (64.0% versus 85.1%,
p=0.009). Finally, the use of virtual clinics was supported by 70.4%
of respondents.
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Reproductive health outcomes in women with RA and
PsA
Author(s)
Kieran Murray (1,2), Louise Moore (2,3), Phil Gallagher (1,2),
Yousef Alammari(1,2), Celine O’Brien (4), Caroline Brophy (4),
Fionnuala M McAuliffe(4), Douglas J Veale (1,2)

Conclusions
The rate of Covid-19 positivity in RMD patients was similar to
the general population. Covid-19 symptoms were lower amongst
respondents on immunosuppressives and those adherent to guidelines.
Adherence rates were higher than previous studies. Interestingly, a
higher proportion of respondents adherent with medications cited
health authority guidelines. This study suggests provision of high
quality, readable information may significantly influence behaviour
with better awareness of cocooning guidance and increase adherence
and decrease the spread of Covid-19. Respondents were supportive
of virtual clinics.

Department(s)/Institutions
1 Department of Rheumatology, Saint Vincent’s University Hospital,
Dublin 4, Ireland 2 EULAR Centre For Arthritis And Rheumatic
Diseases, Dublin Academic Medical Centre, Dublin, Ireland 3 Our
Lady’s Hospice, Harold’s Cross, Dublin 6W, 4 National Maternity
Hospital, Holles Street, Dublin 2
Introduction
RA improves in pregnancy and flares postpartum. Active disease
causes adverse foetal outcomes. In PsA, the data is less clear as many
of these studies are retrospective, lack validated disease activity
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scores and predate biologic use.

Autoantibodies are recognized in more than 80% of patients with
polymyositis (PM) or dermatomyositis (DM). Some are also
found in other connective tissue diseases (CTD), while others are
more specific to IIM. Thus, they are classified into two categories
named myositis associated antibodies (MAA) and myositis specific
antibodies (MSA). MSA have been reported as being 90% specific
for IIM while MAA are found in up to 50% of myositis patients.

Aims/Background
We sought to compare disease activity plus maternal and foetal
outcomes between women with RA and PsA.
Method
This is a prospective study of women attending our multidisciplinary
combined rheumatology obstetrics service. Patients were seen
pre-conception, once per trimester and at 3 months postpartum.
DAS28CRP-3 was used to assess disease activity as this is validated
in pregnancy. Between group differences were analyzed using
Pearson Chi square, Fischer’s exact test or Mann-Whitney U test as
appropriate.

Aims/Background
Our aim was to assess the associations of these antibodies with
clinical manifestations and final diagnosis in our cohort.
Method
A retrospective chart review study was conducted at St. James’s
Hospital from 2015-2019. All positive myositis panels were obtained.
The MAA evaluated were PMScl (100/75), U1snRNP, Ku and Ro52,
while MSA were Mi2a, Mi2b, TIF1, MDA5, NXP2, SAE1, Jo-1,
SRP, PL-7, PL-12, EJ and OJ. Associations with clinical features and
final diagnosis were examined.

Results
23 RA and 11 PsA patients were included. Median (range) age was 36
(27-43) in RA and 36 (27-39) in PsA. TNF inhibitor usage was higher
in PsA than RA [8 (73%) verus 4 (17%), p=0.001, Mann Whitney U].
7 (30%) RA and 2 (18%) PsA patients took a conventional synthetic
DMARD. 5 (22%) RA and 1 (9%) PsA patients took prednisolone.
3 (13%) RA and 2 (18%) PsA patients were prescribed a non-TNF
inhibitor biologic. One patient was prescribed an NSAID in each
group. Aspirin was taken by 6 (26%) RA and 2 (18%) PsA patients.
Overall, disease activity scores decreased during pregnancy and
increased postpartum (Table 1). Maternal and foetal outcomes are
shown in Table 2.

Results
30 patients were positive for one or more MSA/MAAs. The mean
age was 54.9 years, the majority were female (73.3%).The most
prevalent MAA was anti-Ro52 (17/30) followed by anti-Ku (3/30)
and anti-U1RNP (3/30), anti-PMScl 100/75 was seen in (1/30). The
prevalence of MSA were (3/30) for anti-OJ followed by (2/30) for
each of anti-Mi2b, anti-PL7, anti-PL12, anti-SAE1 and anti-NXP2
and (1/30) for each of anti-Jo, anti-SRP and anti-MDA5. The most
common observed clinical phenotypes in our cohort were arthralgia
(14/30) and cutaneous manifestations (12/30). Less than one third
of the studied population had ILD (8/30), arthritis (6/30), myositis
(5/30), raynauds (5/30) and malignancy (2/30). Various diagnosis
were allocated for these patients, while only five cases were
diagnosed having dermatomyositis.

Conclusions
In this small study, disease activity generally improved in pregnancy
and flared postpartum. Compared to the background Irish population,
birthweights were similar, maternal age was older and rates of
Caesarean section were higher.

Conclusions
IIM was the final diagnosis in only 16% of positive myositis panels
in our study, signifying low specificity in our cohort.
Figure
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Clinical features and final diagnosis in patients with
myositis associated and myositis specific antibodies
Author(s)
Shamma Ahmad Al-Nokhatha, Laura Monaghan, Eman Alfaris, Dr.
Finbar O’shea, Dr. Richard Conway.
Department(s)/Institutions
Rheumatology, Pulmonary and Immunology departments, St.
James’s Hospital
Introduction
The idiopathic inflammatory myopathies (IIMs) are a heterogeneous
group of conditions characterized by proximal muscle weakness.
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Telemedicine during COVID-19: An audit into telephone
reviews in the Rheumatology Department in Musgrave
Park Hospital Belfast.
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Serum MicroRNAs as Potential Predictive Biomarkers in
RA
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Introduction
The COVID-19 pandemic presented the challenge of assessing and
following up both new and existing Rheumatology patients in the
Belfast Trust. NICE recommend non-essential face-to-face contact
be limited and patients offered remote consultations. It was therefore
necessary to adapt our service to ensure patients were assessed in a
timely fashion.
Telephone consultations are utilised by many specialities, however
had not been used for Rheumatology Medical Reviews in the Belfast
Trust. During the COVID 19 pandemic, telephone review clinics
were introduced. Telephone reviews have their place in reviewing
patients and we seek to ensure they are being used appropriately and
efficiently.

Introduction
MicroRNAs (miRNAs) are tissue-specific, small non-coding RNAs
which have been implicated in cancer, viral, neurodegenerative
and autoimmune diseases due to their important role in numerous
biological processes such as cell differentiation and homeostasis,
through the regulation of gene expression. A number of studies have
reported that dysregulated miRNA expression influences immune
regulation, enhances pro-inflammatory signalling pathways and leads
to the overproduction of pro-inflammatory cytokines in Rheumatoid
Arthritis (RA). Early diagnosis is crucial in halting the development
of RA in order to prevent disability and maintain quality of life
and recent studies have suggested that the presence or absence of
circulating miRNAs may pre-empt the development of arthritis.

Aims/Background
We aim to audit both the role and efficacy of telephone reviews in
assessing existing Rheumatology patients, over 2 months during the
peak of the pandemic.

Aims/Background
The aim of this study was to examine circulatory miRNAs in serum
from healthy controls (HC), RA patients and a cohort of Arthralgia
or “at risk” individuals to determine whether miRNA levels can
be predictive of disease development or response to Methotrexate
(MTX) treatment.

Method
A data collection sheet was created for the clinician to fill out. This
included patient demographics, preparation and call time, number
of attempted calls, clinician satisfaction, whether or not it was an
appropriate telephone review, and tasks created.

Method
Serum samples were collected from HC (n=20), RA (n=50) and
Arthralgia (n=10) patients and a second serum sample was collected
from a cohort of the RA patients, prescribed MTX (n=20), 3 months
post-treatment. The FirePlex miRNA Immunology V2 panel was
selected for multiplex analysis of 68 miRNAs in each serum sample.

Results
There were 319 recorded reviews. Below is a table summarising the
responses.
Conclusions
Overall this audit has highlighted both the value and the limitations
of the telephone review. An overwhelming majority of calls were
deemed appropriate. Of the 12.5% deemed inappropriate, 45% were
given a face-to-face hospital appointment as soon as possible.
This highlights that telephone reviews have their place in a service
that is limited by time and resource. We will continue to work to
identify appropriate patients and timing of such reviews. Work is
ongoing to address the issues identified in this audit, for example to
implement a template for telephone review, and ensure patient letters
are being sent out with date and appointment time.

Results
This study shows 8 miRNA (miR-126-3p, let-7d-5p, miR-431-3p,
miR-221-3p, miR-24-3p, miR-130a-3p, miR-339-5p, let-7i-5p)
that were significantly elevated in RA serum compared to HC (all
p<0.01) and 1 miRNA (miR-17-5p) which was significantly lower in
RA (p<0.01). Specificity and sensitivity were determined by receiver
operating characteristic (ROC) curve analysis. Interestingly, miR339-5p and let-7i-5p were significantly reduced following MTX
treatment (both p<0.01), further analysis of which demonstrated
lower levels of both miRNAs, post-MTX, in those RA patients
defined as responders compared to non-responders. Finally, six of
these miRNA (miR-126-3p, let-7d-5p, miR-431-3p, miR-221-3p,
miR-24-3p, miR-130a-3p) were also significantly elevated in patients
‘at risk’ of developing RA (Arthralgia) (all p<0.05) compared to HC.

Figure

Conclusions
This study demonstrates that serum miRNAs are altered in RA and
suggests that specific miRNAs may have potential as predictive
biomarkers both for disease development in “at risk” individuals and
for response to MTX treatment.
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Impact of the COVID-19 pandemic on Rheumatology
Services in Ireland

Introduction
Vitamin D is the one of the most common nutritional deficiencies
worldwide, and insufficiency or deficiency can be associated
with musculoskeletal and non-skeletal conditions such as cancer,
cardiovascular disease and diabetes mellitus.

Author(s)
Gary Killeen, Prof David Kane
Department(s)/Institutions
HSE National Clinical Programme for Rheumatology (NCPR)

Aims/Background
Recent data suggests that Vitamin D is relatively safe and toxicity
is rarer than previously indicated. However, international guidelines
regarding dosage and target plasma levels are conflicting. Moreover
multiple well-designed studies of healthy older adults, unselected
in terms of Vitamin D status, have revealed largely negative results
(with the possible exception of older patients in care homes/
hospitals) in terms of improvement in musculoskeletal and nonskeletal conditions to date.

Introduction
In March 2020, there were 18,179 people on waiting lists to see a
consultant rheumatologist nationally with waiting times of up to two
years.
Aims/Background
The NCPR performed an online survey to assess the impact the
COVID-19 pandemic on HSE Rheumatology Services in Ireland.

Method
In the literature reviewed in this study were no inclusion/exclusion
criteria regarding vitamin D status. We reviewed studies around
possible benefits of taking vitamin D in MSK health, prevention
of cardiovascular disease, prevention of diabetes and prevention
of cancer. Also looked at papers looking at toxicity of vitamin D.
Based on this the authors highlighted potential approaches to further
research in the field of vitamin D supplementation.

Method
A questionnaire designed using Qualtrics was distributed to a lead
rheumatologist from each HSE hospital Rheumatology department.
Results
The survey was completed by 13/15 sites in June 2020. 92% of
departments had re-allocated staff to COVID-19 medical services
with 48 whole time equivalents (WTEs) remaining re-allocated (72%
NCHDs and Nursing staff). Nine (69%) departments had continued
to see reduced numbers of new patients during the pandemic (87%
physical, 13% telephone) with appointments an average of 16 weeks
(range 2-72) behind schedule. Twelve (92%) departments had
continued to see review patients (82% telephone, 17% physical, 1%
video) with appointments an average of 8 weeks behind schedule
(range 0-24). All sites reported continued reduced access to at least
one support service (phlebotomy 69%, radiology 85%, infusions
31%). An estimated average of 41% of usual outpatient activity could
be provided by physical attendance in existing facilities by current
staffing, resulting in an expected additional shortfall of over 42,000
patient appointments per annum. All respondents identified a lack of
adequate outpatient space for performing physical and virtual clinics.

Results
Defined criteria for vitamin D levels and selection of patients with
likely lower levels (frail, older adults) are the findings from the
research. Vitamin D supplementation in IBD and MS are also areas
for potential further research
Conclusions
On that basis, it is suggested that future trials regarding Vitamin
D supplementation should be carried out in high-risk groups. The
use of published criteria for evaluating the effect of nutrients and
targeting of individuals with Vitamin D insufficiency and deficiency
for inclusion in such studies is also proposed. The identification
of specific subgroups that will benefit from supplementation and
replacement, and the establishment of a scientific basis for such
therapy, should be possible with this approach.

Conclusions
Rheumatology departments face into a “perfect storm” of preexisting national waiting lists of up to 2 years, continued year on year
increased rheumatology referral rates, a post surge pent up demand
for management of chronic RMDs in primary care, reduced clinical
capacity due to increased activity in general internal medicine by
rheumatologists, insufficient clinical capacity due to a need for
90% more consultant rheumatologists as per NDTP report and
reduced clinical capacity due to limited outpatient infrastructure
and the impact of social distancing. The NCPR recommends urgent
Implementation of NDTP recommendations and the NCPR Model of
Care. Interim measures including capital investment to provide video
consultation and adequate socially distanced outpatient facilities are
also recommended.
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Clinical Audit on Rheumatology New Patients Clinic in
University Hospital Waterford
Author(s)
Usman Amin Donncha O’Gradaigh Claire Sheehy Grace Gan
Department(s)/Institutions
University Hospital Waterford
Introduction
In the rheumatology department of UHW, there are a few possible
outcomes after the initial visit-inflammatory arthritis clinic (IAC),
review clinic or discharge. The IAC pathway comprises clinic
review 6 weeks post diagnosis, seen on the same morning by the
rheumatology ANP, physiotherapist and occupational therapist

POSTER 17

Establishing Benefit from Vitamin D SupplementationAdherence to Defined Criteria and Targeting of High-Risk
Groups Essential?

Aims/Background
To establish the outcomes from the new patient clinic over a 3 month
period
To compare features from the referral letter in patients diagnosed
with an inflammatory arthritis and those discharged

Author(s)
Dr Siobhan Mcgettigan, Dr Patrick Mulkerrin, Dr. Paula M. O’Shea,
Prof. Eamon Mulkerrin, Prof. Shaun O’Keeffe.
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Method
Time of study included new patient rheumatology clinics between
Oct and Dec 2019 in UHW . Using the hospital administration
system, IMPS, the outcome of the first clinic visit was noted.

inflammatory cytokines/chemokines was quantified by ELISA and
cell migration was evaluated using wound repair scratch assays. PsA
FLS bioenergetics in response to JAK-inhibitors was assessed using
an XF24 analyser, which simultaneously quantifies two energetic
pathways- glycolysis (ECAR) and Oxidative phosphorylation
(OCR).

Results
A total of 64 out of 138 urgent patient appointments for 1 consultant
clinic were examined. Out of the 59 patients that attended, 29
patients (50%) were found to have a new IA and were referred
to the IAC pathway (Group A). 12 patients (20%) got a review
appointment(4-6/12).18 (30%) of the patients were discharged.
(group B)
Further comparison was made between groups A and B. In group A,
86% of patient had autoantibody (RF, ANA) testing done by GP prior
to referral- 48% of those had positive antibodies. In group B, 72%
had antibody testing prior to clinic; only 16% had positive antibodies.
The most common joints described in the referral in both groups
(Group A 51%, and group B 66%) were joints in hands (MCP, PIP,
and DIP).The majority of patients in both groups had symptoms
present for more than 6 weeks, 77% in group A and 76% in group
B.Inflammatory markers were found to be elevated more in group
A (41%). Only 22% of patients had raised inflammatory markers in
group B.

Results
OSM-induced secretion of IL-6 was inhibited by all JAK inhibitors
with Tofacitinib and Peficitinib showing the greatest effect. In
contrast, OSM decreased IL-8 production, an effect restored
following treatment with all JAK inhibitors. PsA-FLS cell migration
was supressed following JAK inhibitor treatment under both basal
and OSM induced conditions, evident by the lack of PsA FLS
repopulation of wound margins, with Peficitinib showing the greatest
reduction. These functional effects were accompanied by a change in
the cellular bioenergetic profile of PsA FLS, where OSM significantly
increased the ECAR/OCR ratio in favour of glycolysis, an effect that
was reversed in the presence of JAK-inhibitors specifically targeting
the glycolytic pathway.
Conclusions
This study demonstrates that JAK/STAT signaling mediates the
complex interplay between inflammation and cellular metabolism in
PsA pathogenesis, inhibition of which shows effective suppression
of inflammatory mechanisms that drive FLS pathogenic function.

Conclusions
Approx 70% of patients seen in the urgent new patient clinic had
a significant rheumatological issue which needed follow up (50%
urgent and 20% routine f/u). Inflammatory markers are not always
reliable due to concomitant treatment. Despite the inclusion of
antibody results and inflammatory markers in the referral letter, 1 in 3
patients were unnecessarily given urgent appointments, reflecting the
need for more accurate ways of screening patients for inflammatory
arthritis.
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Gout Management Beyond Prescription Writing: The
Role of The Pharmacist.
Author(s)
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Targeting JAK-STAT Signalling Alters Proinflammatory
and Metabolic Function of PsA Synovial Fibroblasts.
Author(s)
O’Brien A 1,2, Cunningham C 1,2, Flynn K 2, Veale DJ 2, Fearon
U 1,2.

Introduction
Urate lowering therapy (ULT) is recommended for long-term gout
management. Gout flares are common at the time of starting ULT
and can impact on adherence to ULT. Co-prescription of low dose
colchicine is recommended for the first 6 months of ULT. Pharmacists
play a key role in community gout education.

Department(s)/Institutions
1 Molecular Rheumatology, Trinity Biomedical Sciences Institute,
TCD 2 Centre for Arthritis and Rheumatic Diseases, St Vincent’s
University Hospital, UCD

Aims/Background
We investigated pharmacist knowledge of gout treatment. In
response to the findings, an educational intervention was developed
and assessed in a cohort of Irish pharmacists.

Introduction
Psoriatic arthritis (PsA) is a chronic inflammatory arthritis which
is associated with psoriasis. Janus Kinase (JAK inhibitors) have
emerged as an encouraging class of drugs for the treatment of
PsA. Only a few of these inhibitors have been approved for use in
PsA patients with others currently in clinical trials. Therefore, it
is necessary to identify the role that these JAK inhibitors play in
supressing inflammatory mechanisms in this disease.

Method
with varimax principal component analysis (PCA) and frequency
analysis. An educational intervention was co-developed in the form
of a 13-minute video tutorial on pharmaceutical gout management.
The effectiveness of this intervention was assessed via the same
questionnaire in a cohort of n=53 (n=25 intervention group; n=28
control group of pharmacists who had not watched the video). Data
was analysed via frequency analysis using Pearson’s Chi-Square test
for association between groups.

Aims/Background
The aim of this study was therefore to examine the effect of JAK
inhibitors on primary PsA synovial fibroblasts (FLS) function.
Method
Primary PsA FLS were isolated and cultured with JAK inhibitors
(Tofacitinib, Filgotinib, Peficitinib, Baricitinib and Upadacitinib) in
the presence or absence of the pro-inflammatory cytokine Oncostatin
M (OSM). The effect of JAK-inhibitors on secretion of pro-

Results
There was n=173 pharmacist respondents to the initial survey. 63%
did not know that first-line therapy for gout involves a combination
of a xanthine oxidase inhibitor combined with a prophylactic agent.
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22.5% of respondents knew patients were advised to take colchicine
continuously for six months or longer after initiation of ULT.
28.9% selected ‘true’ to the statement that colchicine twice daily in
combination with ULT acted as a prophylaxis for gout flares (Table
1).
Following educational intervention, pharmacists where more likely
to know patients are advised to take colchicine continuously for
six months after initiation of ULT (p=0.002). Furthermore, they
understood colchicine was given as a prophylaxis for gout flares
(p=0.001) and that the goal of ULT is to reduce serum urate level
(p= 0.029).

paralleled by a more mature phenotype of the DC subset, with a
significant increase in CD40 and CD80. In addition, SPICE analysis
identified a differential expression and co-expression of chemokine
receptors at the periphery of RA and PsA patients, when compared to
the HC. We further observed a unique profile of chemokines receptors
in single cell analysis of ST demonstrating increased expression of
both and CXCR3 and CXCR5 in IA.
Conclusions
We identify for the first time a monocyte-derived DC population
characterised as CD209+/CD14+ in the periphery of RA and PsA
patients. This population was enriched at the site of inflammation
and displayed a unique chemokine receptor profile and activation
markers, suggesting that these cells are already activated in the
periphery of IA patients, and are recruited and further activated into
the joint of IA patients.

Conclusions
Gout management recommendations can be impeded if translation
into pharmacy practice is neglected. Pharmacists are a valuable
information resource for patients. Low-cost educational interventions
can greatly improve their knowledge of gout management and in turn
empower patients to assume self-management of gout.
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Significant enrichment of transcriptionally distinct
CD206+CD163+ macrophage population in Rheumatoid
Arthritis synovial tissue
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CD209+/CD14+ Dendritic Cells Characterization In
Rheumatoid Versus Psoriasis Arthritis patients
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Introduction
Synovial tissue macrophages are an exquisitely plastic pool of innate
cells that play a key role in RA disease progression. However, the
precise nature, diversity and function of macrophage subsets within
the inflamed joint remains largely unexplored.
Aims/Background
This study aims to identify and functionally phenotype distinct
macrophage subsets residing within the RA synovium.

Introduction
Dendritic cells (DCs) are a heterogeneous population of professional
antigen-presenting cells which are at the interface between innate
and adaptive immunity. A specific subset of DCs is known to derive
from monocyte and has a key role in inﬂammation and infection.

Method
Single cell analysis of Rheumatoid Arthritis, Psoriatic Arthritis,
Osteoarthritis and healthy control synovial tissue biopsies and
synovial fluid mononuclear cells was performed using advanced
flow cytometry with the following panel (CD40, CD45, CD64,
CD68, CD163, CD206, CD253, CCR4, CCR7, CXCR1, CXCR3).
CD206+CD163+ and CD206-CD163- macrophages were sorted
from RA synovial tissue by FACSAria sorter for subsequent
RNAseq, metabolic FLIM analysis and autologous T-cell co-culture
experiments.

Aims/Background
This study aimed to identify and characterize the DC CD209+/CD14+
subset and evaluate their characteristics in the periphery of patients
with inflammatory arthritic (IA) together with their enrichment and
activation at the site of inflammation, the join of rheumatoid (RA)
and psoriatic arthritic (PsA) patients.
Method
: Peripheral blood and synovial fluid mononuclear cells (PBMC and
SFMC) were isolated by Ficoll density gradient from healthy subject
(HC), RA and PsA patients. Single cell synovial tissue suspension
(ST) from RA and PsA patients was obtained by enzymatic digestion.
PBMC, SFMC and ST were analysed by flow cytometry to identify
the CD209+/CD14+ DC subset, its frequency and the expression of
chemokines receptors (CCR6, CCR7, CXCR3, CXCR4 and CXCR5)
and activation markers (CD40 and CD80) on the surface of the DC
subset.

Results
RA synovial tissue and fluid macrophages display markers typical of
both M1 (CD40+CD253+) and M2 (CD206+CD163+) macrophages
with a spectrum of macrophage activation states identified in
RA synovial tissue that don’t fully conform to the classic M1/
M2 framework. Within this spectrum, significant enrichment of
a dominant CD206+CD163+ macrophage-subtype is present in
synovial tissue versus fluid (p<0.05). CD206+CD163+ synovial
tissue macrophages express significantly more CD40 compared to
synovial fluid (p<0.0003), positively correlate with disease activity
(r=0.6, p<0.01), with baseline levels predicting response to therapy
(p<0.05). Moreover, CD206+CD163+CD40+ macrophages are
enriched in RA synovial tissue compared to PsA and OA pathotypes
(p<0.05) and display distinct chemokine receptor expression

Results
We identified, for the first time, the CD209+/CD14+ DC population
in PBMC of RA and PsA patients, with no significant differences
among the groups. Interestingly, we observed that this population
was enriched at the site of inflammation, in SFMC and ST. This was
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Results
qPCR analysis of the expression levels of neighbouring genes
showed an association between rs26232 genotype and PAM gene
expression (p = 0.05) that was not observed with Gin1 and PPIP5K2.
This data suggested lower levels of PAM expression is associated
with a more severe RA presentation. PAM knock-down was achieved
in RASFs using siRNA technology and phenotypic analysis of PAM
knock-down RASFs showed an increase in proliferation (p = 0.043)
and invasion (p = 0.039), and decrease in apoptosis (p = 0.024),
compared to non-targeting control siRNA treated RASFs.

patterns. While the CD206+CD163+ macrophage subset is present
in healthy synovial tissue, expression of CD40 is completely absent
in the healthy synovium (p<0.05). RNA-seq analysis indicates that
the CD206+CD163+ population is transcriptionally distinct from
synovial tissue CD206-CD163-, synovial fluid CD206+CD163+,
and pure RA monocyte-derived M1/M2 macrophages, with unique
tissue-resident gene signatures (TREM2+, FOLR2+, LYVE1+
C1QA+, TIMD4+, CD48-, CCR2-). Moreover, differing metabolic
demands between CD206+CD163+ and CD206-CD163- subsets
was demonstrated by RNAseq and FLIM analysis. Finally,
CD206+CD163+ macrophages have the capacity to induce
autologous T-cell responses and spontaneously secrete high levels
of pro-inflammatory cytokines, thus further contributing to the local
inflammatory response.

Conclusions
This data demonstrates that PAM levels in RASFs are associated
with rs26232 genotype and RA susceptibility and severity. Future
work will concentrate on elucidating the exact mechanism of PAM’s
role in RA.

Conclusions
This data identifies for the first time enrichment of a previously
undescribed dysfunctional dominant and transcriptionally distinct
macrophage subtype in RA synovial tissue.
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Distinct inflammatory and metabolic profiles in
Rheumatoid Arthritis macrophages and their precursor
cells
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Rheumatoid Arthritis Susceptibility and Severity
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Introduction
Myeloid cells with a monocyte/macrophage phenotype are present in
large numbers in the RA joint, significantly contributing to disease,
however monocyte/macrophage metabolic profile within the joint
has yet to be elucidated.
Aims/Background
This study investigates the metabolic activity of circulating
monocytes and polarized macrophages and their impact on proinflammatory responses in RA.

Introduction
The single nucleotide variant (SNV) rs26232 is located within the first
intron of the Macrophage Immunometabolism regulator (MACIR)
gene (formerly C5orf30) and is associated with the susceptibility to
rheumatoid arthritis (RA), and also with more severe radiological
joint damage to the joints of hands and feet. The risk C allele is also
associated with greater ex vivo invasive activity of RA synovial
fibroblasts (RASFs) and higher levels of ICAM-1, IP-10 and
MMP14 expression. However, rs26232 genotype is not association
with total MACIR mRNA levels or of individual transcript variants.
Therefore, the effects of rs26232 on RA pathogenicity do not appear
to be mediated via MACIR. An investigation of neighbouring genes
is therefore warranted to determine which gene elicits the causative
effects of the rs26232 SNV.

Method
CD14+ monocytes from RA, Arthralgia and HC bloods were
isolated and examined ex-vivo or following differentiation into M1/
M2 macrophages. Inflammatory responses and metabolic analysis
+/- specific inhibitors were quantified by RT-PCR, western-blot,
migration assays, Seahorse-XFe-technology, mitotracker assays
and transmission electron microscopy along with RNA-seq for
transcriptomic analysis.
Results
Circulating RA CD14+ monocytes are primed to produce proinflammatory mediators with significantly higher expression of
IL-1β,IL-6,TNFα,OSM,CXCL10 and CXCL11 compared to HC
(p<0.05), a phenotype indicative of M1-like macrophage polarisation.
Metabolic analysis of RA monocytes using the Seahorse Flux analyser
reveals a robust boost in both OXPHOS and glycolysis in RA CD14+
monocytes compared to HC. Interestingly, the hyper-inflammatory,
hyper-metabolic phenotype of RA monocytes persists following
differentiation into ex vivo macrophages. RA M1 macrophages
replicate the inflammatory memory bias of their precursor cells
demonstrating heightened glycolysis and mitochondrial respiration
coupled with altered mitochondrial morphology compared to
HC. In addition, we demonstrate a consistent upregulation of
glycolytic machinery indicating fundamental abnormalities in

Aims/Background
This work aims to identify the causative gene related to rs26232
association with RA susceptibility and severity.
Method
RASF were derived from knee biopsies of RA patients taken at
arthroscopy. rs26232 genotype was determined by PCR genotyping
assay with allelic discrimination analysis. qPCR was used to measure
gene expression. Gene knock down was achieved using siRNA
technology. Matrigel-coated Boyden transwell chambers were used
to measure invasion. Wound healing (scratch assays) were used to
measure migration. Proliferation was quantified using BrdU cell
proliferation ELISA (Roche). CellEvent Caspase 3/7 green detection
reagent was used to measure apoptosis.
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glucose processing in RA myeloid cells. Furthermore, analysis of
polarised RA M1/M2 macrophages reveals divergent inflammatory,
bioenergetic and phagocytic functions. Marked transcriptional
variance was indicated by RNA-seq, with a key role for STAT3
activation in macrophage polarisation identified. Mechanistically, we
demonstrate that the hyper-inflammatory and metabolic phenotype
of RA monocytes and M1 macrophages, is mediated through
STAT3 phosphorylation whereby inhibition of STAT3 activity
switches the pathogenic phenotype of myeloid cells for resolution of
inflammation. Finally, this highly activated inflammatory/metabolic
monocytic phenotype is also evident in CD14+ monocytes from ‘at
risk’ arthralgia ACPA+/RF+ subjects.

dL) in all 6 patients post treatment with Baricitinib. So far, none
of the patients with thrombocytosis developed or had documented
venous thromboembolism episodes (VTE).
Conclusions
Our report highlights the need to regularly monitor blood counts in
RA patients receiving Baricitinib and concomitant csDMARD. We
would recommend that caution should be used when Baricitinib and
Leflunamide are given concomitantly. Well suppressed CRP in these
patients (despite the thrombocytosis) points toward a clonal rather
than reactive cause; however, more investigations would be required
while the relevance and possible complications of the thrombocytosis
remains unknown.

Conclusions
RA circulating monocytes are metabolically re-programmed
for sustained induction of pro-inflammatory responses upon
differentiation into inflammatory macrophages, with STAT3
identified as a molecular regulator of metabolic-dysfunction. This
phenotype precedes clinical disease onset and may represent a
potential pathway for therapeutic targeting early in disease.
(20A132) ABSTRACT 31			
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Thrombocytosis in rheumatoid arthritis patients receiving
Baricitinib and concomitant conventional synthetic
disease modifying antirheumatic drugs (csDMARDs)

Introduction
Belimumab, a fully humanised m-ab against B-LyS has been licensed
and approved for the treatment of antibody positive SLE since 2015,
with recent encouraging data from EULAR suggesting promise in
the treatment of lupus nephritis.

Author(s)
Duriad Reffat, Ann O’ Riordan, Fahd Adeeb
Department(s)/Institutions
Department of Rheumatology, University Hospital Kerry

Aims/Background
Six female patients were treated with belimumab in Musgrave Park
Hospital from 2015-20 (mean age 52yrs old, range 47-56). Mean
treatment duration was 13 months and 3 patients remain on treatment
at the time of reporting.

Introduction
Baricitinib is an orally administered Janus Kinase (JAK) 1/2 selective
inhibitor used in patients with moderate to severe rheumatoid
arthritis (RA). Previous studies demonstrated 1) acceptable overall
safety and efficacy profiles 2) mild to modest thrombocytosis among
some patients receiving JAK inhibitors. Clonal thrombocytosis is
associated with increased risk of complications (such as bleeding,
ischaemia and thrombosis) as opposed to reactive thrombocytosis.

Prior to treatment, mean SLEDAI-2K score was 10 (range 2-20).
Two patients’ dsDNA levels measured >300iu/mL. Complement
levels were low in five patients.
Method
Four
patients
had
received
previous
mycophenolate,
cyclophosphamide and rituximab. A number of other DMARDs had
been prescribed. One patient received no steroids throughout the
period studied. One patient was taking 6mg deflazacort and the other
four were on a mean dose of 24mg prednisolone (range 15-40mg)
prior to starting belimumab. This fell to 12.5mg (range 10-20mg) at
the time of reporting.

Aims/Background
To identify thrombocytosis, determine its’ severity and clinical
significance in RA patients receiving Baricitinib and concomitant
conventional synthetic disease modifying antirheumatic drugs
(csDMARD).
Method
A retrospective review of medical records and blood parameters
were performed for identification and characterization of RA patients
on Baricitinib and csDMARD who were actively attending the
rheumatology service at University Hospital Kerry.

Results
Following treatment mean SLEDAI score was 4.7 (range 2-7).
DsDNA remained unchanged in 4 patients, fell from >300iu/mL to
73iu/mL in 1 patient and increased from 7iu/mL to >300iu/mL in 1
patient. Both C4 and C3 increased in 4 patients and decreased in 2
patients.

Results
6 patients were identified (5 female, 1 male; median age 53) on
both Baricitinib and csDMARD. All 6 were seropositive (6 patients
positive for RF; 5 for anti-CCP); none had baseline primary
thrombocythaemia or splenectomy. Platelet elevation was observed
in all 6 patients (3 remained within normal platelet range) after
commencement of Baricitinib (mean increase of 112x10 9 /L). 3
patients developed persistent thrombocytosis (mean of 543x10 9
/L; mean increase of 149.3x10 9 /L) (all on Baricitinib-Leflunamide
combination. Reduced but persistent thrombocytosis were still
observed after Baricitinib dose reduction in all patients (from 4mg to
2mg). CRP was reduced in all patients to within normal limits (≤3mg/

Skin and joints responded most significantly to belimumab and
one patient had an improvement in urinary ACR. Two patients had
mental health side effects, including suicidal ideation in one patient.
The other also experienced recurrent chest infections and fatigue.
Conclusions
In summary, belimumab treatment was associated with a definite
improvement in skin and joints and resulted in a significantly
reduced dose of prednisolone for our patients. One patient also had
an improvement in urinary ACR during treatment. Biochemical
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RINVOQ®, the 15mg once-daily oral selective
& reversible JAK inhibitor,1 engineered by AbbVie4
RINVOQ is indicated for the treatment of moderate to severe active rheumatoid arthritis in
adult patients who have responded inadequately to, or who are intolerant to one or more
disease-modifying anti-rheumatic drugs (DMARDs). RINVOQ may be used as monotherapy
or in combination with methotrexate.1

SELECT-COMPARE: 48-week randomised, doubleblind, active comparator-controlled study of 1,629 adult
patients with moderate to severe active rheumatoid
arthritis and an inadequate response to MTX. Patients
on stable background MTX were randomised 2:2:1
to RINVOQ 15mg QD (n=651), placebo (n=651) or
adalimumab 40mg EOW (n=327). The primary endpoint
(EMA) was the proportion of patients achieving clinical
remission (DAS28 [CRP] <2.6) for RINVOQ + MTX vs
placebo + MTX at Week 12. The proportion of patients
achieving low disease activity (DAS28 [CRP] ≤3.2) was
a ranked key secondary endpoint (FDA and EMA) for
RINVOQ + MTX vs placebo + MTX and a non-inferiority
ranked key secondary endpoint (EMA) for RINVOQ +
MTX vs adalimumab + MTX at Week 12.1,2
*In SELECT-COMPARE, RINVOQ + MTX demonstrated
signi�icantly greater remission rates vs placebo +
MTX at Week 12 and 26 and vs adalimumab + MTX
at Week 12, 26 and 48, in a head-to-head study.1-3
Remission as measured by DAS28 (CRP) <2.6. At Week
12 DAS28 (CRP) <2.6 was a primary (EMA) endpoint vs
placebo + MTX. P≤0.001 vs placebo + MTX: multiplicitycontrolled comparison. P≤0.001 vs adalimumab +
MTX: nominal P-value. At Week 26: P≤0.001 vs placebo
+ MTX and adalimumab + MTX: nominal P-values.1,2
At Week 48: P≤0.01 vs adalimumab + MTX: nominal
P-value.1,3
Please refer to www.medicines.ie for current
adalimumab Prescribing Information
DAS28 (CRP), Disease Activity Score with 28-Joint
Count (C-Reactive Protein); EMA, European Medicines
Agency; EOW, Every Other Week; FDA, Food and Drug
Administration; JAK, Janus Kinase; MTX, Methotrexate;
QD, Once Daily; RA, Rheumatoid Arthritis.
References: 1. RINVOQ (upadacitinib) Summary
of Product Characteristics, available at
www.medicines.ie. 2. Fleischmann R, Pangan AL, Song
IH, et al. Arthritis Rheumatol. 2019; 71(11): 1788-1800. 3.

Fleischmann RM, Genovese MC, Enejosa JV, et al. Ann
Rheum Dis. 2019; 78(11): 1454-1462. 4. Parmentier JM,
Voss J, Graﬀ C, et al. BMC Rheumatology. 2018; 2: 23. 5.
European Medicines Agency. RINVOQ: EPAR - Public
Assessment Report. EMA/608624/2019. Available
from: https://www.ema.europa.eu/en/documents/
assessment-report/rinvoq-epar-public-assessmentreport_en.pdf [Accessed August 2020].
PRESCRIBING INFORMATION (PI)
RINVOQ® (upadacitinib) 15mg prolonged-release
tablets.
Refer to Summary of Product Characteristics (SmPC)
for full prescribing information. PRESENTATION:
Each prolonged-release tablet contains upadacitinib
hemihydrate, equivalent to 15mg of upadacitinib.
INDICATION: Treatment of moderate to severe active
rheumatoid arthritis (RA) in adult patients who have
responded inadequately to, or who are intolerant to
one or more disease-modifying anti-rheumatic drugs
(DMARDs). RINVOQ may be used as monotherapy
or in combination with methotrexate. DOSAGE
AND ADMINISTRATION: Intended for use under
guidance and supervision of a physician experienced
in diagnosis and treatment of RA. Dosage: The
recommended dose is 15mg once daily. Tablets
should be taken orally, swallowed whole and should
not be split, crushed, or chewed. Special Populations:
Elderly: No dose adjustment required for patients
aged 65 years and older, limited data for patients aged
75 and older. Renal: No dose adjustment required in
mild-moderate renal impairment, use with caution in
patients with severe renal impairment. Upadacitinib
has not been studied in subjects with end stage renal
disease. Hepatic impairment: No dose adjustment
is required in patients with mild (Child Pugh A) or
moderate (Child Pugh B) hepatic impairment. Should
not be used in patients with severe (Child Pugh C)
hepatic impairment. Paediatric Population: No data

available. CONTRAINDICATIONS: Hypersensitivity
to active substance or excipients. Active tuberculosis
(TB) or active serious infections. Severe hepatic
impairment. Pregnancy. SPECIAL WARNINGS
AND PRECAUTIONS: See SmPC for full details.
Immunosuppression: Combination use, with
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and is not recommended as the risk of additive
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RINVOQ's safety proﬁle has been established across a
robust clinical trial platform involving more than 4,000
patients and more than 3,400 patient-years of exposure.5
The most commonly reported adverse drug reactions are
upper respiratory tract infections, nausea, blood creatine
phosphokinase (CPK) increased and cough. The most
common serious adverse reactions were serious infections.1

upadacitinib therapy until the episode resolves. Screen
for viral hepatitis and monitor regularly for reactivation
before starting and during therapy with upadacitinib.
Patients, positive for hepatitis C antibody/hepatitis C
virus RNA and hepatitis B surface antigen/hepatitis
B virus DNA were excluded from clinical studies.
If hepatitis B virus DNA is detected while receiving
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Vaccination: Use of live, attenuated vaccines during
or immediately prior to therapy is not recommended.
It is recommended that patients be brought up to date
with all immunisations, including prophylactic zoster
vaccinations prior to starting therapy, in agreement
with current immunisation guidelines. Malignancy:
Immunomodulatory therapies may increase the
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examination recommended for patients who are at
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morbidity and mortality has not been determined.
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values did not improve markedly during treatment. Mental health
side effects were experienced by two out of six of our patients. The
majority of our patients had required extensive previous treatment
including cyclophosphamide and rituximab. In light of emerging
evidence that belimumab is a viable option for SLE patients, we
will explore increased prescription of this drug with ongoing caution
regarding mental health side effects.
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decreased oxygen requirements in all six patients. Two patients were
subsequently admitted to the intensive care unit (ICU). All patients
were discharged home at a median of 7 days (IQR: 7–8 days) posttocilizumab.
Conclusions
In summary, tocilizumab was well tolerated and effective in this
cohort and associated with a positive outcome. Randomized,
controlled trials are needed to determine the true efficacy and safety
of tocilizumab in COVID-19.
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Figure

Tocilizumab therapy in individuals with COVID-19
infection and hyperinflammatory state
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Introduction
Coronavirus disease 2019 (COVID-19), an illness caused by severe
acute respiratory coronavirus 2 (SARS-CoV-2), has spread rapidly
worldwide resulting in a global pandemic. A subset of individuals
with COVID-19 present with severe pneumonia, evolving in some
cases to acute respiratory distress syndrome (ARDS), coupled with
clinical and biochemical features of hyperinflammatory syndrome.
This in turn may reflect circulating IL-6, possibly a key driver of a
dysregulated inflammatory response in COVID-19. Tocilizumab is a
humanized monoclonal antibody targeting the IL-6 receptor. Current
data on the use of Toculizumab in the COVID-19 setting is scarce.

Figure

Aims/Background
Our aim was to describe our experience of using tocilizumab to treat
severe COVID-19 pneumonia with hyperinflammatory syndrome.
Method
Between 7 March and 7 April 2020, 193 patients were admitted with
confirmed COVID-19 infection to St. Vincent’s University Hospital
and enrolled into the All-Ireland Infectious Diseases Cohort Study.
Patients were considered for tocilizumab at a multidisciplinary
team (MDT) meeting and selected based on the presence of severe
COVID-19 pneumonia and evidence of hyperinflammatory response.
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Results
Of the 193 cases, 8 (4.1%) were considered for tocilizumab therapy
of whom 6 patients were treated with a single dose of intravenous
tocilizumab at 8 mg/kg (maximum dose: 800 mg). All patients
met the criteria for hyperinflammatory state, evident by increased
CRP (median: 126.6 mg/L, IQR: 103.2–242.2 mg//L), ferritin
(median: 3451.5 mg/L, IQR: 2950–4138.2 mg/L) and fibrinogen
(median: 6.33 g/L, IQR: 5.96–6.93 g/L) (figure 1). All patients had
progression of pulmonary infitrates on chest radiograph (figure 2)
from the time of admission and SpO2:FiO2 ratio had deteriorated
(median: 236 mmHg, IQR: 226–247 mm Hg). Treatment with
toculizimab resulted in a rapid decline in inflammatory markers and
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High C-reactive protein and pericardial involvement in
afebrile SLE patients: a single-centre case series
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Introduction
There is no clear consensus or evidence regarding C-reactive
protein (CRP) elevation and disease activity in systemic lupus
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erythematosus (SLE). Pericardial involvement is a common cardiac
manifestation of lupus and is recognized in the EULAR/ACR and
SLICC classification criteria (as serositis). Little is known about the
association of CRP and pericardial involvement in SLE.

and to describe the efficacy, side effects and reactions to biosimilar.
Method
Patients with inflammatory arthritis who underwent biosimilar
switch(usage for more than 3 months) were identified via HighTech
prescriptions system. Participants were invited to take part voluntarily
via phone survey which consisted of 4 questions (satisfaction with the
response to the new medication; overall satisfaction with biosimilar;
adverse effects; usage of new device).

Aims/Background
To assess the clinical features and treatment outcome of afebrile SLE
patients at University Hospital Kerry presented with unexplained
CRP elevation.
Method
Three afebrile SLE patients without clinical synovitis who presented
between April and July 2020 at University Hospital Kerry with
unexplained CRP elevation were investigated for pericardial
involvement.

Results
95 patients were identified (56 were female; average age:56). Majority
of them were RA followed by seronegative-spondyloarthropathy
[RA:58 ;PSA:18; AS:16; reactive arthritis:1, enteropathic arthritis :1
and JIA :1]. 48 of them were switched from Humira to Amgevita.
However 12 of them switched back to originator (Humira:5, Enbrel
:7). The usage of pen and syringe was 86 and 9 respectively.
Majority of them were satisfied with the response of new drug [36%
very satisfied; 28% satisfied; 13% neutral; 10% dissatisfied; 13%
very dissatisfied]. 64% of the participants were satisfied with the
biosimilar in comparison to originator.
10 from Amgevita group experienced local reactions (pain, bleeding
and skin reaction) whereas 1 from Benepali group complained
of local pain. 5 from Amgevita group and 7 from Benepali group
experienced systemic side effects (tiredness, headache, nausea , skin
rashes , hair loss, muscle ache, tongue swelling, mood swing, dizzy,
nose bleed, erectile dysfunction, hypertension, hemoptysis and red
sclera). 11 from Benepali group complained that the new medication
is less effective/ineffective compared to 6 from Amgevita group.
Only 21% of them find the new device difficult to use.

Results
All patients were female and 1) fulfilled the new European League
against Rheumatism (EULAR)/American College of Rheumatology
(ACR) classification criteria for SLE 2) had positive anti-dsDNA
3) were without renal involvement. 2 patients had pleuritic chest
pain, 1 patient with low energy levels as the only presenting
symptom.1 patient had significantly elevated CRP (255mg/L) and
her urgent transthoracic echocardiogram (TTE) demonstrated large
posterolateral pericardial effusion, mildly impaired left ventricular
function without tamponade or constrictive features. The other 2
patients had mild-modest persistent unexplained CRP elevation (642mg/L) within 12 months, both with small pericardial effusion on
TTE. All 3 patients had resolution of their pericardial disease with
non-invasive therapy; 2 patients improved with colchicine and oral
steroids taper while the patient with massive pericardial effusion
required rituximab infusion.

Conclusions
Majority (69% from Amgevita group and 60% from Benepali group)
were satisfied with the switch. Amgevita reported more minor side
effects than Benepali.
Abstracts

Conclusions
High CRP may be useful as a serological marker for pericardial
serositis/pericarditis among afebrile SLE patients without clinical
synovitis. Presence of markedly elevated CRP (>50mg/L) especially
without development of fever in SLE patients should warrant prompt
cardiac investigation (including urgent echocardiogram) to avoid
delay in diagnosis of possible life-threatening pericardial disease and
live saving intervention.
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A Study of the Clinical Utility and Cost-effectiveness of
using Temporal Artery Ultrasound to diagnose Giant Cell
Arteritis
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Introduction
Color Doppler Sonography (CDS) is a reliable, non-invasive and
cost-effective means of diagnosing Giant Cell Arteritis (GCA) and
awareness of this is lacking. Additionally, limited access to this
imaging modality with adequately trained technicians means it is
underutilized. Here, we describe our pilot study in using CDS for
this purpose in a tertiary hospital Acute Medical Assessment Unit
(AMAU).

Department(s)/Institutions
Mater Misericordiae University Hospital, Dublin, Ireland.
Introduction
Biological products are complex proteins that are manufactured by
using living cells and processes.
Biosimilar is a biological medicine comparable to another already
approved biological medicine. Recently biosimilar was approved by
FDA since there was no clinically significant dissimilarity in between
them and this major switch from originator to biosimilar due to cost
issue might bring some impact to patients.

Aims/Background
To assess the clinical utility and cost-effectiveness of using Temporal
Artery US (TA US) as part of the initial work-up in all those
presenting with features suggestive of GCA.

Aims/Background
To assess patients’ satisfaction and response after switching from
originator (Humira/ Enbrel) to it’s biosimilar (Amgevita/ Benepali)

Method
We prospectively gathered data on all patients referred from our
AMAU with possible GCA over a 12-month period. Clinical,
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laboratory and CDS imaging data were recorded on all patients.
We classified them based on clinical assessment into ‘unlikely’ and
‘probable’ in terms of likelihood of having GCA. In the ‘unlikely’
group, a normal TA US resulted in no further investigations pursuing
a diagnosis of GCA. In the ‘probable’ group, a positive TA US was
deemed diagnostic while a normal US prompted onward referral for
temporal artery biopsy (TAB). Positive findings included a ‘halo’
sign (Fig. 1) and a non-compressible artery (Fig. 2). A high frequency
linear probe was used for imaging of the superficial temporal arteries
with a lower frequency probe being used for axillary arteries. Cutoff values of normal vessel diameter were as follows: common
superficial TA 0.42mm, parietal branch 0.29mm, frontal branch
0.34mm and axillary artery 1.00mm.
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HLA-B*27
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Introduction
Chronic nonbacterial osteomyelitis (CNO) is a rare auto-inflammatory
condition primarily affecting children. It is characterized by
relapsing episodes of localised bone inflammation. The genetic
basis for sporadic CNO is poorly understood; associations with
FBLIM1, FGR and an IL-10 promoter region are inconsistent
between cohorts. Although psoriasis, inflammatory bowel disease
and spondyloarthropathy are frequent co-morbidities, no HLA
association has been demonstrated in CNO.

Results
Of 37 patients, 24 were deemed to have probable GCA. 15 of these
24 patients had a confirmatory US, with no TAB required. 2 of
the 24 had indeterminate US scans with subtle signs of vasculitis
and subsequently underwent a TAB confirming GCA. The other
7/24 patients were also referred onward for TAB following normal
scans. All 13 patients deemed unlikely to have GCA had normal US
imaging. In all, US obviated the need for TAB in 15 of 24 patients
who would otherwise have all been referred on for the procedure from
our AMAU. Estimated cost-saving was €7000. US was performed
within 24 hours in all 37 patients.

Aims/Background
To determine the frequency of HLA class I alleles in and Irish cohort
of patients with CNO compared to Irish population frequencies.
Method
43 Irish children and adolescents attending paediatric rheumatology
services with CNO were recruited. Whole exome sequencing was
performed on blood using Agilent SureSelect XT Human All Exon
V6 kits and Illumina HiSeq 3000 with 150bp paired-end reads. Reads
were aligned to the hg19 reference genome using BWA software,
duplicates removed using Picard tools and GATK software used to
realign indels and call variants. HLA alleles were predicted from
whole exome sequencing results using Optitype software through
the Nextflow nf-core/hlatyping pipeline (version 1.1.5). Comparison
was made with previously published Irish HLA allele frequencies.
Statistical analysis was performed in RStudio (version 1.1.456).

Conclusions
US is a timely, non-invasive and cost-effective means of accurately
diagnosing GCA in an Acute Medical Assessment Unit.
Figure

Results
Whole exome sequencing and HLA allele prediction was performed
on 43 patients, 40 unrelated and 3 siblings. All were ethnically Irish
with female:male ratio of 2.9:1, 88% had multifocal disease and
62% required second-line treatment. Psoriasis was present in 18.6%
of patients a further 30.2% of 1st/2nd degree relatives. HLA class I
prediction was successful in all patients. HLA-B*27:05 was present
in 17.5% of patients compared to 6% of the Irish population (OR
3.28, 95%CI 1.18 – 7.8, p=0.011). Patients carrying HLA-B*27:05
allele did not have more frequent co-morbidity with HLA-B*27
associated diseases than the overall cohort. HLA-C*06:02 was
present in 27.5% of patients compared to 17.5% (OR 1.96, 95% CI
p=0.13). All other alleles were found at frequencies close to the Irish
population frequency.

Figure

Conclusions
There is a statistically significant association between the Irish CNO
population and HLA-B*27:05 allele. Results need to be replicated in
a larger cohort for further stratification to be possible.
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Ankylosing Spondylitis (AS) patients with short duration
of symptoms show significant low Bone Mineral Density
(BMD); ASRI Cohort

Elimination of non-attendance at face-to-face early
arthritis clinics in the COVID pandemic era – what can
we learn?
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Introduction
The COVID-19 pandemic has been a challenging time for
rheumatology in Ireland. Departments have had to adapt and reorganise services including a move towards telemedicine. While
virtual clinics are convenient - saving travel time, costs and
minimising infection risk, there are limitations. Early arthritis
patients will require face-to-face review for examination, work-up
and interventions such as injections. In our own department, we are
primarily reviewing new early arthritis and flare patients in-person.
Clinic non-attendance is a significant issue resulting in inefficient use
of scarce resources, increasing waiting lists and patient morbidity.
Non-attendance may result from poor communication between
hospital administration and the patient and ambivalence about
attending.

Introduction
Ankylosing spondylitis (AS) is a chronic inflammatory disease of
joints which primarily affects sacroiliac joints and axial skeleton
with, sometimes, peripheral joint involvement and extra-articular
features of spondyloarthropathy.
Low bone mineral density (BMD) is one of the most common
complication of AS. Osteoporosis is the proven fact in AS patients
with longer duration of symptoms, however, high prevalence of
low BMD is also found in patients with relatively short duration of
symptoms particularly in young, male adults.
Aims/Background
To evaluate BMD in relation to different age groups and duration of
symptoms in AS patients.

Aims/Background
To assess whether there was a difference in clinic non-attendance in
our unit before versus during the COVID era and possible reasons
for same.

Method
This was an observational, retrospective study based on data
collected from Ankylosing Spondylitis registry of Ireland (ASRI)
of the Northwest regional patients. All newly diagnosed AS patients
meeting the modified New York criteria were invited to participate
in this study. We looked at different variables, including patient’s
demographic details, duration of symptoms and dual-energy x-ray
absorptiometry (DEXA) result. T-scores for hips were analysed,
as, pathological new bone formation at lumber spine can give false
readings for T-score for lumber spine.

Method
Prior to March 2020, rheumatology clinic patients received a letter
with their appointment six weeks in advance, followed by a reminder
text and phone call from the switch board the week before. Since
March, a dedicated rheumatology appointment secretary now phones
patients with their appointment, completes the COVID questionnaire
and sends a letter to confirm including a direct phone number should
an issue arise. To investigate the effectiveness of this change, we
obtained new patient clinic attendance numbers between 20/04/2020
to 17/07/2020 (COVID era) and 01/01/2019 to 27/12/2019 (preCOVID) from our hospital administration records.

Results
Out of 148 patients on ASRI, 87 found to have DEXA scan done.
Females were 10 (11.49%), male were 77 (88.51%). Mean age at the
time of diagnosis was 35.99 years (SD 11.30) and mean age at the
time of DEXA was 46.93 years (11.94). Average time interval from
onset of symptoms to diagnosis was 9.55 years (SD8.01) and average
time from onset of symptoms to have DEXA scan was 20.49 years
(SD 12.09).
Mean T-score was -0.80 in patients for age 50 years and/or above
(n=37/87) at the time of DEXA as compared to patients below 50
years of age(n=50/87) whose T-score was -0.78. Mean T-score was
-0.94 in patients with time-interval from onset of symptoms to have
DEXA Scan up to 10 years (21/87) and was -0.74 for the patients
with time-interval of more than 10 years (66/87).

Results
From 20/04/2020 to 17/07/2020, all 183 new patients who were
offered in-person review attended as scheduled. This is in contrast
to data from 2019, where 7% (85/1248) new patients did not attend.
Conclusions
The COVID era has seen an elimination in new patient clinic nonattendance in our department. More effective communication
has been a significant factor where a dedicated clinic phone line
facilitates rescheduling if required. In our experience, patients
appear to greatly value in-person appointments at this challenging
time and are more inclined to attend. If our figures remain consistent
for a year, approximately 85 additional new patients will be seen
in our department alone without increased medical manpower and
if replicated nationally, could potentially result in several thousand
additional new patients being seen.

Conclusions
Patients, from this cohort, showed relatively low BMD with short
duration of symptoms which could be related to high disease burden
in early years. It needs to be studied further to see any clinical
significance.
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Questioning the usefulness of Clinical Disease Activity
Index (CDAI) as a measure of disease activity in a Treat
to Target (T2T) Programme.

Efficacy and Safety of Filgotinib in Methotrexate-Naïve
Patients with Rheumatoid Arthritis: FINCH 3 52-Week
Results
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Introduction
Rheumatoid arthritis (RA) is a chronic autoimmune condition which
if not treated appropriately and in timely manner can lead to joint
destruction and long term disability. About 45000 people in Ireland
are living with RA. In RA, the concept of T2T is recommended
as the appropriate method to manage Early Arthritis. It has shown
promising results to achieve clinical remission (CR) or low disease
activity (LDA).
Aims/Background
The objective of this study was to investigate the potential to achieve
remission or LDA according to the Clinical Disease Activity Index
(CDAI) for RA, during treatment with Disease-Modifying AntiRheumatic Drugs (DMARDs) and Biologics, and the factors that
affect the remission/LDA outcome.
Method
We performed an observational prospective study on patients’ data
available from our Early Arthritis Cohort. All patients with newly
diagnosed RA who met the American College of Rheumatology
(ACR) criteria were enrolled. Patients are managed by an Advanced
Nurse Practitioner (ANP) with consultant supervision. To assess
their response to treatment, we used the Clinical Disease Activity
Index3. Analysis was performed using SPSS.

Introduction
Filgotinib (FIL) is a potent, selective JAK 1 inhibitor. FINCH 3
(NCT02886728) assessed FIL efficacy and safety in methotrexate
(MTX)-naïve patients (pts) with rheumatoid arthritis (RA); week
(W)24 primary outcome results were previously presented.
Aims/Background
This analysis presents results from the FINCH 3 study through W52.

Results
Out of a total of 459 patients, 353 completed the programme. 217
patients (61.5%) were female and (136) 38.5 % were male. Mean
age was 53.98 (SD 14.66). 195 patients were on monotherapy, 40
on combination DMARDs and 115 were on Biologics/Janus Kinase
Inhibitors (JAK-Inh). Remission-rates in the monotherapy and
combination DMARDs groups were approximately 60%, whilst the
remission rate in the Biologics/JAK-Inh group was 41.7%.
Amongst female patients 15.9% had erosions on X-ray at the time of
diagnosis whilst the equivalent figure for male patients was 29.6%.

Method
This global, phase 3, double-blind, active-controlled study
randomised MTX-naïve pts with moderately to severely active
RA 2:1:1:2 to oral FIL 200 mg once daily + MTX ≤20 mg weekly,
FIL 100 mg + MTX, FIL 200 mg monotherapy (mono) + placebo
(PBO), or PBO + MTX up to W52. Comparisons at W52 were not
adjusted for multiplicity. Safety was assessed from adverse events
and laboratory abnormalities.

Conclusions
An association between male gender and the likelihood of erosions
on X-Ray was observed. In addition an association between final
medication and outcome was observed. An increased likelihood
of non-remission was noted in patients that required escalation
to Biologics/JAKs. A possible explanation for the lower levels of
remission seen throughout the groups is the difficulty in achieving
remission under the CDAI score as compared to DAS-28.
Figure
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Results
Of 1249 treated pts, 975 received study drug through W52. FIL
efficacy was sustained up to W52. Treatment with FIL + MTX or
FIL mono increased proportions of pts achieving ACR20/50/70 and
clinical disease remission by DAS28(CRP) <2.6 (FIL 200 mg +
MTX, 53%; FIL mono, 46%), CDAI, SDAI, and Boolean criteria;
improved HAQ-DI; and halted radiographic progression vs MTX
alone (Table and Figure). Safety through W52 was consistent with
W24 data; rates of serious adverse events (SAEs; FIL 200 mg +
MTX: 6.3%; FIL 100 mg + MTX: 6.3%; FIL 200 mg: 8.1%; MTX:
6.7%) and rates of specific AEs were: serious infections (FIL 200 mg
+ MTX: 1.2%; FIL 100 mg + MTX: 1.4%; FIL 200 mg: 2.4; MTX:
1.9%), herpes zoster (FIL 200 mg + MTX: 1.4%; FIL 100 mg + MTX:
1.4%; FIL 200 mg: 1.9%; MTX: 1.0%), venous thromboembolism
(FIL 200 mg + MTX: 0%; FIL 100 mg + MTX: 0%; FIL 200 mg:
0%; MTX: 1.0%) and major adverse cardiovascular event (FIL 200
mg + MTX: 1.0%; FIL 100 mg + MTX: 0.5%; FIL 200 mg: 1.0%;
MTX: 0.5%).

Conclusions
Efficacy of FIL 200 mg + MTX, FIL 100 mg + MTX, and FIL 200 mg
mono was sustained through W52, with faster onset and consistently
numerically greater efficacy for FIL 200 vs 100 mg. No new safety
signals were observed.

rheumatoid arthritis (RA) signs and symptoms, physical function,
radiographic progression, and quality of life in a comprehensive
clinical program of four Phase 3 and three Phase 2 trials in patients
with early and biologic-refractory RA.
Aims/Background
To assess long-term safety of filgotinib.

Figure

Method
Treatment-emergent adverse events (TEAEs) were integrated
for patients receiving filgotinib 100 or 200mg QD (including
patients who transitioned to filgotinib from placebo, methotrexate,
adalimumab, or another dose of filgotinib) as well as patients
receiving placebo, methotrexate, and adalimumab across all seven
studies. Exposure-adjusted incidence rates (EAIRs) per 100 patientyears (PY) were calculated for adverse events (AEs) per treatment.
Incidence was total number of patients with events, and PY exposure
was time between first and last doses. Major adverse cardiovascular
events (MACE) and venous thromboembolism (VTE) were centrally
adjudicated by an independent committee.

Figure

Results
Across the 7 trials, 4057 patients with RA (2227 patients filgotinib
200mg; 1600 patients 100mg) received >1 dose of treatment for 5493
total PY of exposure (3079.2 PY 200mg; 1465.3 PY 100mg). EAIRs
of serious AEs and TEAEs leading to death in patients receiving
filgotinib were comparable to those for placebo, adalimumab, or
methotrexate, with no dose-dependent effect (Figure 1). EAIR for
herpes zoster (HZ), serious, and opportunistic infections are shown
in Figure 2. EAIR for HZ were low overall, but numerically slightly
higher for filgotinib relative to placebo, adalimumab, and similar to
methotrexate. Serious infection EAIRs were comparable between
patients receiving filgotinib 100mg and adalimumab, and numerically
slightly lower for filgotinib 200mg and methotrexate.. Rates of
MACE and VTE were numerically lower for filgotinib relative to
placebo (Figure 1). Malignancies, including nonmelanoma skin
cancer, were rare overall, and rates were low in patients receiving
filgotinib (Figure 1).
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Conclusions
In this analysis, filgotinib was well-tolerated and no new clinically
meaningful dose-dependent safety effects were identified.
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Figure

Integrated Safety Analysis of Filgotinib Treatment for
Rheumatoid Arthritis from 7 Clinical Trials
Author(s)
Anthony G. Wilson,1 Mark C Genovese,2 Kevin Winthrop,3
Yoshiya Tanaka,4 Tsutomu Takeuchi,5 Alan Kivitz,6 Franziska
Matzkies,7 Lei Ye,7 Deyuan Jiang,7 Ying Guo,7 Beatrix Bartok,7
Robin Besuyen,8 Gerd R Burmester,9 Jacques-Eric Gottenberg10
Department(s)/Institutions
1Univ College Dublin, Dublin, Ireland; 2Stanford Univ, Stanford,
CA, United States of America; 3Oregon Health and Science Univ,
Portland, OR, United States of America; 4Univ of Occupational
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of Medicine, Tokyo, Japan; 6Altoona Ctr for Clinical Research,
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the Netherlands; 9Charité Univ Hospital Berlin, Berlin, Germany;
10Strasbourg Univ Hospital, Strasbourg, France
Introduction
Filgotinib, an oral, potent, selective JAK-1 inhibitor, provided
statistically significant and clinically meaningful improvement in

52

Figure

started on SC-MTX discontinued (The p-value for discontinuation
was 0.538). P-value for likelihood of achieving remission based on
oral versus SC MTX was 0.248 and the p-value for time to achieve
remission was 0.671 for oral versus SC MTX groups, see figure
attached.
Conclusions
Patients in this cohort are being started promptly on an appropriate
dose of MTX and are escalated in a timely manner in-line with
guidelines. Analysis showed no statistically significant difference
in terms of time to remission, likelihood of achieving remission or
discontinuation of MTX between oral and SC-MTX groups.
Figure
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Does time to remission differ depending on route of
administration of Methotrexate in an Early Arthritis Treat
to Target (T2T) cohort?
Author(s)
Emma Ison*3 Imran Ali*1,2 Muhammad Tauseef Ghaffar1,2
Luke Conroy1,2 Noreen Harrington1 Carmel Silke1,3 Miriam
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Department(s)/Institutions
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Introduction
Rheumatoid arthritis (RA) is a multisystem inflammatory disorder
that affects the joints and other body tissues. Approximately 1% of
the worldwide population is living with RA. Treat-To-Target (T2T)
is recommended as the preferred method to manage Early Arthritis.
Methotrexate is the first line DMARD used for treatment of RA.

Author(s)
Sarah Loughrey, Anne Quinn, Gary Wright

POSTER 38

Adalimumab antibodies in Rheumatology Patients in the
Belfast Trust: An Audit

Department(s)/Institutions
Musgrave Park Hospital
Introduction
There are 3046 patients on bDMARDS in the Belfast Trust and of
those, 1087 patients prescribed Anti-TNF monoclonal antibody,
Adalimumab.
Research has shown immunogenicity with monoclonal antibodies
and it has been observed that up to 12% of patients treated with
Adalimumab will develop anti-drug antibodies. There is an
association with the development of these antibodies and both
lower serum drug levels and non-response to treatment. Cotreatment with an alternative immunomodulatory agent can reduce
the immunogenicity of Adalimumab. The majority of patients
will develop antibodies within the first six months of treatment,
however treatment failure may not be recognised for up to a year. As
obtaining minimal disease activity is gold standard treatment, there
are potentially patients where treatment failure could be identified
earlier.
Anti-adalimumab antibodies are not routinely tested in patients in the
Belfast Trust Rheumatology Department. We carried out an audit to
gain further knowledge of their role in our clinical practise.

Aims/Background
The aim of this study was to analyse MTX use in achieving remission
in early arthritis patients and to compare the route of administration
to see whether it affects the time interval to remission.
Method
An observational, prospective study was performed on patients’ data
available from our Early Arthritis Cohort. Newly diagnosed patients
with RA meeting the American College of Rheumatology (ACR)
criteria were enrolled in T2T programme led by Advanced Nurse
Practitioner (ANP) with consultant supervision. To assess their
response to treatment, we used the Clinical Disease Activity Index
(CDAI). SPSS was used to analyse the data.
Results
A total of 353 have completed the programme and of these, 341were
commenced on MTX. 208 patients (61%) were female. The MTX
starting dose was 15mg for 88.4% (305/341) of patients. The median
time to first increment in MTX dose was 7 weeks and the figure was
identical for the second increment. Of the 238 patients who started
oral MTX, 18.48% (44) discontinued. 21.4% (22) of the 103 who

Aims/Background
We audited the notes of 16 patients who had Adalimumab
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antibodies tested over a 4 month period. The aim was to assess if
there is a correlation with presence of antibodies, co-treatment with
Methotrexate and the patients clinical response.

presented with cutaneous symptoms. Patients who were anti-Ro/
SSA positive had significantly higher reports of skin photosensitivity
compared to the anti-Ro/SSA negative group (94% vs 66% p<0.01).
Photoprotection advice was documented for 44 (42%) of all SLE
patients. This consisted of advice on SPF use (77%), sun avoidance
(52%), head cover (18%), long clothes (16%), shade seeking (11%)
and sunglasses (11%). A significantly higher proportion of anti-Ro/
SSA positive patients received advice compared to Anti-Ro/SSA
negative patients (50% vs 29% p <0.05).

Method
Retrospective data collection using the Electronic Care Record.
Clinical assessment corresponding to the date of the anti-antibody
test was recorded.
Results
16 patient notes were audited. None patients developed Adalimumab
antibodies. Three patients were deemed to have treatment failure and
were switched to an alternative bDMARD, none of these patients
were prescribed Methotrexate. In total 3/16 patients were prescribed
Methotrexate.

Conclusions
The majority of SLE patients presented with cutaneous
manifestations over the course of their disease. However, documented
photoprotection advice was infrequent. Anti-Ro/SSA positive
patients were significantly more likely to receive photoprotection
advice. Questionnaire results to date show that overall awareness
of sun protection methods was good, however advice regarding
specific photoprotection measures and adherence to these measures
varied. This study aims to standardize sun protection advice for
lupus patients in the form of a patient information leaflet (attached)
to reduce morbidity and improve patient outcomes.

Conclusions
Loss of response to bDMARDs is a common situation and there
are multiple reasons for this. This audit has shown that there were
alternative reasons for treatment failure other than development of
antibodies. None of the patients developed anti-bodies, however this
was limited by a small cohort. It has identified an area where further
work needs to be carried out to determine where to efficiently use this
test in clinical practise. It has also highlighted that despite evidence
that addition of an immunomodulator can reduce immungenicity of
monoclonal antibodies, only a small number of our patients were
prescribed these.

Figure
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Photosensitivity and Photoprotection Education in
Systemic Lupus Erythematosus (SLE).
Author(s)
Drumm C (1,2), Kearns G (1), Roche M (2), Durcan L (1).

Department(s)/Institutions
1. Dept. of Rheumatology. Beaumont Hospital, Dublin 15, Ireland. 2.
Dept. of Dermatology. Beaumont Hospital, Dublin 15, Ireland.
Introduction
Photosensitivity is present in 83% of patients with systemic lupus
erythematosus (SLE) with a strong association with anti-Ro/
SSA positivity. Ultraviolet (UV) exposure is a known aggravating
factor in SLE and thus, photoprotection is essential. Without proper
patient education and awareness, correct use and adherence to
photoprotective measures are likely to be impaired with a resultant
impact on skin and overall disease activity.

Figure

Aims/Background
We evaluated photoprotection advice provided to SLE patients
in a dedicated lupus clinic and assessed the influence of Ro/SSAantibody status on this. We further explored patient awareness
and practices in a subgroup of patient stakeholders with a view
to informing the development of a patient leaflet about lupus skin
disease and photoprotection.
Method
Patients with a diagnosis of SLE as per SLICC criteria were included.
Medical records were assessed to determine photoprotection
education provided. Patients were then invited to participate in a
phone-questionnaire. Statistical analysis was performed using Stata.
Results
We included 105 patients with SLE, 96 (91%) female, mean age 46.9
years. 85 (81%) of all patients were prescribed hydroxychloroquine.
64 (61%) were anti-Ro/SSA positive. 83% of all SLE patients had
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is important for the diagnosis and management of the patient.
A Rheumatology consult form has been used for all referrals.in
Waterford University Hospital.
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Education and Advice on the Clinical Implications of
Anti-Ro/SSA Positivity on Pregnancy in SLE.

Aims/Background
To examine the number, nature and quality of inpatient Rheumatology
referrals in a tertiary referral hospital.

Author(s)
Drumm C, Kearns G, Durcan L.

Method
All available consults received between March 2019 and March
2020, were reviewed. Age, gender, urgency and referral source and
reason for referral were recorded using the consult form.

Department(s)/Institutions
Dept. of Rheumatology. Beaumont Hospital, Dublin 15, Ireland.
Introduction
Anti-Ro/SSA autoantibodies are common in systemic lupus
erythematosus (SLE). Transplacental transfer of maternal anti-Ro/
SSA antibodies can cause neonatal lupus and foetal congenital
heart block (CHB). The risk of CHB is 2-5% in anti-Ro/SSA
positive pregnant women which increases to approximately 20%
with previous CHB. Anti-Ro/SSA positive women of childbearing
age must be counselled on this and educated on the need for foetal
monitoring. The use of hydroxychloroquine (HCQ) is also advised,
as it has been shown to reduce this risk by 50%.

Results
A total of 134 (n134) patients were referred to Rheumatology over a
period of one year between March 2019 and March 2020; Out of 134
referalls, 75 patients (56%) were female and 59 (44%) were male.
There was a great variation in the age the youngest patient was of
23 yrs and the eldest of 85 yrs. 90 patients (67 %) were referred
by medical teams, 22 (16%) from Orthopedics and another 22(16%)
from Surgery and other departments including Ophthalmology,
ENT and OB/Gynae. 31(23%) patients were known patients of
the rheumatology service and were referred for review following
admission with an unrelated illness.103 (77%) referrals were for new
patients..

Aims/Background
We aimed to determine if appropriate advice and counselling was
documented in anti-Ro/SSA positive SLE women of childbearing
age.

The majority of the patients referred were for the management
of crystal arthropathy including gout and pseudogout n=38,
Osteoarthritis n=29 and Rotator cuff tendinopathy n=8 which were
managed with intra articular steroid injections and/or NSAIDs
and Colchicine. 48 patients needed intra articular injections. 18
(14%) patients had new diagnosis of inflammatory arthritis, 3 each
had new diagnosis of AAV and GCA. 2 patients each had Carpal
tunnel syndrome, Trochanteric Bursitis and Lateral Epicondylitis. In
21(15%) of patients there was no clear indication for Rheumatolgoy
referral. Most of the patients were seen and managed within 24 hrs
of the referral. Patients were followed as out-patients as required.

Method
Female, anti-Ro/SSA positive SLE patients were included between
the ages of 16 and 45. Medical records were reviewed to determine
documentation of advice regarding pregnancy planning and risk of
CHB. Patients were then invited to participate in a questionnaire
assessing awareness of the potential implications of anti-Ro/SSA
positive serology in pregnancy.
Results
A total of 57 female SLE patients were anti-Ro/SSA positive, mean
age 49.4 years. 45 (79%) of anti-Ro/SSA positive women were
prescribed HCQ versus 12 (21%) who were not. Reasons for those
not prescribed HCQ were ocular toxicity (42%), severe skin reactions
(17%), and were not documented in 41%. 28 (49%) of patients were
of childbearing age (16-45 years). 17/28 (61%) of patients had
documented advice on the implications of anti-Ro/SSA positive
serology on pregnancy compared to 11/28 (39%) who did not.

Conclusions
The majority of referrals were crystal arthropathy and osteoarthritis.
Further work is needed to educate regarding management of crystal
arthropathy and osteoarthritis among hospital teams along with the
education regarding indications to refer a patient to Rheumatology.

Conclusions
A high proportion of female SLE patients were anti-Ro/SSA positive
and the majority (79%) of this patient group were prescribed HCQ.
However, documented advice regarding pregnancy and risk of CHB
was inconsistent. Questionnaire results to date show that specific
advice outlining the need for CHB monitoring and the benefits of
HCQ varied widely. This study highlights the need to standardize
education and advice on pregnancy and the implications of anti-Ro/
SSA positive serology in this at-risk patient cohort.
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An audit of in-patient consultations to Rheumatology
department at Waterford University Hospital
Author(s)
Dr Asif Munir, Dr. Claire Sheehy, Dr.Donncha O’Graidagh
Department(s)/Institutions
Department of Rheumatology Waterford University Hospital
Introduction
Early assessment of patients with Rheumatological conditions
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Rheumatology Virtual Clinic during COVID 19 pandemic.
Are our patients satisfied?
Author(s)
Dr. Fajer Altamimi Una Martin Dr. Claire Sheehy
Department(s)/Institutions
Rheumatology Clinic University Hospital Waterford
Introduction
Telemedicine can be broadly defined as the use of telecommunication
technologies to provide medical information and services. It can be
audio, visual, or text. It can reduced, stress and expense of traveling,
maintenance of social distancing during COVID 19 pandemics, and
reduced risk of infection. There are some potential drawbacks like
lack of physical examination, liability and technological issues.
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Large Vessel Vasculitis in Abdominal Aortic Aneurysm –
are we missing the link?

Aims/Background
This service was started during COVID 19 pandemic, so we need to
explore the advantages and limitations of audio consultations, and
ways of improvements.

Author(s)
Harkins P, Conway R.
Department(s)/Institutions
St James Hospital Dublin

Method
A questionnaire was sent to 200 patients, selected from different
virtual clinics (new and review, doctor and ANP led) run between
March to May 2020. We formulated 14 questions to cover the
following aspects: demography, the purpose of the consult,
punctuality, feedback, medico-legal concerns, and free text for
comments. A self-addressed return envelope was included.

Introduction
Large vessel vasculitis (LVV) is the most common form of primary
systemic vasculitis encompassing Takayasu’s arteritis (TA) , Giant
Cell Arteritis (GCA) and idiopathic aortitis. These patients are at
increased risk of abdominal aortic aneurysm (AAA) formation that
without recognition and appropriate management can lead to rupture.
LVV can present with non-specific features resulting in the disease
often going undiagnosed and progressing insidiously to a chronic
phase characterised by inflammatory changes in the aorta including
aneurysm formation and rupture. Thus in cases of AAA repair it is of
utmost importance a histological specimen is examined in order to
identify a potential indolent LVV.

Results
83 responses were received. 2 were excluded. The ratio of females
to male respondents was 59: 41, with the majority over 60 years old.
The main appointment type was review 67 (83%). 80% of patients
were called either before or on time of their scheduled appointment.
Most 98.8% of our patients had confidence in our data protection and
trusted our system to maintain their confidentiality. 95% stated that
they felt comfortable, were given enough time to explain their health
problem and felt free from stress. The respondents who preferred
attending the clinic in person (17) compared to the virtual were
mostly follow-up patients- 12 vs. 5 new.

Aims/Background
The aim of this study was to assess for the presence of LVV in
the histological specimens of patients undergoing elective and
emergency open AAA repair in our institution.
Method
A retrospective study was performed using a database of all open
emergency and elective AAA repairs in a large vascular centre over
a four year period; 2015-2018 inclusive. Each operative case was
assessed to determine whether or not a histological specimen from
the aneurysm sac was obtained intraoperatively. In cases where a
histological specimen was obtained the histology report was then
interrogated to assess for the presence or absence of features of LVV.

Conclusions
Patient satisfaction among those surveyed was high despite we had
to introduce the service abruptly during the COVID 19 pandemic.
There are many ways of improvements to maintain this service as a
way of communicating with our stable patients. As we are covering
a large geographical catchment, we can continue to implement the
virtual clinic for some appointments. We should prioritize our efforts
on identifying the right patient and the type of service we can offer,
further training of staff, and increasing awareness of the patients as
to how to get the most out of a virtual appointment.

Results
In total 91 patients underwent open AAA repair over the studied four
year period. Of these only 13 (14%) had a histological specimen sent.
11 (85%) of the histological specimens were from emergency cases
of acute AAA rupture. There was no evidence of LVV in any of the
histological specimens sent. Of note, one AAA repair was performed
in a patient with PET CT diagnosed inflammatory aortitis however
there was no histological specimen sent.

Figure

Conclusions
This study demonstrates the low percentage of histological specimens
sent during AAA repair in our institution. This appears a wasted
opportunity. We highlight the significant unmet need for a consensus
guideline which includes the requirement of a histological specimen
in all cases of AAA repair acknowledging that LVV is a multisystem
disease with the potential for complications at other sites.
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WHAT’S BEHIND AMGEVITA®

PRESCRIBE AMGEVITA® BY BRAND NAME
AMGEVITA®▼(adalimumab) Brief Prescribing Information
Please refer to the Summary of Product Characteristics (SmPC) before prescribing
AMGEVITA®. Pharmaceutical Form: Single dose pre-filled syringe contains 20mg
of adalimumab in 0.4mL (50 mg/mL) solution, 40mg of adalimumab in 0.8mL (50 mg/
mL) solution or single dose pre-filled pen (SureClick®) contains 40mg of adalimumab in
0.8mL (50 mg/mL) solution. Indications and Dosage: please refer to
SmPC for full information. For subcutaneous injection. Treatment should be
initiated and supervised by specialist physicians experienced in the diagnosis and
treatment of conditions for which AMGEVITA® is indicated. Ophthalmologists are
advised to consult with an appropriate specialist before initiation of treatment. Patients
should be given a Patient Reminder Card. After proper training in injection technique,
patients may self-inject with AMGEVITA® if their physician determines that it is
appropriate and with medical follow-up as necessary. Optimise other concomitant
therapies (e.g., corticosteroids and or/immunomodulatory agents). Rheumatoid
arthritis (RA), adults: In combination with methotrexate (MTX) for moderate to severe,
active RA with inadequate response to disease-modifying anti-rheumatic drugs
(DMARDs) including MTX. In combination with MTX for severe, active and progressive
RA not previously treated with MTX. Can be given as monotherapy if intolerance to or
when continued treatment with MTX is inappropriate. Reduces rate of progression of
joint damage on X-ray and improves physical function, in combination with MTX.
Dosage: 40 mg every other week (EOW). Concomitant MTX should be continued. In
monotherapy, patients may require 40 mg every week or 80 mg EOW if they experience
a decrease in clinical response. Treatment beyond 12 weeks should be reconsidered if
no clinical response in that time. Consider need for dose interruption, e.g. before
surgery or if serious infection occurs. Polyarticular juvenile idiopathic arthritis (pJIA),
paediatrics 2 years and above: In combination with MTX for active pJIA with inadequate
response to one or more DMARDs. Can be given as monotherapy if intolerance to or
when continued treatment with MTX is inappropriate. Dosage: 10 kg to < 30 kg 20 mg
EOW. If ≥ 30 kg: 40 mg EOW. Treatment beyond 12 weeks should be reconsidered if no
clinical response in that time. Enthesitis-related arthritis (ERA), paediatrics 6 years and
above: For active ERA with inadequate response to or intolerance to conventional
therapy. Dosage: 15 kg to < 30 kg: 20 mg EOW. If ≥ 30 kg: 40 mg EOW. Ankylosing
spondylitis (AS), adults: For severe active AS with inadequate response to conventional
therapy. Axial spondyloarthritis without radiographic evidence of AS (nr-axSpA), adults:
For severe nr-axSpA with objective signs of inflammation (elevated CRP and/or MRI),
and an inadequate response to or intolerance to nonsteroidal anti-inflammatory drugs.
Psoriatic arthritis (PsA), adults: For active and progressive PsA with inadequate
response to DMARDs. Reduces rate of progression of peripheral joint damage on X-ray
in polyarticular symmetrical subtypes of the disease and improves physical function.
Dosage (AS, nr-axSpA, PsA): 40 mg EOW. Treatment beyond 12 weeks should be
reconsidered if no clinical response in that time. Psoriasis, adults: For moderate to
severe chronic plaque psoriasis in candidates for systemic therapy. Dosage: 80 mg at
Week 0, followed by 40 mg EOW from Week 1. Treatment beyond 16 weeks should be

reconsidered if no clinical response in that time (refer to SmPC). Paediatric Plaque
Psoriasis, 4 years and above: For severe chronic plaque psoriasis with inadequate
response to or if topical therapy and phototherapies are inappropriate. Dosage: 15 kg
to < 30 kg: 20 mg followed by 20 mg EOW starting one week after initial dose. If ≥ 30
kg: 40 mg followed by 40 mg EOW starting one week after initial dose. Treatment
beyond 16 weeks should be reconsidered if no clinical response in that time. Safety has
been assessed in paediatric patients with plaque psoriasis for a mean of 13 months.
Hidradenitis suppurativa (HS), adults and adolescents 12 years and above: For active
moderate to severe HS (acne inversa) with inadequate response to conventional
systemic HS therapy. Dosage, adult: 160 mg at Day 1, followed by 80 mg two weeks
later at Day 15. Two weeks later (Day 29) continue with 40 mg every week or 80 mg
EOW. Reintroduction after treatment interruption: 40mg every week or 80mg EOW.
Dosage, adolescent (≥ 30 kg): No clinical data; posology determined from
pharmacokinetic modelling. 80 mg at week 0 followed by 40 mg EOW starting at week
1. If response is inadequate, consider increasing to 40 mg every week or 80 mg EOW.
Dosage, adult and adolescent: Antibiotics may be continued if necessary. Concomitant
topical antiseptic wash on HS lesions is recommended to be used on a daily basis.
Treatment beyond 12 weeks should be reconsidered if no improvement in that time.
Periodically evaluate the benefit and risk of continued long-term treatment. Crohn’s
disease (CD), adults: For moderately to severely active CD with no response despite a
full and adequate course of, intolerance to or contraindication for a corticosteroid and/
or an immunosuppressant therapy. Dosage: Induction: 80 mg at Week 0, followed by 40
mg at Week 2. For a more rapid response: 160 mg at Week 0, followed by 80 mg at
Week 2; risk of adverse events higher during rapid induction. Maintenance: 40 mg dose
EOW. During maintenance, corticosteroids may be tapered in accordance with clinical
guidelines. If decrease in clinical response, can increase to 40 mg every week or 80 mg
EOW. Patients with no response by Week 4 may benefit from continued maintenance
therapy to Week 12. Treatment beyond 12 weeks should be reconsidered if no clinical
response in that time. Paediatric Crohn’s disease (CD), 6 years and above: For
moderately to severely active CD with inadequate response to, intolerance to or
contraindication for conventional therapy including primary nutrition therapy and a
corticosteroid and/or an immunomodulator. Dosage: < 40 kg: Induction: 40 mg at Week
0, followed by 20 mg at Week 2. For a more rapid response: 80 mg at Week 0, followed
by 40 mg at Week 2; risk of adverse events higher during rapid induction. Maintenance
starting at week 4: 20 mg dose EOW. If insufficient response, consider an increase to
20 mg every week. If ≥ 40 kg: Induction: 80 mg at Week 0, followed by 40 mg at Week
2. For a more rapid response: 160 mg at Week 0, followed by 80 mg at Week 2; risk of
adverse events higher during rapid induction. Maintenance starting at week 4: 40 mg
dose EOW. If insufficient response, consider an increase in dosing frequency to 40 mg
every week or 80 mg EOW. Treatment beyond 12 weeks should be reconsidered if no
clinical response in that time. Ulcerative colitis (UC), adults: For moderately to severely
active UC with inadequate response to, intolerance to or contraindication for
conventional therapy including corticosteroids and 6-mercaptopurine (6-MP) or
azathioprine (AZA). Dosage: Induction: 160 mg at Week 0, followed by 80 mg at Week

2. Maintenance: 40 mg EOW. During maintenance, corticosteroids may be tapered in
accordance with clinical guidelines. If insufficient response, consider an increase in
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Functionally Mature CD1c+ Dendritic Cells contribute to
synovial inflammation in Rheumatoid Arthritis via STAT3

Pathogenic, glycolytic PD-1+ B cells accumulate in the
hypoxic RA joint.
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Introduction
Rheumatoid arthritis (RA) often has a progressive and debilitating
course, with significant impact on the patient’s quality of life.
Despite the long-known association with autoantibodies, knowledge
of the role of B-cells and their potential direct contribution to RA
pathogenesis remains elusive.

Introduction
Myeloid Dendritic Cells (DC) are potent antigen presenting cells
that can be subdivided into CD141+ and CD1c+ DC. We previously
reported an unacknowledged role of CD141+DC in RA synovial
inflammation, however the identification and function of CD1c+ DC
in the RA synovium has yet to be fully elucidated.

Aims/Background
Identifying missed opportunities for B-cell targeted therapeutic
intervention in RA.
Method
Synovial tissue biopsies from RA patients were obtained through
key-hole arthroscopy followed by flow cytometric analysis of
B-cell subpopulations and chemokine receptor expression. SPICE
analysis for the chemokine receptor expression of synovial B-cells
and B-cell invasion assays. Functional characterization of sorted
RA B-cells, cultured in vitro under hypoxia, simulating the inflamed
joint environment. Characterization of B-cell metabolism and
transcriptional regulation. Novel, non-invasive Fluorescent Lifetime
Imaging Microscopy (FLIM) assay for the characterisation of the
metabolic status of sorted RA patient PD-1 B-cells coupled with
RNAseq analysis was performed.

Aims/Background
Investigate if CD1c+DC reside in the RA synovium and ascertain
if they represent a unique population, distinct from peripheral
CD1c+DC
Method
Synovial tissue (ST) biopsies and synovial fluid mononuclear cells
(SFMC) were obtained via arthroscopy and healthy control (HC) ST
was obtained during ACL surgery. Single cell analysis of synovial
tissue cell suspensions, along with PBMC and SFMC was performed
by multicolour flow cytometry. CD1c+DC were sorted from RA SF
and peripheral blood (PB) and RNA-sequencing was performed.
CD1c+DC function was assessed using phagocytosis assays and
T-cell cocultures.

Results
Extensive flow-cytometric characterisation and SPICE-algorithm
analyses of single-cell synovial tissue from RA-patients revealed
the accumulation of switched and double negative memory PD-1
expressing B-cells at the site of inflammation. Accumulation of
memory B-cells is mediated by CXCR3, evident by the observed
increase in CXCR3 expressing synovial B-cells compared to the
periphery, differential regulation by key synovial cytokines, and
restricted B-cell invasion demonstrated in response to CXCR3
blockade. Notably, under 3% O2 hypoxic conditions that mimic the
joint-microenvironment, RA B-cells maintain marked expression of
MMP-9,-TNF and IL-6, with PD-1+ B-cells demonstrating higher
expression of CXCR3, CD80, CD86, IL-1β and GMCSF than their
PD-1- counterparts. Following functional analysis and cell sorting
of RA PD-1+ vs PD-1- B-cells, we demonstrate using RNAseq and
novel FLIM visualisation of cellular NADH, a significant shift in
metabolism of RA PD-1+ B-cells towards glycolysis, associated
with an increased transcriptional signature of key cytokines and
chemokines that are strongly implicated in RA pathogenesis.

Results
CD1c+DC are significantly decreased in RA PB compared to HC PB
(p<0.01) and express significantly higher levels of the chemokine
receptors CCR7 (p<0.05) and CXCR3 (p=0.08) compared to HC
DC - suggestive of DC migration to the synovium. In support of
this hypothesis, CD1c+ DC were identified in RA ST by multicolour
flow cytometry and were significantly increased in RA ST compared
to RA PB (p<0.01). RA ST CD1c+DC express significantly higher
expression of the DC activation marker CD80 compared to RA PB
(p<0.01) or HC ST (p<0.05). Upon examination of RA synovial
fluid (SF), we report similar findings to those demonstrated in
tissue whereby CD1c+DC are significantly enriched in RA SF
compared to RA PB (p<0.05). Further in-depth RNA sequencing
and PCA analysis of synovial versus blood CD1c+DC revealed
distinct transcriptional variation between both sites Moreover, IPA
analysis revealed an enrichment in the STAT3 pathway in synovial
DC. Functionally, synovial CD1+DC express significantly higher
levels of the maturation markers CD80,CD83,CD40,PD-L1 and
BTLA (all p<0.05), are less phagocytic compared to matched PB and
importantly are still capable of additional activation in vitro. Finally,
synovial CD1c+DC induce proinflammatory cytokines (TNFα,
GMCSF, IFNγ) from CD4+ T-cells in allogeneic cocultures, an effect
which is abrogated in the presence of a STAT3 inhibitor.
Conclusions
CD1c+DC are present in the RA synovium in a mature state, have
distinct tissue specific characteristics and may mediate their T cell
stimulatory capabilities via STAT3

Conclusions
The accumulation of pro-inflammatory PD-1 B-cells in the synovium
of RA patients, is CXCR3 mediated and offers an opportunity for
early therapeutic intervention. Once in the hypoxic environment of
the inflamed RA joint, PD-1 B-cells show altered activation, proinflammatory cytokine production and metabolism that could prove
important for understanding the role of B-cells in RA pathogenesis.
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Figure

higher than double the upper limit of normal of ALT were identified
and the results for each result were compared with that of ALT. The
same is done for ALT for comparison. Then the data obtained for
each individual result reviewed to check if that result obtained has
changed the management of individual patients, and the same time
whether AST/ALT result was high enough to provide evidence for
liver toxicity, and subsequently to change the management.
Results
The total number patients enrolled for blood monitoring during the
specified 8 years period was 2642. The total number of AST tests
performed was 53625, the total number of ALT tests performed was
54022, with 397 difference. The total number of times where AST
results was above double the upper limit of normal was 142 (0.26%)
where for ALT was 719 (0.13%).
After exclusion, 79 AST results (which comprises 48 patients) and
694 of ALT results which comprises (276 patients) were analysed.
Change in DMARD’s management was observed on: Out of the
390 of ALT results that had changed the DMARD’s management,
AST done on the same day was noticed to be high enough to change
management in 86 cases. Out of the 58 AST results that had changed
the DMARD’s management, ALT done on the same was noticed
to be high enough to change management in 30 cases. The ALT
results where AST was not high enough to change management of
DMARDs was 304 (390-86).
The AST results where ALT was not high enough to change
management was 28 (58-30). The total number of times management
had been changed is 390+58=448. So, ALT was not able to predict
liver toxicity without checking AST in 28/448= 6.25% and AST was
not able to predict liver toxicity without checking ALT is 304/448=
67%

Figure

Conclusions
From these finding we may conclude that liver toxicity is a rare
side effect of DMARDs use in Rheumatologic and CTD conditions,
0.39% which is about 4 out of 1000 liver function tests performed.
ALT is more sensitive, compared to AST to predict liver toxicity in
patients taking DMARDs, (67% vs 6.25%). It seems AST is still
needed to predict liver toxicity to monitor patients taking DMARDs
safely.
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Sensitivity of ALT and AST tests in monitoring patients
taking DMARDs for liver toxicity in Beaumont Hospital
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Sensory Perception Quotient reveals visual, scent
and touch sensory hypersensitivity in people with
fibromyalgia syndrome
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Introduction
Close monitoring of patients receiving treatment for Rheumatic
diseases is a critical part of patient care. BSR guidelines 2017 on
DMARDs (There was no robust evidence to support either ALT or
AST preferentially, and it is likely that the choice of the test will
depend on local availability of assays).
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Introduction
Environmental sensitivity is commonly reported by people with
fibromyalgia syndrome (FMS). FMS patients frequently report
hypersensitivities to noxious and non-noxious sensations. To date,
there has been little empirical validation of sensory disturbance to
non-noxious triggers. Environmental sensitivity is only used as a
diagnostic feature for FMS in the alternative criteria by Bennett et
al. (2014), where it was ranked the second most important of the
components for FMS diagnosis, after number of pain sites.

Aims/Background
To determine whether checking ALT or AST is enough for monitoring
Method
Retrospective longitudinal study, reviewed patients on DMARDs in
Dawn during 01st January 2011 and 31st December 2018.
The total number of patients is identified. As snapshot the patients
in whom AST results were double the upper limit of normal and

Aims/Background
The aim of this study was to use a validated sensory measure
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to determine if people with fibromyalgia have greater sensory
disturbances compared to people with other chronic pain conditions.

to septic arthritis (47 y). Apart from age, the clinical profile and
biomarkers for crystal and septic arthritis were comparable (table.1).
The majority of crystal arthritis cases were due to pseudogout (11/16
– table 2), ultimately diagnosed by rheumatology. Septic arthritis led
to more days in hospital than crystal arthritis (median 14 vs 5.5 days).
Crystal analysis via the pathology department pathway was positive
for 3/5 cases of gout and 0/11 cases of pseudogout. All 30 patients
received IV antimicrobial therapy for presumed septic arthritis.

Method
The present study used the Sensory Perception Quotient (SPQ)
92 question survey in adults with chronic pain conditions. A FMS
group (n=135) and a non-FMS chronic pain control group (n=45)
were recruited. All participants completed the SPQ as a selfreport measure of sensory processing. The Revised Scoring of the
Sensory Perception Quotient (SPQ-RS) method was used in order to
investigate self-reported hypersensitivity and hyposensitivity and the
vision, hearing, taste, touch and smell subscales

Conclusions
This cross-sectional retrospective study showed crystal arthritis,
especially pseudogout, was the commonest cause of admission with
acute arthritis particularly among elderly patients.
Accurate diagnosis by synovial fluid analysis with the appropriate
equipment is extremely useful in the assessment of these cases.

Results
The FMS group reported significantly more sensitivity compared to
the control group (p=0.030). The FMS group reported significantly
greater hypersensitivity (p=0.038), but not more hyposensitivity
(p=0.723) compared to controls. The FMS SPQ score (92.64+/23.33) was similar to that previously reported for adults with autism
(92.95+/-26.61). However, whereas adults with autism had broad
range hypersensitivity, the FMS group reported significantly more
hypersensitivity compared to the control group in vision (p=0.033),
smell (p=0.049) and touch (0.040).

Figure

Conclusions
The present findings revealed greater sensory hypersensitivity, but
not hyposensitivity, in people with FMS compared to people with
other chronic pain disorders. Greater hypersensitivity was identified
in relation to touch, vision and smell, all of which have previously
been demonstrated to cross-talk with nociception.
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Acute Crystal arthritis – a leading cause of hospital
admission, yet poorly recognized and thus mistreated
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Introduction
Crystal arthritis is the commonest inflammatory arthritis in adults.
A common mimic is septic arthritis. Without appropriate synovial
fluid analysis, a misdiagnosis of sepsis can be made with resultant
unnecessary hospitalization, inappropriate intravenous antibiotic
therapy, and excess cost. Such cases are frequently described as
‘culture-negative’ septic arthritis.
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Aims/Background
To examine and analyse the cases of acute arthritis requiring acute
hospital admission in our institution.

Rheumatologist vs Pathology Department: correlation of
crystal identification in synovial fluid.
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Method
A retrospective review of medical records between Jan – Dec 2019
at the Mater Misericordiae University Hospital, Dublin, was carried
out. All cases of acute arthritis requiring acute hospital admission
were identified. Cases treated at the Emergency Department, acute
medical unit, or outpatients which did not require hospital admission
were excluded.

Department(s)/Institutions
Department of Rheumatology, Mater Misericordiae University
Hospital, Dublin.

Results
30 patients were identified during this period, 16 (53%) had an ultimate
diagnosis of crystal arthritis, 8 (27%) had confirmed septic arthritis
and 6 (20%) had other arthritides (e.g. haemoarthrosis). The median
age for crystal arthritis was significantly higher (85.5 y) compared
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Introduction
Crystal arthritis is the commonest inflammatory arthritis in adults.
Diagnosis relies mostly on the correct identification of crystals
under red-compensated polarized microscopy with assessment
of birefringence. This is done routinely in our department when
opportunity arises. Failure to appropriately identify crystals may
result in lengthy hospitalizations, complications, avoidable repeated

urgent visits, and unnecessary cost.

consideration documented

Aims/Background
To examine the agreement between rheumatology- vs. pathologybased microscopy for crystal analysis. There is currently no
standardized pathway for joint fluid crystal analysis in our institution.

Method
Between December 2019 and April 2020 approximately 750
patients, under Paediatric Rheumatology in Northern Ireland, had
their clinical notes reviewed. From this, patients on oral prednisolone
were identified and information regarding pertinent to the audit
collected on a standardised proforma.

Method
A prospective study at Mater Misericordiae University Hospital
was started in Dec 2019. Synovial fluids samples were obtained
from acutely inflamed joints. Fresh samples found to show contain
crystals (MSU or CPP) by rheumatology were also immediately sent
to the pathology laboratory for analysis.

Results
25 patients with an underlying rheumatological condition (Image
1) on oral prednisolone were identified; 23 of which were on
prednisolone for > 6 months. 78% of patients were female with a
median age of 12.5 years. Mean duration of therapy was 41.3 months.
The following results were observed:
1. 13% had steroid education documented
2. 4% had documentation of steroid alert cards given
3. 78% had a weaning plan documented
4. 74% were on a PPI
5. 57% had documentation that ‘Bone Health’ was considered

Results
33 samples have been analysed to date. 13 samples of MSU crystals
and 20 CPPD crystals (table 1). Both rheumatology and pathology
agreed on all but only one MSU sample. The pathologist identified
CPPD crystals only on 2/20 samples. The fluid analysis was carried
out within the same working day by rheumatologist vs. median of 2.3
working days for the result by the pathologist.

Conclusions
Our results show the majority of patients did not have documentation
of steroid education or alert card provision in their clinical notes.
Weaning, PPI and Bone Health considerations were addressed
to a greater degree. From the basis of our results a new patient
information leaflet has been developed (Image 2) including side
effect profiles. This project has also led onto the development of
a regional guideline for discontinuing long term prednisolone.
The results have highlighted, to both medical and nurse specialist
staff, the importance of clear documentation of patient education,
providing steroid alert cards and ensuring that we are monitoring &
taking measures to identify and prevent side effects at each clinic
review.

Conclusions
The study showed a high agreement between rheumatologists and
pathologists on identification of MSU crystals (92%) but very poor
agreement on CPPD crystals (only 10%). A quality improvement
project is currently underway to address this issue as many samples
are not sent to rheumatology for analysis.
Figure
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Introduction
Systemic steroids are widely used in a variety of rheumatological
conditions assisting with the reduction and control of inflammation.
Steroids are not without side effects with patient education and
monitoring paramount in each patient.
Aims/Background
Long term use is challenging due to the significant side effect profile
including: Adrenal suppression, weight gain, growth suppression,
gastro-intestinal disturbance, osteopenia with fracture potential and
immunosuppression.
Our aims were to identify if patients had:
1. Documentation of Steroid Education
2. Documentation of Steroid Alert Card being given
3. Documentation of Weaning Plan
4. GI Protection (Proton Pump Inhibitor - PPI) commenced
5. Bone Health (Vitamin D +/- Calcium supplementation)
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Figure

Fourteen reported active disease, despite previous remission, with
involvement of 1 to 4 new systems. These systems had not been
previously involved – at last clinic appointment or at onset of disease.
The most commonly reported were MSK and ENT symptoms.
Of the vasculitis group, 9 individuals reported new system
involvement or worsening of pre-existing symptoms and were
offered a face-to-face clinic appointment. Three had subsequent
treatment changes. All individuals who reported ‘no disease activity’
were assigned routine follow-up appointments.
In the RA cohort, 33(80%) had previously documented disease
remission – with either DAS28 <2.6 or documented ‘disease
remission’ during their last clinic review.
Figure-2:
Of these 41 patients, 20(49%) reported DAS 28 scores indicating
disease remission. None of these patients were further reviewed and
all booked for routine follow up clinics.
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Conclusions
PROMS have been a useful tool in our clinical practice during the
Covid pandemic. Patients in disease remission are easily identified
and can be monitored remotely creating face to face capacity for
those patients with active disease. One disadvantage was potential
over reporting of symptoms particularly amongst the vasculitis
cohort, suggesting that to improve reliability with this and other
PROMS, patient education is required.
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The use of Patient Reported Outcome Measures in
identifying stable rheumatic diseases, allowing remote
patient monitoring.
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Introduction
Patient Reported Outcome Measures (PROMS) are key tools in
the management of chronic rheumatic diseases and are often used
as adjuncts to objective clinical assessments. In the current COVID
pandemic, with significantly reduced clinic capacity PROMs may
play a central role in identifying those patients with active disease
who do require a face-to-face appointment from those with stable
disease who could be monitored remotely.
Figure

Aims/Background
To investigate the reliability and usefulness of PROMS in lieu of
face-to-face clinical assessments in managing patients with chronic
rheumatic diseases.
Method
We reviewed PROMS returned by 2 groups of patients: those with a
diagnosis of a primary systemic vasculitis and those with rheumatoid
arthritis (RA). Patients with systemic vasculitis were given a patient
vasculitis activity questionnaire and those with RA were sent a
modified RAPID3. We then compared the patient’s self-reported
disease activity with that most recently documented.
Results
Health assessment questionnaires were analysed for 45 patients with
a primary systemic vasculitis.
Figure-1:
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Prevalence of unaddressed osteoporotic vertebral
fractures on CTPA and CT thorax and abdomen done at
radiology department in Beaumont Hospital Dublin

A complete audit of DXA scan referrals by GPs in
Cork, after requesting the use of a recommended risk
assessment tool prior to referral.
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Introduction
In Ireland there are 300,000 people who have osteoporosis and only
20,000 are diagnosed. Despite best efforts still osteoporosis goes on
widely unrecognized.
We sought to assess the recognition and treatment of osteoporotic
vertebral fractures found on CT imaging of chest and abdomen.
Morbidity and mortality related with osteoporosis costs fortune to
healthcare system, early and wide recognition can improve quality
of life for patients by timely treatment interventions and reducing
economic burden on health services.

Introduction
The 2017 updated NICE guidelines for assessing the risk of fragility
fracture recommends estimation of the risk of fragility fracture in a
target population. It recommends using a validated risk assessment
tool such as FRAX or Q Fracture to estimate 10-year predicted
absolute fracture risk prior to considering imaging with DXA. We
performed a follow up audit of GP referrals for DXA scanning in
our unit while requesting GPs to provide sufficient information for
appropriate risk assessment.

Aims/Background
1. To determine percentage of VF’s identified on CT-PA and CT-TAP
(excluding malignancy)

Aims/Background
To assess if the number of DXA scan referrals to our unit by GPs
decreased after reinforcing the importance of appropriate risk
assessment prior to referral.

2.To determine number of patients with VF ‘s started treatment
of Osteoporosis without benefit of proper Fracture/ Osteoporosis
Liaison service.

Method
In our initial audit, we reviewed DXA referrals sent by GPs in Cork
to the radiology department of South Infirmary Victoria University
Hospital (SIVUH) from February to April 2019 inclusive, to assess
how many letters provided sufficient information for osteoporosis
risk assessment using a validated tool (eg, FRAX tool).
From August 2019 to January 2020, we began returning letters
without sufficient information to GPs for clarification. We requested
GPs to use the FRAX tool or provide enough information required
for risk assessment in accordance with NICE guidelines, to ensure
appropriate referral and avoid unnecessary DXA scans.
We then audited the number of DXA referrals from August 2019
– January 2020 to assess if the total number of referrals decreased
over time after reinforcing the need for risk assessment prior to DXA
referral.

Method
The CT Scans including CTPA, Thorax and Abdomen were reviewed
from 1st January 2020 to 30th March 2020 at Radiology department
at Beaumont Hospital and patients with VF’s were identified and their
discharge letter prescriptions and outpatient letters were analysed
to find whether osteoporosis treatment is initiated or planned with
GP. The letters were reviewed in last week of July 2020 allowing
sufficient time to follow up on scans due to covid-19 pandemic.
Results
The data was collected over three successive months from January
2020 to March 2020. There were 69 patients identified with
Osteoporotic Vertebral fractures(VFs). We excluded 17 patients who
were waiting follow up on their CT imaging. We studied 52 patients
(n=52). Out of 52 only 22 patients (42%) were found on osteoporosis
treatment and rest 58% were not.

Results
In the initial phase of the study, 89 DXA referrals were reviewed
between February and April 2019, and 98.8% of these did not contain
sufficient information for osteoporosis risk assessment.
From August 2019 to January 2020, we began returning letters
without sufficient information to GPs requesting clarification. In
total 155 GP referrals for DXA Scan were received by the Radiology
Department of SIVUH from 1st August to 31st January 2020. 58
referrals were received in August and 71 in September. The number
of referrals decreased to 30 in October, and 23, 21, and 23 referrals
were received in the following months of November, December
2019 and January 2020 respectively. However, all referrals received
during the study period lacked sufficient information.

Conclusions
The study clearly shows a significant number of patient with VFs
(58%) were not on treatment for osteoporosis. which reinforces the
need for proper Osteoporosis Liaison service.
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Conclusions
The audit shows that we have achieved a significant and persistent
decline in the number of GP referrals for DXA scans after we
commenced a policy of requesting clarification from GPs when
enough information for risk assessment was not provided. This
policy contributed to saving valuable resources and time, as this
study highlights that a large number of DXA referrals were being
made unnecessarily.

Prof Doug
? Veale
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Evaluation of GP referral letters for DEXA Scan for the
information required for risk assessment of fragility
fracture using FRAX tool

Introduction
Musculoskeletal Diseases (MSK) represent one of the largest illness
burdens worldwide, greatest in Europe. Psoriatic Arthritis (PsA)
is a chronic, progressive, disabling inflammatory disease usually
associated with Psoriasis. International studies show the disease is
often misdiagnosed, poorly managed and represents a substantial
disease burden associated with large healthcare costs. Epidemiology
studies of the burden of illness for The Republic of Ireland are few.

Author(s)
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Introduction
DXA scanning involves ionizing radiation. NICE guidelines for
assessing the risk of fragility fracture updated in 2017 recommends
estimation of risk of fragility fracture in a target population. It
recommends using FRAX value without bone mineral density (BMD)
or Q Fracture tool within their allowed age ranges to estimate 10year predicted absolute fracture risk when assessing risk of fracture.
NICE recommends that patients should be risk assessed for risk
factors and only those who fall within an indeterminate range should
have BMD performed. It recommends against routine measurement
of BMD without prior risk.

Aims/Background
To review Irish and International Literature on the Burden of Illness
of Psoriatic Arthritis.
To estimate the burden of illness for psoriatic arthritis from The
Republic of Ireland
Method
We assessed the healthcare burden of PsA from cohorts of patients
seen in 2 Rheumatology centres in the West of Ireland. Data from
114 patients with a consultant rheumatologist diagnosis of PsA
were included, and compared with National Survey data as well as
published US and EU data.

Aims/Background
To evaluate GP referral letters for DEXA Scans for the information
required for calculation of FRAX Score without Bone Mineral
Density (BMD) for the risk assessment of osteoporotic fracture in
target population.

Results
PsA affects between 5,500 and 40,000 Irish adults and is associated
with significant morbidity, disability and cost. Our patients reported
a mean disease duration of 11 years, range: ,1 year to 40 years and
a mean H.A.Q. of 0.81, range 0 – 2.75,and average medication
costs were €5,694, range: 0 - €30,000 per annum. Patients with comorbidities reported greater illness burden

Method
GP referral letters for DEXA Scan sent to the radiology department
of South Infirmary Victoria University Hospital during the months of
February, March and April 2019 were evaluated for the information
required for the risk assessment of fragility fracture using the FRAX
tool. 89 GP letters were evaluated. A questionnaire containing all the
variables required to calculate the FRAX score was filled for data
collection.

Conclusions
Psoriatic Arthritis affects thousands of Irish adults and is associated
with a significant illness burden in terms of morbidity, disability
and healthcare costs. More comprehensive and detailed studies are
needed, with inclusion of patients from other geographic areas.

Results
89 GP referral letters were evaluated. Age and gender (nonmodifiable risk factors) were available in all. Calculated FRAX
Score was mentioned in 1/89 (1.12%) letter. 88/89 (98.8%) letters
were not found to have all the information required for calculation
of FRAX score without BMD. 48/89 (54%) letters were without
mention of any single modifiable risk factor or variable required for
calculation of FRAX score. In 22/89 (24.1%) letters only one of the
modifiable risk factors was mentioned.

Figure

Conclusions
The audit shows that vast majority of referrals for DEXA Scan
are being done without adequate risk assessment of osteoporotic
fracture required prior to BMD assessment and GP letters are lacking
information required for the same.
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The Burden of Psoriatic Arthritis in Ireland: The CIMPACO
Study Group
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The Burden of Osteoporosis in Ireland: The CIMPACO
Study Group
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Results
Osteoporosis affects around 200,000 Irish adults and results in
30,000 to 40,000 fragility fractures each year. The Majority of
fragility fractures do not require hospital admission. Public hospital
bed days for fragility fractures have increased by almost 50% over
the past decade, unlike other non-communicable disorders where
bed days appear to be falling (see table). Osteoporosis is associated
with significant pain, disability, depression and limited activity.
Average medication costs were €1,786, range: 0 - €19,831. Mortality
following hip and spine fracture in Ireland remains high. Vertebral
fractures and under-reported and under-represented in Irish studies
to date. Many patients are unaware of their diagnosis.

Introduction
Musculoskeletal Diseases (MSK) represent one of the largest
illness burdens worldwide, greatest in Europe. U.S. data suggest
osteoporosis represents the most common non-communicable illness
in postmenopausal women. A recent report suggests Ireland has the
6th highest hip fracture incidence worldwide, though epidemiology
studies addressing the burden of illness for The Republic of
Ireland are few, and limited mainly to reports from public hospital
admissions.

Conclusions
Osteoporosis and fragility fractures represent a significant illness
burden in terms of morbidity, disability, healthcare utilization
and cost. Strategies to prevent fractures and address this rapidly
increasing illness burden are urgently needed.

Aims/Background
To review publications on The Burden of Illness related to
Osteoporosis in The Republic of Ireland
To estimate the burden of illness for osteoporosis and fragility
fractures in The Republic of Ireland

Figure

Method
We reviewed publications addressing the burden of illness from The
Republic of Ireland, and assessed the illness burden of Osteoporosis
from cohorts of patients seen in 2 Rheumatology centres in the
West of Ireland. Data was collected from all subjects following
IRB approval and informed consent. We also collected HIPE data
on MSK admissions. We compared our cohort to National Survey
data, as well as published US and EU data, and other common noncommunicable disorders.
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FORMULATION
XELJANZ 11 mg Once-Daily
XELJANZ (tofacitinib) in combination with
methotrexate (MTX) is indicated for the
treatment of moderate to severe active
rheumatoid arthritis (RA) in adult patients
who have responded inadequately to, or who
are intolerant to one or more diseasemodifying antirheumatic drugs. Tofacitinib
can be given as monotherapy in case of
intolerance to MTX or when treatment with
MTX is inappropriate.1

XELJANZ® (tofacitinib) Prescribing Information
Please refer to the Summary of Product Characteristics (SmPC) before prescribing XELJANZ 5 mg or 10 mg film-coated tablets or XELJANZ 11 mg
prolonged release tablets. Presentation: Film-coated tablet containing tofacitinib citrate, equivalent to 5 mg or 10 mg tofacitinib. Prolongedrelease tablets containing tofacitinib citrate, equivalent to 11 mg tofacitinib. Indications: All presentations: In combination with methotrexate
(MTX) for the treatment of moderate to severe active rheumatoid arthritis (RA) in adult patients who have responded inadequately to, or who
are intolerant to one or more disease-modifying antirheumatic drugs. Can be given as monotherapy in case of intolerance to MTX or when
treatment with MTX is inappropriate. 5 and 10 mg film coated tablets: In combination with MTX for the treatment of active psoriatic arthritis
(PsA) in adult patients who have had an inadequate response or who have been intolerant to a prior disease modifying antirheumatic drug
(DMARD) therapy. For the treatment of adult patients with moderately to severely active ulcerative colitis (UC) who have had an inadequate
response, lost response, or were intolerant to either conventional therapy or a biologic agent. Dosage: Treatment should be initiated and
supervised by specialist physicians experienced in the diagnosis and treatment of the condition for which tofacitinib is indicated. Tofacitinib is
given with or without food. RA: The recommended dose is 5 mg orally twice daily or 11 mg once daily which should not be exceeded. Patients
treated with tofacitinib 5 mg film coated tablets twice daily may be switched to tofacitinib 11 mg prolonged release tablets once daily on the day
following the last dose of tofacitinib 5 mg film coated tablets. Patients treated with tofacitinib 11 mg prolonged-release tablets once daily may
be switched to tofacitinib 5 mg film coated tablets twice daily on the day following the last dose of tofacitinib 11 mg prolonged-release tablets.
PsA: The recommended dose is 5 mg administered twice daily, which should not be exceeded. UC: The recommended dose is 10 mg given orally
twice daily for induction for 8 weeks. For patients who do not achieve adequate therapeutic benefit by week 8, the induction dose of 10 mg
twice daily can be extended for an additional 8 weeks (16 weeks total), followed by 5 mg twice daily for maintenance. Tofacitinib induction
therapy should be discontinued in any patient who shows no evidence of therapeutic benefit by week 16. The recommended dose for
maintenance treatment is tofacitinib 5mg given orally twice daily. Tofacitinib 10 mg twice daily for maintenance treatment is not recommended
in patients with UC who have known venous thromboembolism (VTE) risk factors, unless there is no suitable alternative treatment available.
For patients with UC who are not at increased risk for VTE, tofacitinib 10 mg orally twice daily may be considered if the patient experiences a
decrease in response on tofacitinib 5 mg twice daily and failed to respond to alternative treatment options for ulcerative colitis such as tumour
necrosis factor inhibitor (TNF inhibitor) treatment. Tofacitinib 10 mg twice daily for maintenance treatment should be used for the shortest
duration possible. The lowest effective dose needed to maintain response should be used. Dose interruption: Tofacitinib treatment should be
interrupted if a patient develops a serious infection until the infection is controlled. Interruption of dosing may be needed for management of
dose-related laboratory abnormalities including lymphopenia, neutropenia, and anaemia. It is recommended not to initiate dosing in patients
with an absolute lymphocyte count (ALC) less than 0.75 x 10 9/l, an absolute neutrophil count (ANC) less than 1x10 9 /l or in patients with
haemoglobin less than 9 g/dL. Renal impairment: No dose adjustment is required in patients with mild or moderate renal impairment. Patients
with severe renal impairment the dose should be reduced to 5 mg once daily when the indicated dose in the presence of normal renal function is
5 mg twice daily or 11 mg prolonged release tablet once daily. Dose should be reduced to 5 mg twice daily when the indicated dose in the
presence of normal renal function is 10 mg twice daily. Patients with severe renal impairment should remain on a reduced dose even after
haemodialysis. Hepatic impairment: No dose adjustment is required in patients with mild hepatic impairment. Patients with moderate hepatic
impairment dose should be reduced to 5 mg once daily when the indicated dose in the presence of normal hepatic function is 5 mg twice daily or
11 mg prolonged release tablet once daily. Dose should be reduced to 5 mg twice daily when the indicated dose in the presence of normal hepatic
function is 10 mg twice daily. Tofacitinib should not be used in patients with severe hepatic impairment. Elderly: No dose adjustment is required
in patients aged 65 years and older. Use with caution as increased risk and severity of adverse events. In patients over 65 years of age
tofacitinib should only be considered if no suitable alternative treatment is available. Drug–drug Interactions: Tofacitinib total daily dose should
be reduced by half in patients receiving potent inhibitors of cytochrome (CYP) P450 3A4 (e.g., ketoconazole) and in patients receiving 1 or more
concomitant medicinal products that result in both moderate inhibition of CYP3A4 as well as potent inhibition of CYP2C19 (e.g., fluconazole).
Coadministration of XELJANZ with potent CYP inducers (e.g., rifampicin) may result in a loss of or reduced clinical response. Coadministration of
potent inducers of CYP3A4 with XELJANZ is not recommended. Contraindications: Hypersensitivity to any of the ingredients, active
tuberculosis (TB), serious infections such as sepsis, or opportunistic infections, severe hepatic impairment, pregnancy and lactation. Warnings
and Precautions: Patients treated with tofacitinib should be given a patient alert card. There was a higher incidence of adverse events for the
combination of tofacitinib with MTX versus tofacitinib as monotherapy in RA clinical studies. Tofacitinib should be avoided in combination with
biologics and potent immunosuppressants such as azathioprine, 6-mercaptopurine, ciclosporine and tacrolimus. Venous thromboembolism
(VTE): Serious VTE events including pulmonary embolism (PE), some of which were fatal, and deep vein thrombosis (DVT), have been observed
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in patients taking tofacitinib. Tofacitnib should be used with caution in patients with known risk factors for VTE, regardless of indication and
dosage. Tofacitinib 10 mg twice daily for maintenance treatment is not recommended in patients with UC who have known VTE risk factors,
unless there is no suitable alternative treatment available. Promptly evaluate patients with signs and symptoms of VTE and discontinue
tofacitinib in patients with suspected VTE, regardless of dose or indication. Infections: Serious and sometimes fatal infections have been
reported in patients administered tofacitinib. Rheumatoid arthritis patients taking corticosteroids may be predisposed to infection. Patients
should be closely monitored for infections, with prompt diagnosis and treatment. Treatment should be interrupted if a serious infection
develops. As there is a higher incidence of infections in the elderly and in the diabetic populations in general, caution should be used when
treating the elderly and patients with diabetes. Tuberculosis: Patients should be evaluated for both active and latent TB prior to being treated
with tofacitinib, patients who test positive for latent TB should be treated with standard antimycobacterial therapy before administering
tofacitinib. Viral Reactivation: In clinical studies viral reactivation and cases of herpes zoster have been observed. Screening for viral hepatitis
should be performed in accordance with clinical guidelines prior to starting therapy with tofacitinib. The impact on chronic viral hepatitis is not
known. Vaccinations: Prior to initiating tofacitinib, it is recommended that all patients be brought up to date with all immunisations in
agreement with current immunisation guidelines. Live vaccines should not be given concurrently with tofacitinib. Malignancy: Lymphomas and
other malignancies have been observed in patients treated with tofacitinib. Patients with highly active disease may be at higher risk than the
general population. The effect of tofacitinib on the development and course of malignancies is not known. NMSCs have been reported, the risk
of NMSC may be higher in patients treated with tofacitinib 10 mg twice daily than in patients treated with 5 mg twice daily. Periodic skin
examination is recommended in patients at increased risk. Interstitial lung disease: Caution is recommended in patients with a history of
chronic lung disease as they may be more prone to infection. Asian patients are known to be at higher risk of ILD, caution should be exercised
with these patients. Gastrointestinal perforations: Tofacitinib should be used with caution in patients who may be at increased risk e.g.
diverticulitis or concomitant use of corticosteroids or NSAIDs. Cardiovascular risk: Risk factors should be managed as part of usual standard of
care. Hypersensitivity: Cases of drug hypersensitivity associated with tofacitinib administration have been reported. Allergic reactions included
angioedema and urticaria; serious reactions have occurred. If any serious allergic or anaphylactic reaction occurs, tofacitinib should be
discontinued immediately. Laboratory Parameters: Increased incidence of lymphopenia and neutropenia have been reported and decreases in
haemoglobin and should be monitored in accordance with the SmPC. Monitor ANC and haemoglobin at baseline, 4-8 weeks and 3 monthly, ALC
at baseline and 3 monthly. Tofacitinib has been associated with increases in lipid parameters, maximal effects are observed at 6 weeks.
Monitoring should be performed 8 weeks after initiation and managed according to hyperlipidemia guidelines. Increases in liver enzymes
greater than 3x ULN were uncommonly reported, use caution when initiating with potential hepatotoxic medicinal products. Gastrointestinal
obstruction with a non-deformable prolonged-release formulation: Caution should be used when administering tofacitinib 11 mg prolonged
release tablets to patients with pre-existing severe gastrointestinal narrowing (pathologic or iatrogenic). Pregnancy & Lactation: Use of
tofacitinib during pregnancy and breast-feeding is contraindicated. Side Effects: RA: The most common serious adverse reactions were serious
infections; pneumonia, cellulitis, herpes zoster, UTIs, diverticulitis, appendicitis and opportunistic infections. The most commonly reported
adverse reactions during the first 3 months in controlled clinical trials were headache, upper respiratory tract infections, nasopharyngitis,
diarrhoea, nausea and hypertension. UC: The most commonly reported adverse reactions in patients receiving tofacitinib 10 mg twice daily in
the induction studies were headache, nasopharyngitis, nausea, and arthralgia. Commonly reported adverse reactions (≥1/100 to <1/10), were
pneumonia, influenza, herpes zoster, urinary tract infection, sinusitis, bronchitis, nasopharyngitis, pharyngitis, anaemia, headache,
hypertension, cough, abdominal pain, vomiting, diarrhoea, nausea, gastritis, dyspepsia, rash, arthralgia, pyrexia, oedema peripheral, fatigue,
blood creatine phosphokinase increased. Refer to section 4.8 of the SmPC for further information on side effects, including description of
selected adverse reactions. Legal Category: S1A. Marketing Authorisation Number: EU/1/17/1178/003 – 5 mg (56 film-coated tablets);
EU/1/17/1178/007 – 10 mg (56 film-coated tablets); EU/1/17/1178/012 – 11 mg (28 prolonged-release tablets). Marketing Authorisation
Holder: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, Belgium. For further information on this medicine please contact:
Pfizer Medical Information on 1800 633 363 or at medical.information@pfizer.com. For queries regarding product availability please contact:
Pfizer Healthcare Ireland, Pfizer Building 9, Riverwalk, National Digital Park, Citywest Business Campus, Dublin 24 + 353 1 467 6500.
˱ This medicinal product is subject to additional monitoring. This will allow quick identification of new safety information. Healthcare
professionals are asked to report any suspected adverse reactions. See section 4.8 of the SmPC for how to report adverse reactions.
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When life is

too busy for RA
Given a choice, 53% of RA patients
would chose a monthly regime1*

GO further with Simponi
With Simponi, approximately 70% of patients remained
on treatment after 5 years.2 Make your 1st choice count.
for patients with risk factors for skin cancer. Heart Failure: Golimumab should be used with caution in patients with mild heart failure (NYHA
class I/II). Patients should be closely monitored and golimumab must be discontinued in patients who develop new or worsening symptoms
of heart failure. Some cases had a fatal outcome. Neurological events: Use of anti-TNF therapy, including golimumab, has been associated
with cases of new onset or exacerbation of clinical symptoms and/or radiographic evidence of central nervous system demyelinating disorders, including multiple sclerosis and peripheral demyelinating disorders. Discontinuation of golimumab should be considered if these disorders develop. Carefully consider the benefits and risks before initiation of therapy in patients with a history of demyelinating disorders.
Surgery: Patients requiring surgery whilst on golimumab therapy should be closely monitored for infections. Autoimmune processes: If a
patient develops symptoms suggestive of a lupus-like syndrome following treatment with golimumab and is positive for antibodies against
double-stranded DNA, treatment should be discontinued. Haematological reactions: There have been post-marketing reports of pancytopenia, leukopenia, neutropenia, agranulocytosis, aplastic anaemia, and thrombocytopaenia in patients receiving TNF-blockers, including golimumab. Patients should be advised to seek medical attention if they develop signs and symptoms suggestive of blood dyscrasias. Discontinuation should be considered in patients with significant haematologic abnormalities. Vaccinations/therapeutic infectious agents: It is
recommended that live vaccines or any therapeutic infectious agents should not be given concurrently. Allergic reactions: If an anaphylactic
reaction or other serious allergic reaction occurs, administration of golimumab should be discontinued immediately, and suitable treatment
initiated. The needle cover of the pre-filled pen contains latex and may cause allergic reactions in those sensitive to latex. Special populations: Older patients (≥ 65 years): Adverse events, serious adverse events and serious infections in patients aged ≥65 were comparable to
those observed in younger patients. However, caution should be exercised when treating the elderly, particular attention should be paid to
infections. There were no patients age 45 and over in the nr-Axial SpA study. Paediatric patients (<18 years): Vaccinations: it is recommended that prior to initiating golimumab therapy, paediatric patients be brought up to date with all immunisations in agreement with current immunisation guidelines. Excipients: Simponi contains sorbitol (E420). In patients with rare hereditary problems of fructose intolerance, the
additive effect of concomitantly administered products containing sorbitol (or fructose) and dietary intake of sorbitol (or fructose) should be
taken into account. INTERACTIONS Combination of golimumab and other biological therapeutics used to treat the same conditions as golimumab, including anakinra and abatacept is not recommended. PREGNANCY AND LACTATION Administration of golimumab is not recommended during pregnancy or breast-feeding. Women of childbearing potential should use adequate contraception and continue its use for
at least 6 months after the last golimumab treatment. SIDE EFFECTS Refer to SmPC for complete information on side effects Very Common (≥
1/10): upper respiratory tract infection; Common (≥1/100): bacterial infections, lower respiratory tract infections, viral infections, bronchitis,
sinusitis, superficial fungal infections, abscess, leukopenia (including neutropenia), anaemia, allergic reactions, autoantibody positive, depression, insomnia, dizziness, headache, paraesthesia, hypertension, asthma and related symptoms, dyspepsia, gastrointestinal and abdominal pain, nausea, gastrointestinal inflammatory disorders, stomatitis, alanine aminotransferase increased, aspartate aminotransferase increased, pruritus, rash, alopecia, dermatitis, pyrexia, asthenia, injection site reaction, chest discomfort, bone fractures were reported.
Serious, including fatal adverse events have been reported including septic shock, lymphoma, leukaemia, melanoma, Merkel cell carcinoma,
hepatosplenic T-cell lymphoma*, leukopenia, thrombocytopaenia, pancytopaenia, aplastic anaemia, agranulocytosis, serious systemic hypersensitivity reactions (including anaphylactic reaction), skin exfoliation, vasculitis (systemic), sarcoidosis, demyelinating disorders, congestive heart failure, arrhythmia, ischaemic coronary artery disease, thrombosis, interstitial lung disease and lupus-like syndrome. * Observed with other TNF-blocking agents. Paediatric population: pJIA: The safety of golimumab has been studied in a phase III study of 173
pJIA patients from 2 to 17 years of age. The average follow-up was approximately two years. In this study, the type and frequency of adverse
events reported were generally similar to those seen in adult RA studies. PACKAGE QUANTITIES 1 x 50 mg pre-filled pen containing 50 mg of
golimumab in 0.5 ml solution for injection 1 x 50 mg pre-filled syringe containing 50 mg of golimumab in 0.5 ml solution for injection 1 x 100 mg
pre-filled pen containing 100 mg of golimumab in 1 ml solution for injection Legal Category: Prescription Only Medicine. Marketing Authorisation Number 50 mg Pre-filled Pen EU/1/09/546/001 50 mg Pre-filled Syringe EU/1/09/546/003 100 mg Pre-filled Pen EU/1/09/546/005 Marketing
Authorisation Holder Janssen Biologics B.V., Einsteinweg 101, 2333 CB Leiden, The Netherlands Date of Revision of Text: February 2019 ©
Merck Sharp & Dohme Ireland (Human Health) Limited 2019. All rights reserved. Further information is available on request from: MSD, Red
Oak North, South County Business Park, Leopardstown, Dublin 18 or from www.medicines.ie Date of Preparation February 2020 Simponi/
PI-IRE/02-19
Adverse events should be reported. Reporting forms and information can be found at www.hpra.ie
Adverse events should also be reported to MSD (Tel: 01-299 8700)
References: 1. Huynh, T.K. et al. Preferences of patients and health professionals for route and frequency of administration of biologic
agents in the treatment of rheumatoid arthritis. Patient Preference and Adherence, 2014:8; 93-99. 2. Keystone EC, Genovese MC, Hall S et al.
Safety and efficacy of subcutaneous golimumab in patients with active rheumatoid arthritis despite methotrexate therapy: final 5-year results
of the GO-FORWARD trial. J Rheumatol. 2016;43:298–306.
*Rheumatoid arthritis patients preferring subcutaneous therapies

Red Oak North, South County Business Park,
Leopardstown, Dublin D18 X5K7 Ireland

IE-GOL-00086

Simponi 50 mg, 100 mg Solution for Injection in pre-filled pen
Simponi 50 mg Solution for Injection in pre-filled syringe
(golimumab)
ABRIDGED PRODUCT INFORMATION Refer to Summary of Product Characteristics before prescribing PRESENTATION Simponi 50 mg solution for injection in pre-filled pen Simponi 50 mg solution for injection in pre-filled syringe Simponi 100 mg solution for injection in pre-filled
pen INDICATIONS Rheumatoid Arthritis (RA): Simponi, in combination with methotrexate (MTX), is indicated for: the treatment of moderate
to severe, active rheumatoid arthritis in adults when the response to disease-modifying anti-rheumatic drug (DMARD) therapy including MTX
has been inadequate; the treatment of severe, active and progressive rheumatoid arthritis in adults not previously treated with MTX. Simponi,
in combination with MTX, has been shown to reduce the rate of progression of joint damage as measured by X-ray and to improve physical
function; Psoriatic Arthritis (PsA): Simponi, alone or in combination with MTX, is indicated for the treatment of active and progressive PsA in
adults when the response to DMARD therapy has been inadequate. Simponi has been shown to reduce the rate of progression of peripheral
joint damage as measured by X-ray in patients with polyarticular symmetrical subtypes of the disease and to improve physical function.
Ankylosing Spondylitis (AS): Simponi is indicated for the treatment of severe, active AS in adults who have responded inadequately to conventional therapy. Non-radiographic axial spondyloarthritis (nr-Axial SpA): Simponi is indicated for the treatment of severe, active nr-Axial
SpA who have had an inadequate response to or are intolerant to NSAIDs. Ulcerative colitis (UC): Simponi is indicated for treatment of
moderately to severely active UC in adult patients who have had an inadequate response to conventional therapy including corticosteroids
and 6-mercaptopurine (6-MP) or azathioprine (AZA), or who are intolerant to or have medical contraindications for such therapies. Polyarticular juvenile idiopathic arthritis (pJIA): Simponi 50mg in combination with MTX is indicated for the treatment of polyarticular juvenile idiopathic arthritis in children with a body weight of at least 40 kg, who have responded inadequately to previous therapy with MTX. DOSAGE AND
ADMINISTRATION Simponi should be injected subcutaneously. Treatment should be initiated and supervised by qualified physicians experienced in the diagnosis and treatment of RA, PsA, AS, nr-Axial SpA, UC or pJIA. After proper training in subcutaneous injection technique,
patients may self-inject, if their physician deems it appropriate. RA: Simponi 50 mg given once a month, on the same date each month, concomitantly with MTX. PsA: Simponi 50 mg given once a month, on the same date each month, alone or in combination with MTX. AS and
nr-Axial SpA: Simponi 50 mg given once a month, on the same date each month. Clinical response is usually achieved within 12-14 weeks of
treatment (3 or 4 doses). Continued therapy should be reconsidered in patients who show no evidence of therapeutic benefit within this time
period. In patients weighing more than 100 kg who do not achieve an adequate clinical response after 3 or 4 doses, increasing the dose of
golimumab to 100 mg once a month may be considered, taking into account the increased risk of certain serious adverse reactions with the
100 mg dose compared with the 50 mg dose. UC: Patients weighing < 80 kg: Simponi given as an initial dose of 200 mg, followed by 100 mg at
week 2. Patients who have an adequate response should receive 50 mg at week 6 and every 4 weeks thereafter. Patients who have an inadequate response may benefit from continuing with 100 mg at week 6 and every 4 weeks thereafter. Patients weighing ≥ 80 kg: Simponi given
as an initial dose of 200 mg, followed by 100 mg at week 2, then 100 mg every 4 weeks. During maintenance treatment, corticosteroids may
be tapered, following clinical practice guidelines. Clinical response is usually achieved within 12-14 weeks of treatment (after 4 doses). pJIA:
Simponi 50 mg administered once a month, on the same date each month, for children with a body weight of at least 40 kg. Clinical response
is usually achieved within 12 to 14 weeks of treatment (after 3-4 doses). Missed dose: If a patient forgets to inject Simponi on the planned
date, the forgotten dose should be injected as soon as the patient remembers. The patient should be instructed not to inject a double dose.
Older patients (≥ 65 years): no dose adjustment required. Paediatric patients (<18 years): For indications other than pJIA, Simponi is not
recommended. Patients with renal and hepatic impairment: Simponi is not recommended. CONTRAINDICATIONS Patients with a hypersensitivity to golimumab or any of the excipients; Patients with active tuberculosis (TB) or other severe infection such as sepsis and opportunistic infections; patients with moderate or severe heart failure (NYHA class III/IV). PRECAUTIONS AND WARNINGS Infections: Patients must
be monitored closely for infection before, during and for 5 months after cessation of treatment. Exercise caution when considering golimumab in patients with chronic infection or a history of recurrent infection including use of concomitant immunosuppressive therapy. Golimumab
should not be given to patients with clinically important active infection. Patients should be advised of the potential risk factors. Bacterial
infections (including sepsis and pneumonia), mycobacterial (including TB), invasive fungal and opportunistic infections, including fatalities,
have been reported. The invasive fungal infection should be suspected if they develop a serious systemic illness. There was a greater incidence of serious infections, including opportunistic infections and TB, in patients receiving golimumab 100 mg compared with patients receiving golimumab 50 mg. Serious infections have occurred in patients on concomitant immunosuppressive therapy that, in addition to their
underlying disease, could predispose them to infection. There have been reports of active TB in patients receiving golimumab, including
patients previously treated for latent TB. Patients should be evaluated for active or latent TB before golimumab treatment. All such tests
should be recorded on the Patient Reminder Card provided with the product. If active TB is diagnosed, treatment with golimumab should not
be initiated. If latent TB is diagnosed, treatment with anti-TB therapy must be initiated before initiation of golimumab. Patients on golimumab
should be monitored closely for signs and symptoms of active TB and advised to seek medical advice if signs and/or symptoms of TB appear.
Hepatitis B (HBV) reactivation: Reactivation of HBV occurred in patients receiving golimumab who were chronic carriers. Some cases had a
fatal outcome. Patients should be tested for HBV infection before initiating treatment with golimumab Malignancies and lymphoproliferative
disorders: Caution is advised when considering golimumab treatment in patients with history of malignancy or continuing treatment in patients who develop a malignancy, additional caution should be exercised in patients with increased risk for malignancy due to heavy smoking.
A risk for the development of malignancies in children and adolescents cannot be excluded. Rare cases, usually fatal, of hepatosplenic T-cell
lymphoma (HSTCL) have been reported, the majority of cases occurred in adolescent and young males nearly all on concomitant treatment
with azathioprine (AZA) or 6-mercaptopurine (6–MP). The potential risk with the combination of AZA or 6-MP and golimumab should be
carefully considered. A risk for the development for HSTCL in patients treated with TNF-blockers cannot be excluded. Colon dysplasia/carcinoma - Screen for dysplasia in all patients with UC who are at increased risk or had a prior history for dysplasia or colon carcinoma. In
newly diagnosed dysplasia patients the risks and benefits of continued golimumab use should be carefully assessed. Melanoma and Merkel
cell carcinoma (all TNF-blocking agents including golimumab) have been reported, periodic skin examination is recommended, particularly
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For DMARD-IR patients who need to add a biologic to control their
RA symptoms, but can’t continue with methotrexate (MTX)1

NOW IS THE TIME TO
START RoACTEMRA

Proven efficacy in moderate to severe
active rheumatoid arthritis, with or
without methotrexate (MTX)2-4
DMARD-IR = inadequate response to disease-modifying anti-rheumatic drugs
ABRIDGED PRESCRIBING INFORMATION (API). For full prescribing information, refer to the Summary of Product Characteristics [SmPC]. RoActemra® (tocilizumab) 162mg solution for injection in pre-filled syringe (RoActemra
SC PFS). RoActemra® (tocilizumab) 162mg solution for injection in pre-filled pen (RoActemra SC PFP). RoActemra® (tocilizumab) 20mg/mL concentrate for solution for infusion (RoActemra IV). Indications: RoActemra IV & SC
PFS & PFP: In combination with methotrexate (MTX) for (i) the treatment of severe, active and progressive rheumatoid arthritis (RA) in adults not previously treated with MTX (ii) the treatment of moderate to severe active RA in adult patients
who have either responded inadequately to, or who were intolerant to, previous therapy with one or more disease-modifying anti-rheumatic drugs (DMARDs) or tumour necrosis factor (TNF) antagonists. RoActemra can be given as
monotherapy (in case of intolerance to MTX or where treatment with MTX is inappropriate). RoActemra has been shown to reduce the rate of progression of joint damage as measured by X-ray and to improve physical function when given
in combination with MTX for the treatment of adult RA patients. RoActemra SC PFS & PFP: indicated for the treatment of (i) Giant Cell Arteritis (GCA) in adults (ii) active systemic juvenile idiopathic arthritis (sJIA) in patients ≥1 year for PFS
and ≥12 years for PFP, who have responded inadequately to previous therapy with NSAIDs and systemic corticosteroids and (iii) in combination with MTX for the treatment of juvenile idiopathic polyarthritis (pJIA) (rheumatoid factor positive
or negative and extended oligoarthritis) in patients ≥2 years for PFS and ≥12 years for PFP, who have responded inadequately to previous therapy with MTX. RoActemra can be given as monotherapy (in case of intolerance to MTX or where
treatment with MTX is inappropriate) or in combination with MTX. RoActemra IV: In combination with MTX for the treatment of (i) active sJIA in patients ≥2 years of age, who responded inadequately to previous therapy with NSAIDs and
systemic corticosteroids, (ii) pJIA in patients ≥2 years, who responded inadequately to previous therapy with NSAIDs and systemic corticosteroids. In these patients, RoActemra can be given as monotherapy in case of intolerance to MTX or
where continued treatment with MTX is inappropriate. RoActemra is also indicated for (iii) chimeric antigen receptor (CAR) T cell-induced severe or life-threatening cytokine release syndrome (CRS) in adults and paediatric patients ≥2 years.
Dosage & Administration: Treatment should be initiated by HCPs experienced in the diagnosis and treatment of RA, GCA, sJIA, pJIA or CRS and all patients should be given the Patient Alert Card. The first injection should be performed
under the supervision of a qualified health care professional. A patient or parent/guardian can self-inject RoActemra only if the physician determines that it is appropriate and the patient or parent/guardian agrees to medical follow-up as
necessary and has been trained in proper injection technique. Instruct patient or parent/guardian to inform HCP before administering the next dose if they experience symptoms of an allergic reaction. Patients should be instructed to seek
immediate medical attention if they develop symptoms of serious allergic reactions. Limited data available regarding switching patients from RoActemra IV to RoActemra SC. Patients transitioning from RoActemra IV to RoActemra SC should
administer their first subcutaneous dose under the supervision of a qualified healthcare professional. Refer to SmPC for full guidance. RA posology: RoActemra IV: 8mg/kg body weight diluted to 100mL, given once every 4 weeks by IV
infusion over 1 hour. For patients >100kg, >800mg per infusion are not recommended. No data on doses above 1.2g. RoActemra SC PFS & PFP (RoActemra SC PFS is administered with a single-use PFS+NSD; RoActemra SC PFP is
administered with a single use PFP): 162mg subcutaneous once every week, irrespective of weight. Alternate injection site frequently (see SmPC for further details). Do not shake the syringe or pen. GCA posology: RoActemra SC PFS &
PFP: 162mg subcutaneous once every week in combination with a tapering course of glucocorticoids. RoActemra can be used alone following discontinuation of glucocorticoids. RoActemra monotherapy should not be used for the
treatment of acute relapses. Based upon the chronic nature of GCA, treatment beyond 52 weeks should be guided by disease activity, physician discretion, and patient choice. Glucocorticoids should be given according to medical judgement
and practice guidelines. CRS posology: RoActemra IV: in patients weighing ≥ 30kg, 8mg/kg diluted to 100mL or, 12mg/kg diluted to 50mL for patients <30kg, given by IV infusion over 1 hour. Can be given alone or in combination with
corticosteroids. If no clinical improvement after the first dose, up to an additional 3 doses may be administered (the interval between consecutive doses should be at least 8 hours). Doses exceeding 800mg per infusion are not recommended.
Patients with severe or life-threatening CRS frequently have cytopenias or elevated ALT or AST due to the underlying malignancy, preceding lymphodepleting chemotherapy or the CRS. sJIA posology: RoActemra IV: Patients >2 years, 8mg/
kg diluted to 100mL for patients ≥30kg, or, 12mg/kg diluted to 50mL for patients <30kg once every 2 weeks by IV infusion over 1 hour. RoActemra SC PFS & PFP: patients >1 year for PFS and >12 years for PFP 162 mg SC once every week
in patients weighing ≥30 kg or once every 2 weeks in patients weighing <30 kg (minimum weight: 10 kg). Refer to SmPC. pJIA posology: RoActemra IV: Patients >2 years, 8mg/kg diluted to 100mL for patients ≥30 kg or 10 mg/kg diluted
to 50mL for patients <30kg once every 4 weeks by IV infusion over 1 hour. Refer to SmPC. RoActemra SC PFS & PFP: patients >2 years for PFS and >12 years for PFP, 162 mg SC once every 2 weeks in patients weighing ≥30 kg or 162 mg
SC once every 3 weeks in patients weighing <30 kg. The pre-filled pen should not be used to treat paediatric patients < 12 years of age as potential risk of intramuscular injection due to thinner SC tissue layer. Refer to SmPC. pJIA/sJIA:
RoActemra IV SC PFS & SC PFP: check patients weight at each visit. A change in dose should only be based on a consistent change in the patient’s body weight over time. Refer to SmPC for full guidance. Dose adjustments: refer to SmPC
for full guidance on dose adjustments / missed dose information. Special Populations: Paediatric patients: Refer to sJIA and pJIA posology. Elderly: No dose adjustments is required in elderly patients >65 years of age. Renal and Hepatic
impairment: Closely monitor renal function in patients with moderate to severe renal impairment. No data in patients with hepatic impairment. Contraindications: Hypersensitivity to any component of the product; active, severe infections.
Special Warnings & Precautions: Infections: Cases of serious infections (sometimes fatal) have been reported; interrupt therapy until controlled. Do not initiate treatment in patients with active infections. Caution in patients with recurring/
chronic infections, or other underlying conditions (e.g. diverticulitis, diabetes and interstitial lung disease) which predisposes to infection. Vigilance for the timely detection of serious infection is recommended. Consider effects of RoActemra
on C-reactive protein (CRP), neutrophils. Signs and symptoms of acute inflammation may be lessened, due to suppression of the acute phase reaction and symptoms of infection when evaluating a patient for a potential infection. Instruct
patients and parents/guardians of sJIA and pJIA patients to contact their HCP when symptoms suggestive of infection appear. SC formulation is not intended for IV administration. Tuberculosis: Screen for latent tuberculosis(TB) and treat if
required prior to starting therapy. Advise patients & parents/guardians of sJIA/pJIA patients to seek medical attention if sign/symptoms suggestive of TB occur during or after treatment. Viral reactivation: Viral reactivation (e.g. hepatitis B)
has been reported with biologic therapies. Complications of diverticulitis: Caution in patients with a history of intestinal ulceration or diverticulitis. Promptly evaluate patients presenting with symptoms of complicated diverticulitis.
Hypersensitivity reactions: Serious hypersensitivity reactions, including anaphylaxis, were reported and may be more severe and potentially fatal in patients who have experienced hypersensitivity reactions during previous treatment even if
they have received premedication with steroids and anti-histamines. Appropriate treatment should be available for immediate use in the event of an anaphylactic reaction. If an anaphylactic reaction or other serious hypersensitivity/ infusion
related reaction occurs, immediately stop administration and permanently discontinue. Active Hepatic disease and hepatic impairment: Use with caution in patients with active hepatic disease/impairment. Hepatotoxicity: transient or
intermittent mild-moderate elevations of hepatic transaminases have been reported commonly. An increased frequency of these elevations was observed when potentially hepatotoxic drugs (e.g. MTX) were used in combination with
RoActemra. When clinically indicated, consider other liver function tests including bilirubin. Serious drug-induced liver injury, including acute liver failure, hepatitis and jaundice, have been observed with RoActemra. Serious hepatic injury
occurred between 2 weeks to more than 5 years after initiation of RoActemra. Cases of liver failure resulting in liver transplantation have been reported. Patients should be advised to immediately seek medical help if they experience signs
and symptoms of hepatic injury. Not recommended in patients with baseline ALT or AST > 5 x ULN; caution in patients with ALT or AST > 1.5 x ULN. In RA, GCA, pJIA and sJIA patients, ALT/AST should be monitored every 4 to 8 weeks for the
first 6 months of treatment followed by every 12 weeks thereafter. For recommended modifications, including RoActemra discontinuation, based on transaminases levels see section 4.2. of the SmPC. For ALT or AST elevations > 3–5 x ULN,
confirmed by repeat testing, RoActemra treatment should be interrupted (see SmPC for frequency of monitoring and dose modifications/interruptions). Haematological abnormalities: Decreases in neutrophil and platelet counts have
occurred following treatment with RoActemra 8 mg/kg in combination with MTX. Risk of neutropenia may increase in patients previously treated with TNF antagonist. In patients not previously treated with RoActemra, initiation is not
recommended in patients with an absolute neutrophil count (ANC) <2 x 109/l. Caution should be exercised when considering initiation of RoActemra treatment in patients with a low platelet count. In patients who develop an ANC <0.5 x
109/l or a platelet count <50 x 103/μL, continued treatment is not recommended. Monitor neutrophils and platelets in RA, GCA, sJIA and pJIA patients according to SmPC. Lipid parameters: Elevations in lipid parameters seen; assess every
4 to 8 weeks; if elevated, follow local guidelines. Neurological disorders: Be vigilant for symptoms of new-onset central demyelinating disorders. Malignancy: Immunomodulatory medicines may increase malignancy risk in RA patients.
Vaccinations: Live and live attenuated vaccines should not be given concurrently (refer to SmPC for full information). Cardiovascular risk: RA patients have an increased risk for cardiovascular disorders - manage risk factors as part of usual
standard of care. Combination with TNF antagonists: RoActemra is not recommended for use with other biological agents. RoActemra IV contains 26.55 mg sodium per maximum dose of 1200 mg – to be considered by patients on a
controlled sodium diet. sJIA: Macrophage activation syndrome (MAS), a serious life-threatening disorder, may develop in sJIA patients – RoActemra not studied in patients during an active MAS episode. Trade name and batch number should
be recorded in patient file to improve traceability. Interactions: Studies only performed in adults. When starting or stopping therapy with tocilizumab, patients taking medicinal products which are individually adjusted and are metabolised
via CYP450 3A4, 1A2 or 2C9 should be monitored as doses may need to be increased to maintain therapeutic effect. Effects on CYP450 enzyme activity may persist for several weeks after stopping therapy. Refer to SmPC for further details.
Fertility, Pregnancy & Lactation: Women of childbearing potential must use contraception during and up to 3 months after treatment. No adequate data from use in pregnant women. An animal study showed increased risk of spontaneous
abortion/embryo-foetal death at high dose. RoActemra should not be used during pregnancy unless clearly necessary. It is unknown whether RoActemra is excreted in human breast milk. A decision on whether to continue/discontinue
breastfeeding or RoActemra therapy should be made taking into account the relative benefits to the child and mother. Non-clinical data available suggests that RoActemra has no effect on fertility. Refer to SmPC. Effects on ability to drive
and use machines: minor influence (dizziness). Undesirable Effects: Prescribers should consult SmPC for full details of ADRs. RoActemra IV: The most commonly reported ADRs (occurring in ≥5% of patients treated with RoActemra
monotherapy or in combination with DMARDs) were upper respiratory tract infections, nasopharyngitis, headache, hypertension and increased ALT. The most serious ADRs were serious infections, complications of diverticulitis, and
hypersensitivity reactions. RA: ADRs occurring in RA trials and/or post marketing experience: Very Common (≥ 1/10): upper respiratory tract infections, hypercholesterolaemia (including elevations collected as part of routing laboratory
monitoring). Common (≥1/100 - <1/10): cellulitis, pneumonia, oral herpes simplex, herpes zoster, abdominal pain, mouth ulceration, gastritis, rash, pruritus, urticaria, headache, dizziness, hepatic transaminases increased, weight increased,
total bilirubin increased (including elevations collected as part of routing laboratory monitoring), hypertension, leucopenia, neutropenia, hypofibrinogenaemia, peripheral oedema, hypersensitivity reactions, conjunctivitis, cough and
dyspnoea. Uncommon (≥1/1000 - <1/100): diverticulitis, stomatitis, gastric ulcer, hypertriglyceridaemia, nephrolithiasis, hypothyroidism. Rare (≥1/10,000 - <1/1,000): Stevens-Johnson-Syndrome, anaphylaxis (fatal), drug-induced liver injury,
hepatitis, jaundice. Very rare (<1/10,000): hepatic failure. sJIA: ADRs were similar to those seen in RA patients. When compared to the adult RA population, patients with sJIA experienced a higher frequency of nasopharyngitis, decrease in
neutrophil counts, hepatic transaminases increased, and diarrhea. Events of cholesterol increased were less frequently reported in the sJIA population than in the adult RA population. Refer to SmPC for full details. pJIA: ADRs were similar
to those seen in RA and sJIA patients. Nasopharyngitis, headache, nausea, and decreased neutrophil count more frequently reported in the pJIA population. Events of cholesterol increased were less frequently reported in the pJIA population
than in the adult RA population. Refer to SmPC for full details. CRS: The safety of RoActemra in CRS has been evaluated in a retrospective analysis of data from clinical trials, where 51 patients were treated with 8 mg/kg (12 mg/kg for patients
<30 kg) with or without additional high-dose corticosteroids for severe or life-threatening CAR T-cell-induced CRS. A median of 1 dose of RoActemra (range, 1-4 doses) was administered. RoActemra SC PFS & PFP: Summary of the safety
profile: The most serious ADRs were serious infections, complications of diverticulitis, and hypersensitivity reactions. Injection site reaction is very common (≥ 1/10) for PFP & PFS. Refer to SmPC for full details. RA: The safety and immunogenicity
was consistent with the known safety profile of IV, refer to SmPC for full safety profile. Injection site reactions (ISRs) (including erythema, pruritus, pain and haematoma) were mild to moderate in severity. A higher frequency of ISRs was
observed in the subcutaneous arms compared with placebo subcutaneous injections in the intravenous arms. GCA: The safety of subcutaneous RoActemra has been studied in one Phase III study (WA28119) with 251 GCA patients. The
overall safety profile observed in the RoActemra treatment groups was consistent with the known safety profile of RoActemra. Refer to SmPC for full details. sJIA and pJIA: Similar in type to those seen in RA patients, with the exception of
ISRs. sJIA: The most common ISRs were erythema, pruritus, pain, and swelling at the injection site. pJIA: A higher frequency of pJIA patients experienced ISRs following SC RoActemra injections compared to adult RA. The most common ISRs
were injection site erythema, swelling, hematoma, pain and pruritis. Refer to SmPC for full details. See SmPC section 4.8 for instructions on the reporting of suspected adverse reactions. Legal Category: Subject to medical prescription which
may not be renewed (A). Presentations & Marketing Authorisation Numbers: 80mg of RoActemra in 4mL (20mg/mL) pack of 1 (EU/1/08/492/001); 200mg of RoActemra in 10mL (20mg/mL) pack of 1 (EU/1/08/492/003); 400mg of
RoActemra in 20mL (20mg/mL) pack of 1 (EU/1/08/492/005); 162mg RoActemra solution for injection (in 0.9mL) in pre-filled syringe (EU/1/08/492/007); 162mg RoActemra solution for injection (in 0.9mL) in pre-filled pen (EU/1/08/492/009).
Marketing Authorisation Holder: Roche Registration GmbH, Emil-Barell-Strasse 1, 79639 Grenzach-Wyhlen, Germany. RoActemra is a registered trade mark. Further information is available from Roche Products
(Ireland) Limited, 3004 Lake Drive, Citywest, Naas Road, Dublin 24. Telephone: (01) 4690700. Fax: (01) 4690791. Date of API Preparation: Jul 2020. API based on the RoActemra IV, SC PFS and SC PFP SmPCs
dated 01 Apr 2020. Job Number: M-IE-00000064. References: 1. RoActemra 20 mg/ml concentrate for solution for infusion, Summary of Product Characteristics, 23 July 2020, available on www.medicines.ie. 2. EMA.
Doc Ref EMEA/CHMP/580914/2008. 2008. Available at http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion_-_Initial_authorisation/human/000955/WC500059466.pdf. Last accessed
September 2020. 3. Jones G, et al. Five-year efficacy and safety of tocilizumab monotherapy in patients with rheumatoid arthritis who were methotrexate- and biologic-naïve or free of methotrexate for 6 months: the
AMBITION study. J Rheumatol 2017; 44(2):142-146. 4. Dougados M, et al. Adding tocilizumab or switching to tocilizumab monotherapy in methotrexate inadequate responders: 24-week symptomatic and structural
results of a 2-year randomised controlled strategy trial in rheumatoid arthritis (ACT-RAY). Ann Rheum Dis 2013; 72(1):43-50. Date of item: September 2020. M-IE-00000197
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* Dosing of Stelara® requires a S/C injection at week 0 & 4, thereafter S/C injections should
be given 12 weekly
† Stelara® is licensed for the treatment of moderate to severe plaque psoriasis in paediatric
patients (6 years of age and older). See SmPC for more information.
‡ Based on 4 prescriptions a year (maintenance dosing*). This has been calculated on
the current3 DPS monthly limit of €124 per individual/families accessing medications. This
relates to Stelara® prescriptions only whilst understanding that the patient may be treated
with other medications concurrently.
§ Both EULAR and GRAPPA guidelines list STELARA® as a possible first line Biologic
DMARD option for PsA patients. GRAPPA guidelines: For PsA patients with Enthesitis,
Dactylitis, Skin Involvement and/or nail involvement. EULAR guidelines: For patients
with active PsA and/or Enthesitis (not recommended in patients with predominantly axial
disease). Please refer to literature for detailed guidance.5,8
STELARA® 45 mg and 90 mg solution for injection and 130 mg concentrate for solution
for infusion PRESCRIBING INFORMATION. ACTIVE INGREDIENT(S): Ustekinumab. Please
refer to Summary of Product Characteristics (SmPC) before prescribing. INDICATION(S):
Plaque psoriasis adults: Treatment of moderate to severe plaque psoriasis in adults who
failed to respond to, or who have a contraindication to, or are intolerant to other systemic
therapies including ciclosporin, methotrexate or PUVA. Plaque psoriasis paediatrics:
Moderate to severe plaque psoriasis in children and adolescent patients from 6 years
of age, who are inadequately controlled by, or are intolerant to, other systemic therapies
or phototherapies. Psoriatic arthritis: Alone or in combination with methotrexate for
treatment of active psoriatic arthritis in adult patients when response to previous nonbiological disease-modifying anti-rheumatic drug (DMARD) therapy has been inadequate.
Crohn’s disease: Treatment of adult patients with moderately to severely active Crohn’s
disease who had inadequate response with/lost response to/were intolerant to either
conventional therapy or TNFα antagonist or have contraindications to such therapies.
Ulcerative colitis: Treatment of adult patients with moderately to severely active ulcerative
colitis who had an inadequate response with/lost response to/were intolerant to either
conventional therapy or a biologic or have contraindications to such therapies. DOSAGE &
ADMINISTRATION: Adults: Under guidance and supervision of a physician experienced in
diagnosis and treatment of psoriasis/psoriatic arthritis/Crohn’s disease/ulcerative colitis.
Psoriasis or psoriatic arthritis. Subcutaneous (s.c.) injection. Avoid areas with psoriasis.
Self-injecting patients or caregivers ensure appropriate training. Physicians are required to
follow-up and monitor patients. Plaque psoriasis, adults & elderly: Patients up to and
including 100kg, 45 mg at week 0 followed by a 45 mg dose at week 4, then every 12 weeks.
Patients greater than 100 kg, 90 mg at week 0 followed by a 90 mg dose at week 4, then
every 12 weeks (45 mg was less effective in these patients). Plaque psoriasis paediatrics
(6 years and older): Patients under 60 kg, 0.75 mg/kg at week 0, followed by 0.75 mg/kg

at week 4 then every 12 weeks thereafter. Patients 60 - 100kg, 45 mg at week 0 followed
by 45 mg at week 4, then every 12 weeks. Patients greater than 100 kg, 90mg at week 0,
followed by 90mg at week 4, then every 12 weeks. Psoriatic arthritis, adults & elderly: 45
mg at week 0 followed by a 45 mg dose at week 4, then every 12 weeks. Alternatively, 90 mg
may be used in patients with a body weight greater than 100 kg. Consider discontinuation
if no response after 28 weeks. Crohn’s disease and ulcerative colitis Initial single
intravenous infusion dose based on body weight (260 mg or 390 mg or 520 mg) diluted
in sodium chloride solution and given over at least one hour. At week 8 after intravenous
dose, 90 mg s.c. dose is given; followed by every 12 weeks (or 8 weeks based on clinical
judgement). Consider discontinuation if no response 16 weeks after the IV induction dose
or 16 weeks after switching to the 8-weekly maintenance dose. Immunomodulators and/
or corticosteroids may be continued but consider reducing/discontinuing corticosteroids
if responding to Stelara. In Crohn’s disease, if therapy interrupted, resume s.c. every 8
weeks if safe/effective. Children: under 6 years - Not recommended for psoriasis. under
18 years - Not recommended for psoriatic arthritis, Crohn’s disease and ulcerative colitis.
Renal & Hepatic impairment: Not studied. CONTRAINDICATIONS: Hypersensitivity to
product; clinically important, active infection. SPECIAL WARNINGS & PRECAUTIONS:
Infections: Potential to increase risk of infections and reactivate latent infections.
Caution in patients with a chronic infection or history of recurrent infection, particularly
TB. Patients should be evaluated for tuberculosis prior to initiation of STELARA. Consider
anti-tuberculosis therapy prior to initiation of STELARA in patients with history of latent or
active tuberculosis. Patients should seek medical advice if signs or symptoms suggestive
of an infection occur. If a serious infection develops, closely monitor and STELARA
should not be administered until infection resolves. Malignancies: Potential to increase
risk of malignancy. No studies in patients with history of malignancy or in patients who
develop malignancy while receiving STELARA. Monitor all patients, in particular those
older than 60, patients with a medical history of prolonged immunosuppressant therapy
or those with a history of PUVA treatment for non-melanoma skin cancer. Concomitant
immunosuppressive therapy: Caution, including when changing immunosuppressive
biologic agents. Hypersensitivity reactions: Serious hypersensitivity reactions
(anaphylaxis and angioedema) reported, in some cases several days after treatment. If
these occur appropriate therapy should be instituted and STELARA discontinued. Latex
sensitivity: Needle cover contains natural rubber (latex), may cause allergic reactions.
Immunotherapy: Not known whether STELARA affects allergy immunotherapy. Serious
skin conditions: Exfoliative dermatitis reported following treatment. Discontinue STELARA
if drug reaction is suspected. SIDE EFFECTS: Common: upper respiratory tract infection,
nasopharyngitis, sinusitis, dizziness, headache, oropharyngeal pain, diarrhoea, nausea,
vomiting, pruritus, back pain, myalgia, arthralgia, fatigue, injection site erythema, injection
site pain. Other side effects: cellulitis, serious hypersensitivity reactions (including

anaphylaxis, angioedema), skin exfoliation, exfoliative dermatitis, lower respiratory tract
infection. Studies show adverse events reported in children 12 years and over with plaque
psoriasis were similar to those seen in previous studies in adults with plaque psoriasis.
Refer to SmPC for other side effects. LEGAL CATEGORY: Prescription Only Medicine
(POM). PRESENTATIONS, PACK SIZES, MARKETING AUTHORISATION NUMBER(S): 45
mg, 1 x vial, EU/1/08/494/001; 45 mg, 1 x 0.5 ml pre-filled syringe, EU/1/08/494/003; 90
mg, 1 x 1.0 ml pre-filled syringe, EU/1/08/494/004; 130 mg, 1 x vial, EU/1/08/494/005.
MARKETING AUTHORISATION HOLDER: Janssen-Cilag International NV, Turnhoutseweg
30, B-2340 Beerse, Belgium. FURTHER INFORMATION IS AVAILABLE FROM: Janssen
Sciences Ireland UC, Barnahely, Ringaskiddy, IRL - Co. Cork, P43 FA46. Prescribing
information last revised: January 2020.
Adverse events should be reported. Healthcare professionals are asked to
report any suspected adverse events via: HPRA Pharmacovigilance Website:
www.hpra.ie. Adverse events should also be reported to Janssen Sciences
Ireland UC on 1800 709 122 or at dsafety@its.jnj.com.
© Janssen-Cilag Limited 2019
References: 1. Gossec L, et al. Abstract AB2127. EULAR Annual Meeting 2020. June
03-06, 2020. E-Congress. 2. Stelara® Summary of Product Characteristics. Available
at www.medicines.ie. 3. HSE Drugs Payment Scheme. https://www2.hse.ie/services/
drugs-payment-scheme/drugs-payment-scheme-card.html [Accessed 26/05/2020]
4. Adalimumab Summary of Product Characteristics. Available at www.medicines.ie.
5. Coates LC, Kavanaugh A, Mease PJ, et al. Arthritis Rheumatol 2016;68:1060–1071.
6. Janssen Data on File, 2018. STE/DOF/APR18/EMEA0047. 7. Kalb R, Fiorentino DF,
Lebwohl MG, et al. JAMA Dermatol 2015;151:961-969. 8. Gossec L et al. Annals of the
Rheumatic diseases 2020;79:700-712.
Date of Preparation: August 2020 | CP-172507
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RA | PsA
RAPID AND SUSTAINED

EFFICACY
A MARK OF XELJANZ

1-4

AN ORAL JAK INHIBITOR FOR THE TREATMENT OF RA AND PsA5
EULAR GUIDELINES RECOMMEND XELJANZ AS A TREATMENT OPTION FOR RA AND PsA*6,7
XELJANZ®• (tofacitinib) Prescribing Information:
Please refer to the Summary of Product Characteristics (SmPC) before
prescribing XELJANZ 5 mg or 10 mg film-coated tablets or XELJANZ 11 mg
prolonged release tablets. Presentation: Film-coated tablet containing
tofacitinib citrate, equivalent to 5 mg or 10 mg tofacitinib. Prolonged-release
tablets containing tofacitinib citrate, equivalent to 11 mg tofacitinib.
Indications: All presentations: In combination with methotrexate (MTX) for
the treatment of moderate to severe active rheumatoid arthritis (RA) in
adult patients who have responded inadequately to, or who are intolerant to
one or more disease-modif ying antirheumatic drugs. Can be given as
monotherapy in case of intolerance to MTX or when treatment with MTX is
inappropriate. 5 and 10 mg film coated tablets: In combination with MTX for
the treatment of active psoriatic arthritis (PsA) in adult patients who have
had an inadequate response or who have been intolerant to a prior disease
modifying antirheumatic drug (DMARD) therapy. For the treatment of adult
patients with moderately to severely active ulcerative colitis (UC) who have
had an inadequate response, lost response, or were intolerant to either
conventional therapy or a biologic agent. Dosage: Treatment should be
initiated and supervised by specialist physicians experienced in the diagnosis
and treatment of the condition for which tofacitinib is indicated. Tofacitinib is
given with or without food. RA: The recommended dose is 5 mg orally twice
daily or 11 mg once daily which should not be exceeded. Patients treated with
tofacitinib 5 mg film coated tablets twice daily may be switched to tofacitinib
11 mg prolonged release tablets once daily on the day following the last dose
of tofacitinib 5 mg film coated tablets. Patients treated with tofacitinib 11 mg
prolonged-release tablets once daily may be switched to tofacitinib 5 mg film
coated tablets twice daily on the day following the last dose of tofacitinib 11
mg prolonged-release tablets. PsA: The recommended dose is 5 mg
adminis ter ed t wice daily, which should not be e xceeded. UC: T he
recommended dose is 10 mg given orally twice daily for induction for 8 weeks.
For patients who do not achieve adequate therapeutic benefit by week 8, the
induction dose of 10 mg twice daily can be extended for an additional 8 weeks
(16 weeks total), followed by 5 mg twice daily for maintenance. Tofacitinib
induction therapy should be discontinued in any patient who shows no
evidence of therapeutic benefit by week 16. The recommended dose for
maintenance treatment is tofacitinib 5mg given orally twice daily. Tofacitinib
10 mg twice daily for maintenance treatment is not recommended in patients
with UC who have known venous thromboembolism (VTE) risk factors, unless
there is no suitable alternative treatment available. For patients with UC who
are not at increased risk for VTE, tofacitinib 10 mg orally twice daily may be
considered if the patient experiences a decrease in response on tofacitinib 5
mg twice daily and failed to respond to alternative treatment options for
ulcerative colitis such as tumour necrosis factor inhibitor (TNF inhibitor)
treatment. Tofacitinib 10 mg twice daily for maintenance treatment should
be used for the shortest duration possible. The lowest effective dose needed
to maintain response should be used. Dose interruption: Tofacitinib treatment
should be interrupted if a patient develops a serious infection until the
infec tion is controlled. Inter r uption of dosing may be needed for
managemen t o f dos e -r ela t ed lab or a t or y abnor mali t ies in cluding
lymphopenia, neutropenia, and anaemia. It is recommended not to initiate
dosing in patients with an absolute lymphocyte count (ALC) less than 0.75 x
10 9/l, an absolute neutrophil count (ANC) less than 1x10 9 /l or in patients with
haemoglobin less than 9 g/dL. Renal impairment: No dose adjustment is
required in patients with mild or moderate renal impairment. Patients with
severe renal impairment the dose should be reduced to 5 mg once daily when
the indicated dose in the presence of normal renal function is 5 mg twice daily
or 11 mg prolonged release tablet once daily. Dose should be reduced to 5 mg
twice daily when the indicated dose in the presence of normal renal function

is 10 mg twice daily. Patients with severe renal impairment should remain on
a reduced dose even after haemodialysis. Hepatic impairment: No dose
adjustment is required in patients with mild hepatic impairment. Patients
with moderate hepatic impairment dose should be reduced to 5 mg once daily
when the indicated dose in the presence of normal hepatic function is 5 mg
twice daily or 11 mg prolonged release tablet once daily. Dose should be
reduced to 5 mg twice daily when the indicated dose in the presence of
normal hepatic function is 10 mg twice daily. Tofacitinib should not be used in
patients with severe hepatic impairment. Elderly: No dose adjustment is
required in patients aged 65 years and older. Use with caution as increased
risk and severity of adverse events. In patients over 65 years of age
tofacitinib should only be considered if no suitable alternative treatment is
available. Drug–drug Interactions: Tofacitinib total daily dose should be
reduced by half in patients receiving potent inhibitors of cytochrome (CYP)
P450 3A4 (e.g., ketoconazole) and in patients receiving 1 or more concomitant
medicinal products that result in both moderate inhibition of CYP3A4 as well
as potent inhibition of CYP2C19 (e.g., fluconazole). Coadministration of
XELJANZ with potent CYP inducers (e.g., rifampicin) may result in a loss of or
reduced clinical response. Coadministration of potent inducers of CYP3A4
with XELJANZ is not recommended. Contraindications: Hypersensitivity to
any of the ingredients, active tuberculosis (TB), serious infections such as
sepsis, or opportunistic infections, severe hepatic impairment, pregnancy and
lactation. Warnings and Precautions: Patients treated with tofacitinib
should be given a patient alert card. There was a higher incidence of adverse
events for the combination of tofacitinib with MTX versus tofacitinib as
monotherapy in R A clinical studies. Tofacitinib should be avoided in
combination with biologics and potent immunosuppressants such as
azathioprine, 6-mercaptopurine, ciclosporine and tacrolimus. Venous
thromboembolism (VTE): Serious VTE events including pulmonary embolism
(PE), some of which were fatal, and deep vein thrombosis (DVT), have been
observed in patients taking tofacitinib. Tofacitnib should be used with
caution in patients with known risk factors for VTE, regardless of indication
and dosage. Tofacitinib 10 mg twice daily for maintenance treatment is not
recommended in patients with UC who have known VTE risk factors, unless
there is no suitable alternative treatment available. Promptly evaluate
patients with signs and symptoms of V TE and discontinue tofacitinib in
patients with suspected VTE, regardless of dose or indication. Infections:
Serious and sometimes fatal infections have been reported in patients
a dminis t e r e d t o f a c i t inib . R h e um a t o i d ar t hr i t is p a t i e n t s t ak in g
corticosteroids may be predisposed to infection. Patients should be closely
monitored for infections, with prompt diagnosis and treatment. Treatment
should be interrupted if a serious infection develops. As there is a higher
incidence of infections in the elderly and in the diabetic populations in
general, caution should be used when treating the elderly and patients with
diabetes. Tuberculosis: Patients should be evaluated for both active and
latent TB prior to being treated with tofacitinib, patients who test positive
for latent TB should be treated with standard antimycobacterial therapy
before administering tofacitinib. Viral Reactivation: In clinical studies viral
reactivation and cases of herpes zoster have been observed. Screening for
viral hepatitis should be performed in accordance with clinical guidelines prior
to starting therapy with tofacitinib. The impact on chronic viral hepatitis is
not known. Vaccinations: Prior to initiating tofacitinib, it is recommended
that all patients be brought up to date with all immunisations in agreement
with current immunisation guidelines. Live vaccines should not be given
concur r en tl y w ith tof acitinib. Malignancy: Ly mphomas and other
malignancies have been obser ved in patients treated with tofacitinib.
Patients with highly active disease may be at higher risk than the general
population. The effect of tofacitinib on the development and course of
malignancies is not known. NMSCs have been reported, the risk of NMSC may

be higher in patients treated with tofacitinib 10 mg twice daily than in
patients treated with 5 mg twice daily. Periodic skin examination is
recommended in patients at increased risk. Interstitial lung disease: Caution
is recommended in patients with a history of chronic lung disease as they may
be more prone to infection. Asian patients are known to be at higher risk of
ILD, caution should be exercised with these patients. Gastrointestinal
perforations: Tofacitinib should be used with caution in patients who may be
at increased risk e.g. diverticulitis or concomitant use of corticosteroids or
NSAIDs. Cardiovascular risk: Risk factors should be managed as part of usual
standard of care. Hypersensitivity: Cases of drug hypersensitivity associated
with tofacitinib administration have been repor ted. Allergic reactions
included angioedema and urticaria; serious reactions have occurred. If any
serious allergic or anaphylactic reaction occurs, tofacitinib should be
discontinued immediately. Laboratory Parameters: Increased incidence of
lymphopenia and neutropenia have been repor ted and decreases in
haemoglobin and should be monitored in accordance with the SmPC. Monitor
ANC and haemoglobin at baseline, 4-8 weeks and 3 monthly, ALC at baseline
and 3 monthly. Tofacitinib has been associated with increases in lipid
parameters, maximal effects are observed at 6 weeks. Monitoring should be
performed 8 weeks after initiation and managed according to hyperlipidemia
guidelines. Increases in liver enzymes greater than 3x ULN were uncommonly
reported, use caution when initiating with potential hepatotoxic medicinal
products. Gastrointestinal obstruction with a non-deformable prolongedrelease formulation: Caution should be used when administering tofacitinib 11
mg prolonged release tablets to patients with pre-existing severe
gastrointestinal narrowing (pathologic or iatrogenic). Pregnancy & Lactation:
Use of tofacitinib during pregnancy and breast-feeding is contraindicated.
Side Effects: RA: The most common serious adverse reactions were serious
infections; pneumonia, cellulitis, herpes zoster, U TIs, diver ticulitis,
appendicitis and opportunistic infections. The most commonly reported
adverse reactions during the first 3 months in controlled clinical trials were
headache, upper respiratory tract infections, nasopharyngitis, diarrhoea,
nausea and hyper tension. UC: The most commonly repor ted adverse
reactions in patients receiving tofacitinib 10 mg twice daily in the induction
studies were headache, nasopharyngitis, nausea, and arthralgia. Commonly
reported adverse reactions (≥1/100 to <1/10), were pneumonia, influenza,
herpes zoster, urinary tract infection, sinusitis, bronchitis, nasopharyngitis,
phar yngitis, anaemia, headache, hypertension, cough, abdominal pain,
vomiting, diarrhoea, nausea, gastritis, dyspepsia, rash, arthralgia, pyrexia,
oedema peripheral, fatigue, blood creatine phosphokinase increased. Refer to
section 4.8 of the SmPC for further information on side effects, including
description of selected adverse reactions. Legal Category: S1A. Marketing
Authorisation Number: EU/1/17/1178/003 – 5 mg (56 film-coated tablets);
EU/1/17/1178/007 – 10 mg (56 film-coated tablets); EU/1/17/1178/012 – 11 mg
(28 prolonged-release tablets). Marketing Authorisation Holder: Pfizer
Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, Belgium. For
further information on this medicine please contact: Pfizer Medical
Information on 1800 633 363 or at medical.information@pfizer.com. For
queries regarding product availability please contact: Pfizer Healthcare
Ireland, Pfizer Building 9, Riverwalk, National Digital Park, Citywest Business
Campus, Dublin 24 + 353 1 467 6500.
˱ This medicinal product is subject to additional monitoring. This will allow
quick identification of new safety information. Healthcare professionals
are asked to report any suspected adverse reactions. See section 4.8 of
the SmPC for how to report adverse reactions.
Last revised: 06/2020.
Ref: XJ 9_0.

* The 2019 update to the EULAR recommendations for the management of rheumatoid arthritis recommends: If the treatment target is not achieved with the first csDMARD strategy and poor prognostic factors
are present, a bDMARD or a tsDMARD should be added. The EULAR recommendations for the management of psoriatic arthritis with pharmacological therapies recommend: In patients with peripheral arthritis
and an inadequate response to at least one csDMARD and at least one bDMARD, or when a bDMARD is not appropriate, a JAK inhibitor may be considered. To be used in combination with methotrexate.
RA = Rheumatoid Arthritis. PsA = Psoriatic Arthritis. JAK = Janus Kinase.
1. Mease P et al. N Engl J Med 2017; 377(16): 1537–1550. 2. Gladman D et al. N Engl J Med 2017; 377(16): 1525–1536. 3. Fleischmann R et al. N Engl J Med 2012; 367(6): 495–507.
4. Wollenhaupt J et al. Poster presented at: American College of Rheumatology/Association of Rheumatology Health Professionals Annual Meeting; November 3–8, 2017; San
Diego, USA. 5. XELJANZ Summary of Product Characteristics. 6. Smolen JS, et al. Ann Rheum Dis 2020. EULAR recommendations for the management of rheumatoid arthritis with
synthetic and biological disease-modifying antirheumatic drugs: 2019 update. 7. Gossec L, et al. Ann Rheum Dis 2020;79:700–712. doi:10.1136/annrheumdis-2020-217159.
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FOR RA PATIENTS WITH POOR PROGNOSTIC FACTORS,

TIME IS OF THE ESSENCE1–4

RA patients with high disease activity, including ACPA/RF seropositive patients,
are likely to have significantly worse and faster disease course vs seronegative,
and must be identified as soon as possible1–4
Early treatment with ORENCIA® helps prevent irreversible radiographic progression5
ORENCIA® is even more effective in ACPA seropositive patients than seronegative patients6
Your at-risk patients may stay the course with ORENCIA® due to low rates of
drug-related discontinuations5,7
ORENCIA®, in combination with methotrexate, is indicated for:
- The treatment of moderate to severe active RA in adult patients who responded
inadequately to previous therapy with one or more DMARDs including MTX or a
TNF-alpha inhibitor
- The treatment of highly active and progressive disease in adult patients with rheumatoid
arthritis not previously treated with MTX

A convenient option for patients
who choose self-injection 7

Don’t wait until it’s too late;
RA patients with poor prognosis
require your attention to prevent
their disease from progressing1–4

A reduction in the progression of joint damage and improvement of physical function have been
demonstrated during combination treatment with abatacept and methotrexate.
August 2020 427UK2000787-01
ORENCIA® (abatacept) PRESCRIBING INFORMATION
Consult Summary of Product Characteristics (SmPC) before prescribing
PRESENTATION: Intravenous (I.V.): 250 mg powder for concentrate for
solution for I.V. infusion; each mL contains 25 mg of abatacept, after
reconstitution. Pre-filled Syringe: 50 mg, 87.5 mg and 125 mg solution for
injection in pre-filled syringe. ClickJect pre-filled pen: 125 mg solution for
injection in pre-filled pen INDICATION: Rheumatoid arthritis (RA) (I.V.
infusion, Subcutaneous (SC) pre-filled syringe and pen): Orencia, in
combination with methotrexate, is indicated for: - The treatment of
moderate to severe active rheumatoid arthritis in adults who responded
inadequately to previous therapy with one or more disease-modifying
anti-rheumatic drugs (DMARDs) including methotrexate or a tumour
necrosis factor (TNF)-alpha inhibitor. - The treatment of highly active and
progressive disease in adults with rheumatoid arthritis not previously
treated with methotrexate. A reduction in the progression of joint
damage and improvement of physical function have been demonstrated
during combination treatment with abatacept and methotrexate, see
SmPC. Psoriatic Arthritis (PsA) (I.V. infusion, SC pre-filled syringe and
pen): Orencia alone or in combination with methotrexate (MTX), is
indicated for the treatment of active psoriatic arthritis (PsA) in adults
when the response to previous DMARD therapy including MTX has been
inadequate, and for whom additional systemic therapy for psoriatic skin
lesions is not required. Polyarticular Juvenile Idiopathic Arthritis (pJIA)
I.V. infusion: Orencia in combination with methotrexate is indicated for
treatment of moderate to severe active pJIA in paediatric patients ≥ 6Y
(years of age) who have had an inadequate response to previous DMARD
therapy. Orencia can be given as monotherapy in case of intolerance to
methotrexate or when treatment with methotrexate is inappropriate. SC
pre-filled syringe: Orencia in combination with methotrexate is indicated
for the treatment of moderate to severe active pJIA in paediatric patients
≥ 2Y who have had an inadequate response to previous DMARD therapy.
Orencia can be given as monotherapy in case of intolerance to
methotrexate or when treatment with methotrexate is inappropriate.
DOSAGE AND ADMINISTRATION: Treatment should be initiated and
supervised by specialist physicians experienced in the diagnosis and
treatment of RA, pJIA or PsA. Orencia 250 mg powder for concentrate for
solution for I.V. infusion Adults and elderly dosing (RA or PsA): Patients
weighing < 60 kg: 500 mg (2 vials). Patients weighing ≥ 60 kg to ≤ 100 kg:
750 mg (3 vials). Patients weighing > 100 kg: 1000 mg (4 vials). Paediatric
dosing (pJIA): Patients ≥ 6 to ≤ 17Y, weighing ≤ 75 kg: 10 mg/kg. Paediatric
patients weighing ≥ 75 kg: to be administered adult dosage, not exceeding
a maximum dose of 1000 mg. See SmPC for details on 30 minute I.V.
infusion. After initial administration, Orencia I.V. should be given at 2 and
4 weeks, then every 4 weeks thereafter. Not recommended in children
below ≤ 6Y. Orencia 50 mg, 87.5 mg and 125 mg solution for injection (SC
pre-filled syringe) and Orencia 125 mg solution for injection (SC pre-filled
pen) Adults and elderly dosing (RA or PsA): Orencia SC may be initiated
with or without an I.V. loading dose. Orencia SC should be administered
weekly at a dose of 125 mg by SC injection regardless of weight. If a single
I.V. infusion is given to initiate treatment (I.V. loading dose before SC
administration), the first 125 mg abatacept SC should be administered
within a day of the I.V. infusion, followed by the weekly 125 mg abatacept
SC injections. Patients transitioning from Orencia I.V. therapy to SC
administration should administer the first SC dose instead of the next
scheduled I.V. dose. Orencia 50 mg, 87.5 mg and 125 mg solution for
injection (SC pre-filled syringe) Paediatric dosing (pJIA): Paediatric
patients weighing ≥10 kg < 25 kg: 50 mg. Paediatric patients weighing ≥ 25
kg to < 50 kg: 87.5 mg. Paediatric patients weighing ≥ 50 kg: 125 mg.
Patients ≥ 2 to ≤ 17Y with pJIA should be initiated without an I.V. loading

dose. The safety and efficacy of Orencia pre-filled pen for SC use in
children < 18Y have not been established. Patients switching from Orencia
I.V. therapy to SC administration should administer the first SC dose
instead of the next scheduled I.V. dose. The continuation of treatment
with abatacept should be re-assessed if patients do not respond within 6
months. Special populations: Elderly patients: No dose adjustment is
required. Renal and hepatic impairment. No dose recommendations can
be made. Paediatric population: The safety and efficacy of IV use of
Orencia in children < 6Y has not been established. The safety and efficacy
of Orencia pre-filled pen for SC use in children < 18Y has not been
established. The safety and efficacy of Orencia pre-filled syringe in
children < 2Y has not been established. CONTRAINDICATIONS:
Hypersensitivity to the active substance or excipients. Severe and
uncontrolled infections such as sepsis and opportunistic infections.
WARNINGS AND PRECAUTIONS: Allergic Reactions: Caution in
patients with a history of allergic reactions. Anaphylaxis or anaphylactoid
reactions can occur after the first infusion and can be life threatening.
Orencia I.V. or SC should be discontinued permanently if a patient
develops serious allergic or anaphylactic reaction. Infections: Caution
should be exercised when considering use in patients with a history of
frequent infections, or underlying conditions which may predispose to
infection. Treatment with Orencia should not be initiated with patients
with active infections until infections are controlled. Anti-rheumatic
therapies have been associated with hepatitis B reactivation. Screening
for tuberculosis and hepatitis B should be performed prior to therapy. Any
patient who develops a new infection should be closely monitored and
Orencia should be discontinued if a patient develops a serious infection.
Monitor patients for signs of infection when transitioning from TNFantagonist to Orencia. Co-administration of Orencia with biologic
immunosuppressive or immunomodulatory agents could potentiate the
effects of abatacept on the immune system. Treatment with
immunosuppressive therapy may be associated with progressive
multifocal leukoencephalopathy (PML). Orencia treatment should be
discontinued if neurological symptoms suggestive of PML occur, and
appropriate diagnostic measures initiated. Malignancies: The potential
role of Orencia in the development of malignancies is unknown. However
periodic skin examination is recommended for all patients, particularly
those with risk factors for skin cancer. Elderly: Caution should be used
when treating elderly patients due to a higher incidence of infections and
malignancies in this patient group. Autoimmune processes: Theoretical
risk of deterioration in autoimmune disease. Traceability: In order to
improve the traceability of biological medicinal products, the name and
the batch number of the administered product should be clearly recorded.
Immunisation: Live vaccines should not be given simultaneously or within
3 months of discontinuation of Orencia. See SmPC. PREGNANCY AND
LACTATION: Abatacept may cross the placenta into the serum of infants
born to women treated with abatacept during pregnancy. Consequently,
these infants may be at increased risk of infection. Administration of live
vaccines to infants exposed to abatacept in utero is not recommended for
14 weeks following the mother’s last exposure to abatacept during
pregnancy. Do not use in pregnancy unless the clinical condition of the
woman requires treatment with abatacept. Women of childbearing
potential have to use effective contraception during treatment with
Orencia and up to 14 weeks after the last dose of abatacept. Breastfeeding should be discontinued during treatment with Orencia and for up
to 14 weeks after the last dose of abatacept treatment. UNDESIRABLE
EFFECTS: Refer to SmPC for full list. In clinical trials and post-marketing
experience, the following adverse drug reactions were reported. Very
Common (≥ 1/10): upper respiratory tract infection including tracheitis*,

nasopharyngitis, sinusitis. Common (≥ 1/100 to < 1/10): lower respiratory
tract infection (including bronchitis)*, urinary tract infection, herpes
infections (including herpes simplex, oral herpes and herpes zoster),
pneumonia*,a, influenza*, headache, dizziness, hypertension, blood
pressure increased, cough, abdominal pain, diarrhoea, nausea, dyspepsia,
mouth ulceration, aphthous stomatitis, vomiting, liver function test
abnormal (including transaminases increased), rash (including
dermatitis), fatigue, asthenia, SC only: local injection site reactions,
systemic injection reactions (e.g. pruritus, throat tightness*, dyspnea*).
Uncommon (≥ 1/1,000 to < 1/100): sepsis*,a, musculoskeletal infections*,
basal cell carcinoma*, thrombocytopenia*, leukopenia*, hypersensitivity*,
tachycardia*, bradycardia*, chronic obstructive pulmonary disease
exacerbated*, bronchospasm*. Rare (≥ 1/10,000 to < 1/1,000):
tuberculosis*, bacteraemia*, lymphoma*, lung neoplasm malignant*,
squamous cell carcinoma*. *Denotes serious adverse reaction aDenotes
fatal cases For the pJIA paediatric population, a similar adverse event
profile has been observed as in the RA population, with the following
exceptions: Common adverse reactions: pyrexia Two serious infections,
varicella and sepsis were reported during the initial 4 month open label
phase of treatment with abatacept in pJIA. During the pJIA SC study 20
month extension period, one serious adverse reaction of infection (limb
abscess) was reported in the 2 to 5 year age cohort. LEGAL CATEGORY:
POM MARKETING AUTHORISATION NUMBER AND BASIC NHS
PRICE [UK only]: Orencia: 250 mg concentrate for solution for infusion
(EU/1/07/389/001) - 1 vial pack: £302.40; 50 mg - 4 pre-filled syringes with
needle (EU/1/07/389/013): £483.84; 87.5 mg - 4 pre-filled syringes with
needle (EU/1/07/389/014): £846.72; 125 mg - 4 pre-filled syringes with
needle (EU/1/07/389/008): £1209.60; 125 mg ClickJect pre-filled pen
(EU/1/07/389/011) - 4 pre-filled pens: £1209.60 MARKETING
AUTHORISATION HOLDER: Bristol-Myers Squibb Pharma EEIG LOCAL
REPRESENTATIVE IN UK: Bristol-Myers Squibb Pharmaceuticals Ltd,
Uxbridge Business Park, Sanderson Road, Uxbridge, Middlesex UB8 1DH,
UK. Tel: 01895 523000 LOCAL REPRESENTATIVE IN IRELAND: BristolMyers Squibb Pharmaceuticals uc, Plaza 254, Blanchardstown Corporate
Park 2, Dublin, D15 T867, Ireland. Tel: 01483 3625 DATE OF LAST
REVISION: December 2019 ADDITIONAL INFORMATION AVAILABLE
ON REQUEST 427UK2000167-01
Adverse events should be reported. Reporting forms and
information can be found at: UK - www.mhra.gov.uk/yellowcard
or search for MHRA Yellow Card in the Google Play or Apple App
Store; Ireland - via HPRA Pharmacovigilance at www.hpra.ie;
Adverse events should also be reported to Bristol-Myers Squibb
via medical.information@bms.com or 0800 731 1736 (UK);
1 800 749 749 (Ireland).
REFERENCES: 1. Lamerato L et al. J Med Econ 2018;21(3):231–40.
2. Sokolove J et al. Arthritis Rheumatol 2014;66(4):813–21. 3. van der
Helm-van Mil AHM et al. Arthritis Res Ther 2005;7(5):R949–R958.
4. National Institute for Health and Care Excellence. Rheumatoid arthritis
in adults: management. NICE guideline. Published: 11 July 2018. Available
at nice.org.uk/guidance/ng100 (last accessed: February 2020). 5. Schiff M
et al. Ann Rheum Dis 2014;73(1):86–94. 6. Sokolove J et al Ann Rheum Dis
2016;75(4):709–14. 7. ORENCIA® SmPC. Available at www.medicines.org.
uk/emc (last accessed: February 2020).
ABBREVIATIONS: ACPA, anti-citrullinated protein antibody; DMARD,
disease modifying anti-rheumatic drug; MTX, methotrexate; RA,
rheumatoid arthritis; RF, rheumatoid factor; TNF, tumour necrosis factor.
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Cosentyx® reduces the
symptoms of PsA and AS
and helps improve patients’
Quality of Life1-4
Rapid and sustained
improvements in pain and
fatigue for your PsA and AS
patients through 2 years5-7
Sustained efficacy
and favourable safety
profile established across
all indications through
5 years1,8,9

PsA = Psoriatic Arthritis
AS = Ankylosing Spondylitis
ABBREVIATED PRESCRIBING INFORMATION
COSENTYX (secukinumab) 150 mg solution for injection in pre-filled pen.
Please refer to the Summary of Product Characteristics (SmPC) before prescribing.
Presentation: Cosentyx 150 mg solution for injection in pre-filled pen.
Therapeutic Indications: The treatment of moderate to severe plaque psoriasis in adults who are
candidates for systemic therapy; the treatment of active ankylosing spondylitis in adults who have
responded inadequately to conventional therapy; the treatment, alone or in combination with methotrexate
(MTX), of active psoriatic arthritis in adult patients when the response to previous disease-modifying
anti-rheumatic drug (DMARD) therapy has been inadequate. Dosage & Method of Administration:
Plaque Psoriasis: Recommended dose in adults is 300 mg given as two subcutaneous injections of
150 mg. Dosing at Weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. Ankylosing Spondylitis:
The recommended dose is 150 mg by subcutaneous injection with initial dosing at Weeks 0, 1, 2, 3 and 4,
followed by monthly maintenance dosing. Based on clinical response, the dose can be increased to
300 mg. Psoriatic Arthritis: For patients with concomitant moderate to severe plaque psoriasis or who are antiTNFα inadequate responders, the recommended dose is 300 mg by subcutaneous injection with initial dosing at
Weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. Each 300 mg dose is given as two subcutaneous
injections of 150 mg. For all other patients, the recommended dose is 150 mg by subcutaneous injection with
initial dosing at Weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. Based on clinical response, the
dose can be increased to 300 mg. For all of the above indications, available data suggest that a clinical response
is usually achieved within 16 weeks of treatment. Consideration should be given to discontinuing treatment in
patients who have shown no response up to 16 weeks of treatment. Some patients with initially partial response
may subsequently improve with continued treatment beyond 16 weeks. The safety and efficacy in children
below the age of 18 years have not yet been established. Contraindications: Severe hypersensitivity reactions
to the active substance or to any of the excipients. Clinically important, active infection (e.g. active tuberculosis).
Warnings/Precautions: Infections: Cosentyx has the potential to increase the risk of infections. Serious
infections have been observed in patients receiving Cosentyx in the post-marketing setting. Infections observed
in clinical studies are mainly mild or moderate upper respiratory tract infections such as nasopharyngitis not
requiring treatment discontinuation. Non serious mucocutaneous candida infections more frequently reported
for secukinumab than placebo in psoriasis clinical studies. Caution in patients with a chronic infection or a
history of recurrent infection. Instruct patients to seek medical advice if signs or symptoms suggestive of an
infection occur. If a patient develops a serious infection, close monitoring and discontinue treatment until the
infection resolves. Should not be given to patients with active tuberculosis. Anti tuberculosis therapy should
be considered prior to initiation in patients with latent tuberculosis. Inflammatory bowel disease: Cases of new
or exacerbations of Crohn’s disease and ulcerative colitis have been reported. Caution should be exercised
when prescribing to patients with inflammatory bowel disease including Crohn’s disease and ulcerative

colitis. Patients should be closely monitored. Hypersensitivity reactions: In clinical studies, rare cases of
anaphylactic reactions have been observed in patients receiving Cosentyx. If an anaphylactic or other serious
allergic reactions occur, administration should be discontinued immediately and appropriate therapy initiated.
Latex-sensitive individuals: The removable cap of the Cosentyx pre filled pen contains a derivative of natural
rubber latex. Vaccinations: Live vaccines should not be given concurrently with Cosentyx. Patients may receive
concurrent inactivated or non live vaccinations. Concomitant immunosuppressive therapy: Use in combination
with immunosuppressants, including biologics, or phototherapy have not been evaluated. Interactions: Live
vaccines should not be given concurrently with Cosentyx. In a study in subjects with plaque psoriasis, no
interaction was observed between secukinumab and midazolam (CYP 3A4 substrate. No interaction seen when
administered concomitantly with methotrexate (MTX) and/or corticosteroids. Caution should be exercised
when considering concomitant use of other immunosuppressants and secukinumab. Fertility, Pregnancy and
Lactation: Women of childbearing potential should use an effective method of contraception during treatment
and for at least 20 weeks after treatment. It is preferable to avoid the use of Cosentyx in pregnancy as there
are no adequate data from the use of secukinumab in pregnant women. It is not known whether secukinumab
is excreted in human milk. A decision on whether to discontinue breast feeding during treatment and up to 20
weeks after treatment or to discontinue therapy with Cosentyx must be made taking into account the benefit
of breast feeding to the child and the benefit of Cosentyx therapy to the woman. The effect of secukinumab on
human fertility has not been evaluated. Undesirable Effects: Very common (≥1/10); Upper respiratory tract
infections. Common (≥1/100 to <1/10); Oral herpes, rhinorrhoea, diarrhoea. Uncommon (≥1/1,000 to <1/100);
Oral candidiasis, tinea pedis, otitis externa, urticaria, neutropenia, conjunctivitis, lower respiratory tract infections
and inflammatory bowel disease. Rare (≥1/10,000 to <1/1,000); Anaphylactic reactions, exfoliative dermatitis.
Please see Summary of Product Characteristics for further information on undesirable effects. Legal Category:
POM. Marketing Authorisation Holder: Novartis Europharm Ltd, Vista Building, Elm Park, Merrion Road,
Dublin 4, Ireland. Marketing Authorisation Numbers: EU/1/14/980/004-005. Date of Revision of Abbreviated
Prescribing Information: October 2019. Full prescribing information is available upon request from: Novartis
Ireland Limited, Vista Building, Elm Park Business Park, Elm Park, Dublin 4. Tel: 01-2204100 or at www.
medicines.ie. Detailed information on this product is also available on the website of the European Medicines
Agency http://www.ema.europa.eu
Reporting suspected adverse reactions of the medicinal product is important to Novartis and
the HPRA. It allows continued monitoring of the benefit/risk profile of the medicinal product. All
suspected adverse reactions should be reported via www.hpra.ie or email to medsafety@hpra.ie.
Adverse events could also be reported to Novartis preferably via www.report.novartis.com or by email:
drugsafety.dublin@novartis.com or by calling 01 2080 612.
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