abbvie C’ MSD () novarTIs

PHARMACEUTICALS

@@ G

Irish Society
for Rheumatology

Spring Meeting 2016

Fe
A4

N
2% Bristol-Myers Squibb janssen J°



IN DMARD-IR AND TNF-IR RA PATIENTS,
WHEN COMBINATION WITH MTX IS NOT AN OPTION...

ABRIDGED PRESCRIBING INFORMATION (For full preseribing information, refer to the Summary of Product Characteristics [SmPC]). RoActermra® ili b) 20mg/ml C for Selution for Infusion (RoActemra IV) and
ReAcumre 162mg solution for injection in pre-filled syringe (RoActemra 5C). Indications: ABRIDGED PRESCRIBING INFORMATION (For full prescribing information, refer to the Summary of Product Characteristics [SmPC]).
) 20mg/mi C ate for Selution for Infusion (RoActemra IV) and RoActemra® 162mg selution for injection in pre-filled syringe [RoAcnma 5C). Indications: RoActemra 5C: In combination with

methotrexate (MTX), for the treatmant of adult patients with moderate to severs active rheumateid arthritis (RA) who have had an inadequate response or intolerance to one or more disease-modi .,u ing anti-rheumatic drugs (DMARDz) or tumeour
necrosis factor (TNF) antagonists. RoActemra [V: In combination with MTX for the treatment of (i) severe, active and progreszive RA in adults not previously treated with MTX, (ii) adult patients with moderate to severe active RA who have had
an inadequate responzs or intolerance to one or more DMARDz or TNF antagonists, (i) active systemic juvenile idiopathic arthritis (sJ14) in patients = 2 years of age, whe rezponded inadequately to previcus therapy with NSAIDs and systemic
corticastersids, (iii] juvenile idiopathic polyarthritia (pJIA) (rheumatoid factor positive or negative and extended oligoarthri patients = 2 years of age, who responded inadequately to previous therapy with MTX, RoActemra IV/SC can be
given as monatherapy in case of n|o|eran\_e to MTX or where continued treatment with MTX is inappropriate for all indications. RoActernra IV/ SC 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. Dosage & Administration: Treatment should be initiated by HCP: experienced in the diagnosis and treatment of RA, sJIA ar pJIA and
all patients should be given the Patient Alert Card. RA: RoActemra [V: Bmg/kg diluted to a final volume of 100ml, given ance every 4 weeks by IV infusion over 1 hour, For patients = 100kg, doses =B00mg per infusion are not recommended
No data on doses above 1.2g. RoActemra SC: 162mg once svery week, irrespactive of weight. Patients may self-inject after training, Rotate injection site fraquently, sJIA (RoActemra IV only): Patients <2 years of age - no data. Patients
yoars, Brg/kg diluted to final velume of 100ml for patients = 30kg or 12mg/kg diluted to final volurne of S0m| for patients < 30kg once svery 2 weeks by IV infusion ever 1 heur. Clinical improvement generally seen within & weeks of starting
RoActemnra; reconsider cantinued therapy if no improvement. pJIA (RoActemra IV only): Patients <2 years of age - no data. Patients >2 years of age, Bmg/kg diluted to final volume of 100ml for patients = 30 kg or 10 mg/kg diluted ta final
volume of S0m for patients <30kg once avery 4 weeks by IV infusion over 1 hour, Clinical impravemaent generally seen within 12 weeks of starting RoActermra; reconsider continued therapy if no improvement, For pJla/sJiA: check patient's
weight at each visit. Doze adjustments: For raized liver enzymes, madify concomitant DMARDs if appropriate, reduce or interrupt dose of RoActernra; for low absolute neutraphil count (ANC) or low platelet count reduce or interrupt RoActerra
ances discontinue RoActemra (see SmPC). Special Populations: No data available for RoActemra SC in patients <18 years of age. Clozely monitor renal function in patients with moderate to severe renal impairment. No data in
g hepatic i wnt, No dose adj ents >65 years. Contraindications: Hypersensitivity to any componaent of the product; active, severs infections. Warnings & Precautions: Cazes of seri {zomatimes
fatal) have been reported rupt therapy until controfled. Caution in patients with recurring/ or other underlying conditions (e.g. diverticulitis, ciabetes and interstitial lung disease) which predispozes to i ion, Patients
and parents/guardians of sJIA and pJIA patients should contact their HCP when :rm;?\crﬂ: ugg on appear. Screen for latent TB and treat if required prior to starting therapy. Patients to seek medical attention
suggestive of TB occur during or after treatment. Viral reacti ies. Caution in patients with a history of intestinal ulceration or diverticulitis. Serious hypersensitivity reactions,
phylaxis, eported and may be more severe and poten s troatrment even if they have received premedication with stercids and anti-h
anaphylactic reaction or other serious hypersensitivity/serious inh..v.c,n ml.dod reaction occurs, _;:.a.vmannn:.). dl;cu.“l'.n‘.uo RoActemra, Use with caution in patients with active hepatic disease/impairment. Not recommended in
baseline ALT or AST > 5 x ULN; ca ALT or AST > 1.5 x ULN (see SmPC), Risk of neutropenia may increase in patients treated with THF antagenist. Continued therapy not recommaended in patients wi
0.5 x 1091 or platelat count < 50 x 10 ate RoActermnra treatment were ANC i below 2 x 10%/1. Caution in patients with low platelet count; monitor neutrophils and platelets in RA, <JIA and pJIA patients according to SmPC.
Elevations in lipid paramaeters seen; if slevated, follow local guidelines. Be vigilant for sympto f new-onset central demyel |”‘\r—.unamnd4|alury madicines may increaze malignancy risk in RA patients. Live and live
vaccines should not be given concurrently (see SmPC). Not rﬂcur'\r\"nndod for use with other biclogical agents. Macrophage " \dromc (MAS), fo-threatening dizorder, may develop in =JIA patients - RoActemra not 5 ucfuod
in patients during an active MAS spisade. Trade name should be clearly recorded in patient file to improve traceability of biclogical medicines. Drug Interactions: Studies only performed in adults. Monitor patients taking medicines indnadually
adjusted and metabolized via CYP450 344, 1A2 or 2C when starting/stopping RodActermra, as doses may need to be increased to maintain therapeutic effect. Effects of tocilizumab on CYP450 enzyme act: may persist for several weeks
after stopping therapy (refer to SmPC for further details on cytochrome CYP450 and cther drug interactions). Fertility, Pregnancy & Lactation: Women should use contraception during and up to 3 months after treatment. No adequate data
from uze in pregnant women. Animal study showed increased rizk of spontaneous abortion/embryo-foetal death at high dose. RoActemra should not be used during pregnancy unless clearly necessary. Mo lactation data in humans. A decision
on whether to continue/discontinue breastfeeding or RoActemra therapy should be made taking into account the relative bensfits to the child and mother. Refer to SmPC. Effects on ability to drive and use machines: RoActemra has minor
influence on the ability to drive and use machines (dizziness). Undesirable Effects: Prescribers should consult SmPC for full details of ADRs. RoActemra IV: RA: ADRs occurring in RoActemra trials: Very Common (> 1/10): upper respiratory
tract infections, hypercholestarclaemia. Commen (>1/100 - 10} ceflulitis, pneumaonia, oral herpes simplex, herpes zoster, abdominal pain, mouth ulceration, gastritis, rash, pruritus, urticaria, headache, dizziness, hepatic transaminases
increased, weight increased, total bilirubin increazed, hypertension, leucopenia, neutropenia, peripheral cedema, hypersensitivity reactions, conjunctivitis, cough and dyspnoea. sJi&: ADRs were similar to those seen in RA pa‘-er‘t: Serious
nfections of varicella and otitis media reported (in addition to infections for RA). Hypersen: y reactions requiring treatment discontinuation occurred in <1% of patients. Other events occurring within 24 hours of infusion
included rash, urticaria (considered serious), diarrhoes, epigastric discomfort, arthralgia and headache. Decreased IgG levels during therapy. pJIA: ADRs were similar to those seen in RA and sJIA patients Masopharyngitis, headache, nauses,
and decreased neutrophil count more frequently reported in the pJIA population. The incidence of infections lsading to dose interruptions was numerically higher in patients weighing <30 kg, the rate of serious infections was also higher in
these patients. 20.2% experienced an infusion reaction within 24 hours of infusion. RoActemra 5C: The safety and immuncgenicity was consistent with the known safety profile of IV, Injection site reactions ftus, pain
and hasmatoma) were mild to moderate in severity. Serious or Potentially Serious: serious infections, active tuberculosis, invasive pulmonary infections rstitial lung disease (including pneumaonitis and pulmenary fibrosis), Gl perforations
{as complications of diverticulitis), serious hype':?l'\' tivity reactlc-n: Stevens-Johnsen syndrome. See SmPC section 4.8 for instructions on the reporting of Suspected Aa:er"s Reactions. Legal Category: Subject to medical prescription which
rna)' not be 1 i (A M Numbers: B0mg of tecilizumab in 4ml (20mg/mi) pack of 1 }; 200mg of tocilizumab in 10ml (20mg/mi} pack of 1 (EU/1/08/492/003); 400mg of tocilizumab

n 20ml {20mg/ml} pack of 1 (EU/1/08/492/005); -i‘."r’\g tocilizumab seluticn for injection (in 0.9ml} in pre-filled syringe (EU/1/08/492/007). Marketing Authorization Holder: Rochs Registration Limited, & Falcon Way, Shire Park, \-v’slAyr‘ Garden
C'l}'. ALT 1TW, United Kingdom. RoActemsa 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 Preparation: March 2015, Reference: 1. Misar MK et al. The role of tocilizumab monetherapy in the management of rt toid arthnitis: a review. Int. J. Clin. Rheumatol. (2012} 7{1): 9-19. Date of item: February 2016, IERACTE/216/0001
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Welcome Message from the ISR President
Dr Sandy Fraser

Dear Colleagues and Friends

I have great pleasure in welcoming you all to The Rochestown Park Hotel Cork for this
year's ISR Spring Meeting. This will be the first meeting for me in my new role as
President of the ISR so I would be delighted to gather your views during the meeting of
the challenges and problems you feel we face as a society and as a speciality in the years
to come. If I can at some point manage to wrestle the chain of office from Professor Kane I will wear it with
pride while thinking of the proud history of the society and the great names of Irish Rheumatology who have
worn it with such distinction before.

I would like to take this opportunity to thank the outgoing David for his highly successful tenure as President.
David brought great energy and ability to the role and the members I know are very grateful for all he achieved
during the past few years. His boots will be hard to fill but I am delighted that David has agreed to take up the
role of programme director for Rheumatology with the HSE and I look forward to working closely with David to
secure as bright a future for Rheumatology in Ireland as possible. David has opened membership of the Clinical
Advisory Group, charged with developing a Model of Care for Rheumatology, to all interested consultant
rheumatologists in Ireland and the first of quarterly CAG meetings will be the morning of this meeting. Adopting
a Model of Care is essential for us to work with the HSE to develop Rheumatology in Ireland in a co-ordinated
and appropriately resourced fashion for the future.

It is my belief that Rheumatology faces seismic changes in the coming few years not dissimilar in scale to the
metamorphosis which occurred with the advent of the Biologic era in the late 1990s. Exponential advances in
the field of biologics are providing us with an ever increasing armoury of molecules and targets whilst at the
same time the availability of biosimilar products offers new challenges and opportunities.

I would like to pay special thanks to all our colleagues in the pharmaceutical industry who continue to support
the ISR generously. Delivering the best treatments to the right patients at the right time remain common goals
for clinicians and industry alike and I believe the colossal advances in rheumatology evident over the past 15
years are testament to this symbiosis.

The academic organisers Sinead Harney and John Ryan have put together an exciting agenda with a clinical
emphasis on Connective Tissue Disease and Vasculitis with case discussion and interaction. International and
National speakers of the highest quality mean we look forward to a thoroughly fascinating day. We are delighted
to welcome Dr. Rob. Hendry from the MPS in Edinburgh who has agreed to address the changing claims
environment for rheumatology claims in Ireland and the UK.

I would like to express the appreciation of the ISR Board to the society administration including Michael Dineen
and Jenny Howard and I would particularly like to wish Jenny a speedy recovery from her recent hip surgery.

I sincerely hope you all have a great time in Cork .

Yours sincerely

Dr Sandy Fraser,
ISR President

page 3



etanercept

Transforming lives'

Qver
million
patient-years

ABBREVIATED PRESCRIBING INFORMATION
Enbrel®

il Summar

regnant o

b PrOgression ri

13
medmne please conmt- Pfize
e brel

APi Ilefefe.m Number:

12 Mo 2014. 9,




rish Society Spring Meeting
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PROGRAMME ISR Spring Meeting
Rochestown Park Hotel Cork, 14th & 15th April 2016

Thursday 14th April

2.30-4.30pm Postgraduate Training Day
Organised by CUH Academic Team
Supported Roche Products Ltd.

Friday 15th April

9.30am Registration and welcome

10.00am Dr Rachel Jones - Cambridge University
"Update on ANCA associated vasculitis"

10.50am 2 cases with discussion of AAV (SpR)
11.30am Coffee & Pharma Exhibition
12.00n00nN Prof David Isenberg - University College London

"Lupus" - Expert new perspective on an old disease

12.50pm 2 cases with discussion of Lupus (SpR)
1.30pm Lunch & Pharma Exhibition
2.30pm Prof Louise Kenny - UCC

"Pregnancy and CTD” - what can go wrong? — how to sort it
3.20pm 2 cases with discussion of management in pregnancy (SpR)
4.00pm Medical Protection Insurance Workshop

Dr Rob Hendry

MPS Medical Director, Edinburgh.

“The changing claims environment in rheumatology

in Ireland and the UK”

Q&A

4.45pm Wrap up
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ClickJect® Pre-filled Pen now available

ORENCIA® in combination with methotrexate is licensed as a first
line biologic after inadequate DMARDs response for patients with
moderate to severe active rheumatoid arthritis*

e The first licensed biologic that specifically targets

T-cell activation*?

« Over 16,000 patient-years experience in clinical trials?

e Clinical efficacy demonstrated over 2 years+s

» Favourable safety profile:
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Orencia 125 mg solution for |njection- EUH!EIT.I’&BQ.'EDB 4 pre-filled
syringes with needle guard and EU/1/07/389/11, ClickJect12 pre-filed

pens.

MARKETING AUTHORISATION HOLDER:

Bristol-Myers Squibb Pharma EEIG, Uxbridge Business Park,
Sanderson Road, Uxbridge, Middlesex UB8 1DH, UK,
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Reporting of suspected adverse reactions after
authorisation of the medicinal product is important. It

allows continued monitoring of the benefit/risk balance
of the medicinal product. Healthcare professionals are
asked to report any suspected adverse reactions via
Freepost, HPRA Pharmacovigilance, Earlsfort Terrace,
IRL - Dublin 2; Tel: +353 1 6764977; Fax: +353 1 6762517,
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SC should be administered within a day of the IV i

Lower y tract i
infecti herpesmfedms{md@nghemesmplex oralherpesmd

Websit: www.hpra.ie; E-mail:medsafety@hpra.ie.
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Prof Louise Kenny
University College Cork

Prof Louise Kenny is an honours medical I
graduate of Liverpool Medical School, UK
(1993) and a Member of the Royal College of
Obstetrics and Gynaecologists (2001). She
received her PhD in vascular physiology and pharmacology from
the University of Nottingham, UK in 2003. Louise undertook post-
doctoral training whilst concurrently completing her clinical
training as a Lecturer at the Maternal and Fetal Health Research
Centre, University of Manchester, UK. She was awarded CCST by
the Specialist Training Authority of the Medical Royal Colleges, UK
in 2005 and was appointed as a Senior Lecturer and Consultant
Obstetrician at St Mary’s Hospital, The University of Manchester.
Louise moved to University College Cork in 2006 and took up a
post as a Senior Lecturer and Consultant Obstetrician and
Gynaecologist at the newly opened Cork University Maternity
Hospital where she continued to pursue her long standing clinical
and research interest inuteroplacental insufficiency, adverse
pregnancy outcome and pregnancy loss. In 2007, Louise was
appointed as a Health Research Board Ireland Clinician Scientist.
In July 2009, Louise was awarded a Principal Investigator
Programme grant from Science Foundation Ireland to develop
predictive biomarkers of poor pregnancy outcome, pioneering a
new approach to biomarker development by focusing on
metabolic changes in plasma. Louise was promoted to Professor
of Obstetrics at University College Cork in 2009.

Her work has resulted in three patent applications relating to
pregnancy biomarkers and more than >100 peer reviewed
original papers, reviews and book chapters. She is the Editor of
the 19th Edition of ‘Obstetrics by Ten Teachers’- the world’s
leading undergraduate textbook in obstetrics. In addition, Louise
is a reviewer for a wide range of international journals including
the American Journal of Obstetrics and Gynecology, the British
Journal of Obstetrics and Gynaecology, the British Medical
Journal, Clinical Chemistry, Reproductive Sciences and
Hypertension and research funding bodies such as the Medical
Research Council (UK), the Wellcome Trust, Action Research, the
British Heart Foundation, Wellbeing, Sparks, the Health Research
Board and Science Foundation Ireland.

At CUMH, she is part of the Perinatal Medicine team and has a
particular interest in hypertensive disorders of medicine and other
maternal complications.

Dr Rachel Jones
Addenbrooke's Hospital, Cambridge

Dr Rachel Jones is a Consultant Nephrologist @ ¥
with a specialist interest in vasculitis at 4
Addenbrooke's Hospital, Cambridge. Since 2005 |
she has undertaken clinical research with David
Jayne in Cambridge, focusing on therapeutic
trials in primary systemic vasculitis. In 2011 she gained her CCT
and undertook a part-time secondment to GlaxoSmithKline,
Stevenage from the University of Cambridge, alongside an
Honorary Consultant Nephrologist post. At GlaxoSmithKline she
worked on early phase clinical trial design. In June 2013 she
returned to the NHS in her current role as a Consultant
Nephrologist, working in the Department of Renal Medicine at
Addenbrooke’s Hospital, including a large specialist vasculitis and
lupus clinic.

Dr Robert A Hendry
Medical Protection Society, Edinburgh

Robert was born and brought up in Glasgow
and studied medicine at Dundee University.
After graduating in 1981 he undertook a
number of hospital appointments before
becoming a partner in an urban teaching
practice in Dundee in 1986.

He developed an interest in medical law and completed an MPhil
in Law and Ethics in Medicine at Glasgow University in 1992.
Having done some consultancy work for the Medical Protection
Society and having taught part-time at Dundee University, he
took up a permanent appointment as a medicolegal adviser with
the Medical and Dental Defence Union of Scotland in 1996 and
remained there until he moved to the Medical Protection Society
to set up their Edinburgh office in 2009.

Robert is a Foundation Fellow of the Faculty of Forensic and Legal
Medicine and continues to have an interest in teaching, having
honorary positions at both the Universities of Glasgow and St
Andrews.

Having completed his MBA at Strathclyde University Graduate
Business School in 2001 he has continued to develop his business
interests. In 2011 he was appointed Deputy Medical Director and
in 2013 became Medical Director of the Medical Protection Society
and is currently responsible for medicolegal services delivered by
the Medical Protection Society to its members worldwide.

Prof David Isenberg
University College London

Professor Isenberg is the Arthritis Research
UK Diamond Jubilee  Professor  of
Rheumatology, University College London
Medical School, UK. He graduated from the
University of London in 1973, after which he
pursued his clinical training at University
College Hospital (UCH), London. He undertook the Jules Thorn
Scholarship) in Rheumatology & Haematology in UCH, after
which he became a Research Fellow in Haematology / Oncology
at Tufts University, Boston, USA. He returned to the UK in 1983
as a Senior Registrar in Rheumatology at UCH and shortly
afterwards was offered a Consultant Rheumatologist post. He has
been Professor of Rheumatology since 1992. He has an extensive
publication record and has been honoured on multiple occasions
for his research in SLE and other rheumatic diseases. He
received the Evelyn Hess prize award in 2010 from The Lupus
Foundation of America for ‘outstanding contribution to research
and treatment of Lupus. He was awarded the Roger Demers
award in 2012 from the Laurentian Conference of Rheumatology
for *‘Unique Contribution to International Rheumatology".
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ISR Board members

Dr Sandy Fraser
Consultant Rheumatologist, General Physician
and Honorary Senior Lecturer, University
Hospitals Limerick. Dr. Alexander Fraser
graduated in medicine from Trinity College
Dublin in 1991. He began practicing
Rheumatology in 1996 and the following year
was appointed Specialist Registrar in Rheumatology at the
Yorkshire Deanery. Training with Professor Emery’s group in
Leeds he developed a research interest in clinical, immunological
and therapeutic aspects of Rheumatoid Arthritis, Psoriatic
Arthritis and the Sero-negative Spondyloarthropathies. He was
appointed Consultant Rheumatologist and Honorary Senior
Lecturer at the Leeds Teaching Hospitals NHS Trust, working at
The Leeds General Infirmary and St. James’ University Hospital in
October 2001, and working closely with Professor Emery and
Professor Doug Veale he published in the area of Angiogenesis,
Vascularity and Inflammation in early and established arthritis
and Biomarkers of cartilage turnover. Dr Fraser took up his
current appointment as Consultant Rheumatologist, General
Physician and Honorary Senior Lecturer at the University
Hospitals Limerick in 2006. In conjunction with the University of
Limerick Graduate Entry Medical School (GEMS) Dr. Fraser and his
team have continued their strong academic interests while
managing a busy clinical practice.
-

()
2002 and FRCPI in 2006. He has trained in ' 0
rheumatology with Prof. Barry Bresnihan and _—
Prof. Oliver FitzGerald at St. Vincent's v.

University Hospital, Dublin, Ireland and with ‘ “
Prof Roger Sturrock, Prof Iain McInnes and Dr ﬁ&
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 Treasurer of the
Irish Society for Rheumatology and is currently a Board member
of Arthritis Ireland.

Professor David Kane

Prof David Kane attended medical school at
Trinity College, Dublin, Ireland and was
conferred MB BCh BAO BA in 1991, PhD in

ISR AUTUMN MEETING 2016
15th & 16th September

to be held in
Kilashee Hotel, Naas
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Dr Frances Stafford

Frances is a graduate of UCD, spent almost a
decade in North America, training in
Rheumatology first at University of Toronto,
followed by a fellowship at Massachusetts
General Hospital & Harvard Medical School.
She was awarded a 4 year Arthritis Foundation
Postdoctoral Fellowship, which I completed at
the NIH, and then went on staff at the NIH. * - -
Frances is American Board Certified in Internal Medicine and in
Rheumatology. She has been Consultant at Blackrock Clinic since
1995.

Dr Sinéad Harney

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 3
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 Suzanne Donnelly

Dr Suzanne Donnelly graduated from Trinity
College Dublin, trained in Ireland and England
and was appointed consultant rheumatologist
at St. George's Hospital and Medical School,
London in 2002. She returned to Ireland in
2005 to work part time as Consultant
Rheumatologist in the Mater Misericordiae
University Hospital. Her clinical and
educational research interests include systemic autoimmune
disease, Systemic Lupus Erythematosus and Care in Medicine.
Suzanne has held academic posts in medical education since
1996 including in Trinity College Dublin; the University of Oxford
and in London, and joined UCD as Director of Clinical Education
in 2008, to lead the development of early clinical education. She
was responsible for a series of innovative educational strategies
across all disciplines including the development of a patient
educator programme in association with Arthritis Ireland. She led
the first national undergraduate curriculum project in Ireland,
published as the ISR Undergraduate Curriculum in Rheumatology
in 2009, and is a contributing author to the textbooks Medicine at
A Glance & The Rheumatology Handbook. She was ISR nominee
to the board of Arthritis Ireland (2008-13), a board member of
Raynauds and Scleroderma Ireland (2007-10) and is a medical
patron of Lupus Group Ireland.

Dr Adrian Pendleton
Consultant Rheumatologist
Musgrave Park Hospital, Belfast
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Dr Donough Howard

Donough Howard is a Consultant
Rheumatologist at St James’s Hospital and
Hermitage Medical Clinic. Dr Howard is the
national specialty director for rheumatology.
He graduated from RCSI and completed
postgraduate training both in Ireland and the
US. He previously worked in Lahey Clinic "

Medical Centre, with academic appointments to both Harvard and
Tufts Medical Schools Dr Howard has published in the fields of
vasculitis and also has subspecialty interests in the fields of
scleroderma.

Dr Orla Killeen

Dr 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 Eamonn Molloy

Eamonn Molloy graduated from University
College Dublin (1997) and completed
rheumatology and internal medicine training in
Ireland. He obtained an MD at RCSI (2006),
which focused on calcium crystal induced
inflammation. From 2005, he underwent
subspecialty fellowship training in vasculitis at "4
the Cleveland Clinic, completed a MS (Clinical Research) at Case
Western Reserve University and then joined the staff at the
Vasculitis Center and RJ Fasenmeyer Center for Clinical
Immunology at the Cleveland Clinic. In 2010, he was appointed
as a consultant rheumatologist at St Vincent’s University Hospital
and is a UCD Senior Clinical Lecturer. He is the author of
approximately 50 publications largely pertaining to vasculitis,
complications of biologic therapy and crystal induced arthritis.
Currently, his primary research focus is giant cell arteritis.

Dr John Stack (SPR Rep)

John Stack is this years SpR representative on
the ISR committee. He is a 4th year
rheumatology SpR currently based at Connolly
Hospital Blanchardstown and has previously e s
worked at St James Hospital, Midlands
Regional Hospital Mullingar and Cork
University Hospital. He is a graduate of
University College Cork.

Dr Clare Matthews
Consultant Rheumatologist
Ulster Hospital, Belfast

2016

The Irish Society for
Rheumatology wishes to express
its gratitude to all its sponsors
and in particular to the following
‘Major Exhibitors’

AbbVie Ltd
MSD Ireland Ltd
Novartis Ireland Ltd
Pfizer Healthcare Ireland
Roche Products (Ireland) Ltd

A.Menarini Pharmaceuticals Ltd
Actelion Pharmaceuticals UK Ltd
Arthritis Ireland
Bayer Ltd
Biogen Ltd
Bristol-Myers Squibb Pharmaceuticals
Celgene Ireland Ltd
Eli-Lilly & Co (Ireland) Ltd
Fannin Ltd
Grunenthal Pharma Ltd
Janssen-Cilag Ltd
Lily UK
Swedish Orphan Biovitrum Ltd
UCB (Pharma) Ireland Ltd

The Pharmas listed above have all
supported this meeting through a payment
to exhibit a stand. They have had no
involvement in any other aspect
of this meeting.
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Discover a new way to treat psoriatic arthritis
and ankylosing spondylitis with the first and only
treatment to selectively target IL-17A'

Rapid and sustained relief
from signs and symptoms of SpA*’

80% of biologic - naive SpA patients achieve
clinical outcomes at one year?”’

WCosentyx™

secukinumab
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IRHPS Spring 2016 Update

Welcome to the Spring Conference 2016

Firstly I would like to extend my thanks to the ISR, Michael and Jenny and also to the Pharma companies
for their continued support towards a wide range of educational opportunities through our various
bursaries.

We had a very successful meeting in Naas last September with presentations from Colin Dunleavy, Mary
Ryan and Natalie Wallace all from the Weight Management Service in St. Columcille’s Hospital,
Loughlinstown, Co. Dublin. The two highest scoring IRHPS abstract submissions also presented their
work. Congratulations to Rachel Burke, Senior Physiotherapist, Naas, winner of the Professor Barry
Bresnihan gold medal award and Oriel Corcoran, Clinical Specialist Occupational Therapist, U.H.W. who
claimed the silver prize. Other awards included the Roche poster awards. The prize winners were
Jennifer Ashton and Aisling Brennan who have won the opportunity to attend EULAR in London 2016.
The UCB poster award winners were Tom O ‘Dwyer, Paul Kirwan, Stephanie Naromoor, Maria McGrath
and Una Martin. The people’s choice award also went to Una Martin. This year’s BSR winners were Karen
Quinn and Derek Deely. Congratulations to Louise Larkin, PhD candidate, University of Limerick who was
successfully awarded the Janssen Education Bursary in 2015.

I would like to take this opportunity to welcome the IRHPS incoming chair Eileen Shinners from Our
Lady’s Hospice and Care Service Harolds Cross. Remember Health Professionals this is your society and
if you have topics you would like covered in future meetings please contact us. Also keep an eye on our
website www.irhps.ie for news on meetings and educational opportunities.

Best wishes,
DEREK DEELY
IRHPS Chair
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Stelara

(Ustekinumab)

After 2 starter doses, 1 dose of Stelara® every 12 weeks can
reliably control the signs and symptoms of psoriatic arthritis

STELARA® solution for injection 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. Plague psoriasis
paediatrics: Moderate to severe plague psoriasis in adolescent
patients from the age of 12 years and older, who are inadequaely
controlled by, or are ir to, other systemic therapies or
phototherapies, Psoriatic arthritis: Alone or in combination with
methotrexate for the treatment of active psoriatic arthritis in adult

to initiation of STELARA in patients with past 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, they should be closely monitored and STELARA should not
be administered until infection resolves. Malignancies: Potential to
increase the risk of malignancy. No studies in patients with a 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. C itant il P ive therapy: Caution,
including when changing immunosuppressive - biologic agents.

patients when the response to previous non-biological
modifying anti-rheumatic drug (DMARD) therapy has been
inadequate. DOSAGE & ADMINISTRATION: Under the guidance and
supervision of a physician experienced in diagnosis and treatment of
psoriasis or psoriatic arthritis. Subcutaneous 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 <100kg, 45 mg at week
O followed by a 45 mg dose at week 4, then every 12 weeks. Patients
=100 kg, 90 mg at week O followed by a 90 mg dose at week 4, then
every 12 weeks (45 mg was less effective in these patients). Plaque
psoriasis paediatrics (12 years and older): Patients <60 kg, 0.75
mg/kg at week O, followed by 0.75 mg/kg at week 4 then every 12
weeks thereafter. Patients =60-<100kg, 45 mg at week O followed by
45 mg at week 4, then every 12 weeks. Patients >100 kg, 90mg at
week 0, followed by 90mg at week 4, then every 12 weeks. Psoriatic
arthritis, adults & elderly: 45 mg at week O followed by a 45 mg dose
at week 4, then every 12 weeks. Altemnatively, 90 mg may be used
in patients with a body weight >100 kg. Consider discontinuation if
no response after 28 weeks. Children <12 years: Not recommended.
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

Hyp itivity Serious  hypersensitivity reactions
(anaphylaxis and angioedema) reported, in some cases several
days after treatment. |f these occur appropriate therapy should
be instituted and, STELARA discontinued immediately. 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. has been reported following treatment. Discontinue
STELARA if a drug reaction is suspected. SIDE EFFECTS: Common:
dental infections, upper respiratory tract infection, nasopharyngitis,
dizziness, headache, cropharyngeal pain, diarrhoea, nausea, pruritus,

in patients receiving STELARA. C itant i PF i
therapy: Psoriasis: The safety and efficacy of STELARA in
combination with other immunosuppressants, including biologics, or
phototherapy have not been evaluated. Refer to SmPC for full details
of interactions. LEGAL CATEGORY: Prescription Only Medicine.
PRESENTATIONS, PACK SIZES, MARKETING AUTHORISATION
NUMBER: 45 mg: 1 x vial. EU/1/08/494/001, 45mg: 1 x 0.5ml pre-
filled syringe, EU/1/08/424/003, 90mg: 1 x 1.0m| pre-filled syringe.
EU/1/08/494/004. MARKETING AUTHORISATION HOLDER:
JANSSEN-CILAG INTERNATIONAL NV, Turnhoutseweg 30, B-2340
Beerse, Belgium. FURTHER INFORMATION IS AVAILABLE FROM:
Janssen-Cilag Ltd, 50 — 100 Holmers Farm Way, High Wycombe,
Buckinghamshire, HP12 4EG UK.

@ Janssen-Cilag Ltd 2015

Adverse events should be reported. Healthcare professionals
are asked to report any suspected adverse events via: HPRA
Pharmacovigilance, Earlsfort Terrace, IRL - Dublin 2, Tel:
+353 1 6764971, Fax: +353 1 6762517, Website: www.
hpra.ie, E-mail: medsafety@hpra.ie

Adverse events should also be reported to Janssen-Cilag Ltd
on +44 1494 567447,

back pain, myalgia, arthralgia, fatigue, injection site eryth

injection site pain, antibodies to ustekinumab. Other side effects
include; cellulitis, serious hypersensitivity reactions (including
anaphylaxis, angioed, ), skin . exfoliative dermatitis.
Studies show adverse events reported in =12 year olds with plague
psoriasis were similar to those seen in previous studies in adults with
plague psoriasis. Refer to SmPC for other side effects. FERTILITY:
The effect of ustekinumab has not been evaluated. PREGNANCY:
Should be avoided. Women of childbearing potential: Use effective
contraception during treatment and for at least 15 weeks post-
treatment. LACTATION: Limited data in humans. INTERACTIONS:
In vitro, STELARA had no effect on CYP450 activities. Vaccinations:
Live vaccines should not be given concurrently with STELARA, and
should be witheld for at least 15 weeks after last dose of STELARA.
STELARA can resume at least 2 weeks after such vaccinations.
No data on secondary transmission of infection by live vaccines

Prescribing information last revised: 06/2015

References: 1. Stelara Summary of Product Characteristics, available
at www.medicines.ie

Date of preparation: March 2016 | PHIR/STE/OS13/0002a(1)a(1)
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Irish Society

for Rheumatology

ISR Presidents

Dr Sandy Fraser 2016 — present
Limerick

Prof D. Kane 2014 - 2016
Dublin

Dr G.Wright 2012 - 2014
Belfast

Prof Gaye Cunnane 2010 — 2012
Dublin

Dr R. Kavanagh 2008 - 2010
Galway

Dr J. Lee 2006 - 2008
Craigavon

Dr P. O'Connell 2004 - 2006
Dublin

Prof O. FitzGerald 2004 - 2002
Dublin

Dr A. Taggart 2000 — 2002
Belfast

Dr D. Raman 1998 — 2000
Sligo

Dr A. Bell 1996 — 1998
Belfast

Prof B. Bresnihan RIP
1994 — 1996 Dublin

Prof M. Molloy 1992 — 1994

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

Dr C. Barry RIP
1985 — 1987 Dublin

Dr D. Roden RIP
1983 — 1985 Dublin

Dr W. Boyd RIP
1981 — 1983 Belfast

Dr T. Gregg RIP
1979 - 1981 Dublin

Dr J. Molony RIP
1977 — 1979 Dublin

Dr M .McMahon RIP
1975 - 1977 Cork

Dr T.O'Reilly RIP
1973 — 1975 Dublin
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Dr Alexander Fraser
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HONORARY SECRETARY
Dr Frances Stafford
Consultant Rheumatologist
Blackrock Clinic, Co. Dublin

HONORARY TREASURER
Dr Sinéad Harney
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Cork University Hospital, Cork

BOARD MEMBER
Dr Suzanne Donnelly
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BOARD MEMBER
Professor David Kane
Consultant Rheumatologist
Adelaide and Meath Hospital
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BOARD MEMBER
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Consultant Rheumatologist
Beaumont Hospital, Dublin 9

BOARD MEMBER
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Paediatric Consultant Rheumatologist
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BOARD MEMBER
Dr Clare Matthews
Consultant Rheumatologist
Ulster Hospital, Belfast

BOARD MEMBER
Dr Eamonn Molloy
Consultant Rheumatologist
St. Vincent’s University Hospital, Dublin 4

BOARD MEMBER
Dr John Stack
SpR Representative

BOARD MEMBER
Dr Adrian Pendleton
Consultant Rheumatologist
Musgrave Park Hospital, Belfast



Trust in HUMIRA

HUMIRA has 12 approved indications'

> 2005

= = Approved for
2002 use in PsA

e W W &

Approved for

usein RA

Approved for
use in CD
22006
Approved for
use in AS Approved for
useinPs

2007

Rheumatoid Arthritis (RA)

HUMIRA in combination with methotrexate, is
indicated for:

» the treatment of moderate to severe, active
rheumatoid arthritis in adult patients when the
response to disease-modifying anti-rheumatic
drugs including methotrexate has been
inadequate.

* the treatment of severe, active and progressive
rheumatoid arthritis in adults not previously
treated with methotrexate.

HUMIRA can be given as monotherapy in case of

intolerance to methotrexate or when continued

treatment with methotrexate is inappropriate.

HUMIRA has been shown to reduce the rate of

progression of joint damage as measured by X-ray

and to improve physical function, when givenin
combination with methotrexate.

Date of Preparation: August 2015 IREHUM140419a(2)

aobbvie

Psoriatic Arthritis (PsA)

HUMIRA is indicated for the treatment of active and
progressive psoriatic arthritis in adults when the
response to previous disease-modifying anti-rheumatic
drug therapy has been inadequate. HUMIRA 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)

HUMIRA is indicated for the treatment of adults with
severe active ankylosing spondylitis who have had an
inadequate response to conventional therapy.

Crohn’s Disease (CD)

HUMIRA is indicated for treatment of moderately

to severely active Crohn’s disease, in adult patients
who have not responded despite a full and adequate
course of therapy with a corticosteroid and/or an
immunosuppressant; or who are intolerant to or have
medical contraindications for such therapies.




2015

Approved for Paed Ps

(—N 20 1 4 Approved for HS

2012
> 2008

Approved for use in
Polyarticular JIA

Approved for use in nr-axSpA

Approved for use in Paed CD

Approved for use in UC

Approved for use in ERA

Psoriasis (Ps)

HUMIRA 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
cyclosporine, methotrexate or PUVA.

Polyarticular juvenile idiopathic arthritis

HUMIRA in combination with methotrexate is
indicated for the treatment of active polyarticular
juvenile idiopathic arthritis, in patients from the age
of 2 years who have had an inadequate response to
one or more disease-modifying anti-rheumatic drugs
(DMARDSs). HUMIRA can be given as monotherapy in
case of intolerance to methotrexate or when continued
treatment with methotrexate is inappropriate. HUMIRA

has not been studied in patients aged less than 2 years.

Paediatric Crohn’s Disease (Paed CD)

HUMIRA is indicated for the treatment of severe
active Crohn’s disease in paediatric patients (from 6
years of age) who have had an inadequate response
to conventional therapy including primary nutrition
therapy, a corticosteroid, and an immunomodulator,
or who are intolerant to or have contraindications for
such therapies.

Hidradenitis Suppurativa (HS)

HUMIRA is indicated for the treatment of active
moderate to severe hidradenitis suppurativa (acne
inversa) in adult patients with an inadequate response
to conventional systemic HS therapy.

Full prescribing information is available upon request from AbbVie Limited,

Immunology Division, 14 Riverwalk, Citywest Business Campus, Dublin 24, D24 XN32.
Legal category: POM. Marketing Authorisation Numbers: EU/1/03/256/001-
005, EU/1/03/256/007-010. Marketing Authorisation Holder: AbbVie Ltd.,

Maidenhead, Berkshire SL6 4UB, UK.
Reference : 1. HUMIRA [summary of product characteristics]. AbbVie Ltd.

Paediatric plaque psoriasis (Paed Ps)

Treatment of severe chronic plaque psoriasis in children
and adolescents from 4 years of age with an inadequate
response to or who are inappropriate candidates for
topical therapy and phototherapies.

Ulcerative Colitis (UC)

HUMIRA is indicated for treatment of moderately to
severely active ulcerative colitis 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.

Axial Spondyloarthritis Without Radiographic
Evidence of AS (nr-axSpA)

HUMIRA is indicated for the treatment of adults with
severe 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 nonsteroidal
anti-inflammatory drugs.

Enthesitis-related Arthritis (ERA)

HUMIRA is indicated for the treatment of active
enthesitis-related arthritis in patients, 6 years of age and
older, who have had an inadequate response to, or who
are intolerant of, conventional therapy.

\"

-
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Arthritis Ireland

Little Things make a Big Difference

-

Join the Arthritis Ireland
team for the 2016 Women's
Mini Marathon on e 3

June 6™ in Dublin. —c-

A rth
oritis Ire
'BS make o B!:.';_Iﬂ'd

Arthritis Ireland

Register today at the Arthritis Ireland stand,
visit www.arthritisireland.ie or call Orla
on 01-647 0209 to receive your pack.

Take part in this years
Working on a Cure Cycle

in Wicklow on June 12™ and
raise vital funds to support
ongoing research.

Register today at the Arthritis
Ireland stand VlSlt

or call Orla on( 17 0209 to
receive your pack.

Arthritis Ireland, 1 Clanwilliam Square, Grand Canal Quay, Dublin 2. | Email: info@arthritisireland.ie | CHY 6297
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page 19



ADENURIC 80 mg and 120 mg film-coated tablets: Abbreviated Prescribing Information lease
consult the Summary of Product Characleristics (SmPC) for full prescribing information
Presentation: Fiim-coated tablets contaimning 80 mg or 120 mg febuxostat. Also contans lactose
Hruricaemia in conditions where urate deposiion has
i (including a history, or presence of, tophus andfor gouly arthrilis) in adults
Oral use with or withou! food Recommended dose s 80 mg of
uric acid is > & mgfdl (357 pmol/l) aller 2-4 weaks, 120 mg once daily may ba
jered. Older peopi o dose adjustment required. Aenal impairment: No dosage adjustment
ary in patients with mild or moderate renal impairmment. Efficacy and satety not fully evaluated
e ranal impairment. Hepatic impaimment’ Recommended dosage in patanis
c impairment is 80 mg. Limited information available in patients with moderate
Efficacy and salety has nol been sludied in palents with severa hepatic
and adolescents: Salety and efficacy in children under 18 has not been
anspiant recipients: No experience therelore not recommended Contra-

mpairrT
impairment. Cf
astablishac [
indications: Hypeus

fhypersensitivity reactions and monitor closely for symploms. Stop treatment
is reactions occur, including Stevens-Johnson syndrome, Toxic epidermal
anaphylactic reaction/shock, do not re-starl febuxosial al any lime. S

gouty al
ubside

tacks (g a) Do not start treatment until an acute attack ol gout has completely
1. As with other urate lowering medicinal products, gout Hares may eccur during initiation of
nt. At treatment initiation flare prophylaxis for at leas! & manths with an NSAID or colchicine
wnmended. If a gout flare occurs duning treatment, do not discontinue. Manage the goul flare
ntly as appropriate. Continuous treatment decreases frequency and intensity of gout flares
tion; As with other urate lowermg medicinal products, in patients in whom the rate of
d (e.g. malignan dis : and its treatment, Lesch-Nyhan
wne), the absolute concentration of xanthine Jgrine could, in rare cases, rise sufficiently 1o
w deposition in the urinary tracl. As there has been no experience of traating gout in Ihesa
with febuxosiat such use is nol recommended Mercaptopurine/azathioprine: Not
anded in patie mitantly ftre: with  mercaptopunnefazathioprine. Where
nation cannol be avoided, monitor patients closaly Dose reduchon for mercaptopurine/
Theophylline: No pharmacokine eraction shown with lebuxostat
rcters: Liver fur
based on clinical judgement Thyromd disorders: Caution in
Contains lactose. Patients with rare hereditary
ance, the Lapp laclase deficiency or glucose-galactose malabsorption
Interactions: Mercaplopurine/azathioprine. On the basis of the

z xanthine oxidase nhibition concomitanl use is nol

the saflety of febuxostat dunng oytotoxic
: adjustiment required,  Theaphylifine: No
0 data available for 120 mg. Naproxen and other
co-administered with naproxen with no dose adjustments
wing of serum uric acid is recommended 1-2 weel
Jucuromdation. Cessation of treatment of an inducer
uxostal. Colchicinedindometacinfydrochiorothiazide/

is greatly incres

of action

ADENURIC® is a trademark of Ti Limited, Tokyo, Japan

Date of item: &
IR-ADEN

2015

(febuxostat)

Treat to target. Daily.”

warfann: Can be co-administered with colchicing or indomethacin with no dose adjusimer
necessary. Mo dose adjustment necessary when administered with hydrochlorothi e. No dose
adustmen! necessary for warlarm when admimstered with lebuxostal. Desiprammne/CYP206
subsirates: Co adminisiration with other CYP2D6E subsirates is nol expected o require any dose
adjustment for those compounds, Antacids: May be taken without regard to antacid use. Pregnancy
and lactation: Do not use during pregnancy or braast-feeding. Effect on fertility unknown. Side-
Effects: Clinical Studies and posi-marketing experience: Comimy 1-10%). Gout flares, headache
charhoea®, nausea, ver lunction lest abnormaliies®, rash, oed E
thyroid stimulating hormone increased, diabetes mellitus, hyr
NG . decreased libwdo, insonmia, dizziness, para E:
laste, hypoaesthesia, hyposmia, atrial fibnllation, palpitations, ECG abnormal, hype
flushing. hot flush, dyspnoea, bronchitis, upper respiratory fract infection. cough, abdomi
abdominal distension, gastro-oesophageal reflux disease, vomiting, dry moulh, dys
conshipation, frequent stools, flalulence, gasirointestinal discomfort, choleithiasis
urticaria, pruntus, skin discolouration, skin lesion, petechiae, rash rmacular, rash maculopag
rash papular, arthralgia, arthritis, myalgia, musculoskeletal pain, scle waakne muscle spasm,
muscle tightness, bursitis, renal failure, nephrolithiasis, haematuria, pollakiuria, proteinuria, ereclile
dysfunction, latigue, chest pain, chest discomifort, blood amylase inc e, platelet count decrease
WEC decrease, lymphocyte count decrease, blood creatine increase, blood creatinine
haemoaglobin decrease, blood wea increase. biood friglycenides increase, blood chol
Increase, hasmalocritic decrease, blood lactate dehydrogenase increased, blood potass
|ncraas (01 0.01%) Pancytoperia, thrombocytopenia, anaphylactic reac =, diug
hypersensitivity*", blurred wision, weight decrease, incr petite, anore 5,
tinnitus, pancreatitis, mouth ulcerabon, hepatitis,  jaundic livar  mjpury®*
necrelysis™, Stevens-Johnson Syndrome™, DRESS®, angioedema™, |
erythema, extoliative rash, rash follicular, rash vesicular, rash pustular
erylhematous, rash morbillifom,  alopecia. hyperhidrosis, rhabdomyolysis
musciloskeletal stilfness, fubulointerstitial nephritis®®, micturition urgency, thirst, bic
([l _ vated partial thromboplastin ime prolonged, red blood ounl ¢ 2
alkaline ph non-infective diarrhoea and abnormal liver
lunction lests in combined Phase Il sludies more requenl in patients cc wly treated with
“Adversa reachons coming from  post-marketing  exg Rare serious
hypersensitivity reactions mcluding Stevens-Johnson Syndrome and ar : reaction/shock
have occurred in post-marketing experiend uxostal can be
associated with the following symploms; skin maculopapular
eruption, general or exfoliative rashes, aermatol
abnormalities such as thrombocytopenia, and sin nt (Iver and kidney
including tubulointerstiial nephritis). Gout flar eatment star and
in first months. Frequency decreases alter lime. Gout flare prophylaxis is recommend Flease
cansull the SmPC for further mfoimalion. Pack slzes: 80 n Ty tablets: 28 film-coated
tablats. Legal category: POM Marketing authorization number: ELI/1/08/447/001 & 003 Marketing
authorization holder: Menanni International Operations Luxembourg "
L-1611 Luxembourg, Luxembourg Marketed by: A Menarir
information is available on request A. Menarini Pharmaceutic
Castlecourt, Monkstown Fal Maonkstown, Glenageary, Co. Dublin or may be found i
Last updated: May 2015

thesia, hemipare:
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References: 1. Adenunc 80 mg SmPC. February 2014. 2. Adenuric 120 mg SmPC. April 2015

g A.MENARINI
PHARMACEUTICALS IRELAND LTD
Healthcare for Life
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Efficacy still goin
strong five years on

SIMPONI 50 MG, 100 MG SOLUTION FOR INJECTION IN PRE-FILLED PEN
SIMPONI 50 MG SOLUTION FOR INJECTION IN PRE-FALLED SYRINGEIGOLIMUMAB)
Prescribing Information {Refer to full SPC text before prescribing Simponi (golimumabl
Indications: Ahenmatond Arthritis (RAJ Simponi, in combination with mothotraxate (MTX], i mdicatad for: the treatment of mod
atata to sevars, sctive rhaumatond arthritis in adulis when the responsa io disease-modifying antl-rheumatic drug (DMARD)
tharapy inchading MTX has baen inadequate; tha traatmernt of severs, sctive and progressive thaumatoid arthntis in adults not
praviously treated with MTX. Simpand, in combination with MTX, has been shown to reduce the rata of progression of jaint dam
nge as measurad by X-ray and 1o imgirove physical lunction, Psanatic Arthritis (PeAl: Simponi, alone ar in combination with MTX,
Is indicated for the treatmant of active and progressive PsA in adults when the response to DMARD tharapy has been inadequate
Simponi s baan shown to roduce the rate of prograssion of peripheral jpint damage as measured by X-ray in pationts with
polyarticular symmetrical subfypas of the disease and to improve physical function -ﬁn\l’wuslrlg Spondyfitis fAS); Simponi is indi-
catad for tha treatment of sevare, sctive AS in adults who have responded inad iy to al therapy. Mon-radio-
graphic axial spondyloarthritis fnr-doial Spdl Smgoni is indicated for the treatment uf sovars, active nr-diial Spd who have had
an inadequate response fo or are intalerant to NSAIDs Ulcerative colitis (UCK Simponi is indicated for trustmant of modarately 1o
sevaraly active UC in adult patients who have had an inadequale responsa 1o convertional therapy including conicosteroids and
6 MP) or azath (AZA), or wha are iniolsrent to or have madical contrmindications for such tharapies.
I)muu and administration: Simponi should be mjected subtutanecusly, Treatment should ba inttiated and suparvised by quali-
fied physicians experianced i the disgnosis and ireatmant of RA, PsA, AS, nr-Axial SpA or UC. After propar training in subcuta-
naods ijaotion lechnique, patisnts 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. PgA: Simponi 50 mg given once & month, on tha sama date sach month,
wlone of in combination with MTX, AS and nr-Aal Spd: Simponi 50 mg given once a manth, on the same date each month. Clini-
cal response is usually achieved within 12-14 weeks of treatment (3 or 4 doses), Comtinued therapy should ba reconsidered in
patignts who show no evidence of therapeutic benefit within this time penod. In patients welghing mare than 100 kg wha do not
nchiove an adequate chnical response aiter 3 or 4 doses, increasing the dese of golimumab to 100 mg once a month may be
considered, taking into account the increased risk of certain sariots adverse reactions with the 100 mg dose compared with the
50 mg dosa. UC: Patiants waighing < 80 kg: Simpani given os an initial doss of 200 myg, followed by 100 myg at week 2, then 50 mg
every d weeks, Patrents weighng = 80 kg: Simponi given a5 an initial dose of 200 mag, followed by 100 mg at week 2, than 100 mg
avery 4 weeks. During 1, cor is may bo tapared, foliowing clinical practice guidelines. Clinical
responsa is useally achieved within 12-14 weeks of treatment (after 4 doses). Missed dosa: IT a potiant forgets to inject Simpani
on the planned date, the forgotten dose should be injected as soon as tha patient remembers. The patiant should be instructed
niot 1o inject a double dose. Older patients (= 65 pearst no dose adjsstment required, Paediatric patients (<18 years) and patients

monthly
Simponi”

golimumab

Indicated for the treatment of

moderate to severe, active rheumatoid
arthritis in adult patients in combination
with MTX when response to DMARD
therapy, including MTX, has

been inadequate.

Indicated for the treatment of active

and progressive psoriatic arthritis in

adult patients when the respo

DMARDs has been inadequate.

Indicated for the treatment of s
active ankylosing spondylitis in

adult patients who have responded
inadequately to conventional therapy.

with renal and bepatic impairment: Simpani s not rec in these Patients with a hypar-
sensitivity to golimumab or any of the sxcipants; Patints with active tuberculosis [TB) or othor severs infection such as sepsis
and opportunistic infections; patients with maderate or severs heart faflure [NYHA class [I/IV). Precastions and Warnings: Infec-
tions: Patients must be monitored closely for infection bafore; dunng and for 5 months after cossation of treatmant. Exercise
caution when considering Simponi In patients with chronic infection or a histary of recurrent infaction including use of concom-
Hant immunesappressive herapy. Simponi shoold not be gven to patients with clmically important activa infection. Patients
should be sdvised of the patential risk factors, Bacterial infections (including sepsis and pneumaontal, mycobactenal [including
TB), imeasive fungal and opportunistic infections, inchuding Iatakties, have bean reported. Tha invasive lungal infection should be
saspactad if thay develop & serious systamic illness. There was a greatar mcidence of serlous infections, including opporfunistic
infactions and TB, in patients receivmyg golimumab 100 mg compared with patients receiving gol b 50 myg. Senous nf

hawve oocurred in patients on concomitant immunosuppressiva therapy that, i addition to their underfying dissase, could predis-
pose them to infection. Thare have been reports of active TB in patients receiving Simponi, including patiemts proviously treated
for latent TR, Patients should be evaluated for active or latent TB before Simponi traatmant. AN such tests shoubd be recordad on
the Patinnt Alert Card provided with the product. If active TB is diagnosed, treatmant with Simpani should not be initiated. 1 latent
TB is diagriosad, treatment with ant-TB tharapy mast be intiated before initiation of Simponi, Patients an Simpoeni should be
manitorad ¢losely for signs and symptoms of scive TB and sdvised to seek madical advico if signs and/or symptoms of TB appaar
Hepatitis B (HBV) raactivation: Reactivation of HBY occurred in patients receiving Simponi who were chronic carriiérs. Soma
cases had a fatal outcome. Patients should be tested for HBY nfection bafore initiating treatmant with Simponi Makgrancies amd
lymphoproliferative disorders: Caution is advised when considering Simponl treatment in patients with history ol malignancy or
continuing traatmant in patients who develop a malignancy, additicnal coution should be axarcised in patients with increased risk
lor malignancy due to heavy smoking, A rsk lor the devalopmeant of s in children and ad cannol be exchsd-
od. Rare coses, usunlly fatal, of hopatosplonic T-cell lymphoma (HSTCL) have been reportad, the majority of cases occorred in
adolascent and young males nearly all on concomitant trestment with hi (AZA)or B {6-MP}, The po-
tantial risk with the combination of AZA or 8 MP and Simponi should be carefully considered. A risk for the developmant for
HSTEL in patiants treated with TNF-blockers cannot be excluded, Colon dysplasialcarcinoma - Screen for dysplasla in all patients
with UC who ars at increased risk or had a pror history for dysplasia or colon carcinona, In nowly disgnosed dysplasia patiants
the risks and benefits of cantinued Simponi use should be carefully assessed. Melanoma {all TNF-blocking agents including
Simpaoni) and Merkel cell carcinoma (othar THNF-blacking agents) have besn reported, periodic skin exsmination is recommended,
particularly for patients with risk factors for skin cancer. Heart Failure: Simponi should be used with caution in patients with mild
heart failure (NYHA class UIl), Pationts should be closely monitored and Simponi must ba discontinued in patients who devalop
new of worsening symptoms of hear failure. Some cases had & fatal outcome. Newrological events: Use of anti-TNF therspy,




The GO studies

Recently presented five-year data confirm good
persistence, sustained efficacy and predictable
tolerability across indications with Simponi'?
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incheditig Simponi, has bean associatad with cases of new onset or exacerkation of clitical symptoms and/or radiographic avi-
dence of central narvous system demyelinating disardars, incleding multiple sclerosis and peripharal demyelinating disorders.
Discontinuation of Simponi should be considered if these disorders develop. Caretully consider the bepefits and risks befors im
tintion of therapy in pationts with & history of demyalinating disorders. Surgery: Patients requinng surgery whilst on Simponi
therapy should be closely | for infecnens. A It & patient develops symploms suggestive of a lu-
pus-like syndrome following treatment with Simponi and is pesitive for antibodies against double-stranded DNA, treatmant

f Thera have besn post rts of pancytopenia, leukapania, neutro-

Persistence with
Simponi at5years

(Simponi 50mg and 100mg)

9%

n=405

obsarved in clinical studiss with golimumab Package quantities: | 50 mg pre-filled pen containing 50 mg of golimumab in 05 ml
solution for injection or 150 mg pre-filled syringe containing 50 mg of golimumab in 0.5 mi salution for injection or 1 100 mg pre-
filled pen containing 100 mg of golimumab in | mi solution for injection, Legal Category; Prescription Only Madicing, Marketing
Authorisation Mumber: 56 mg Pre-filled Pen EL/1/09/546/001; 50 mg Pro-filled Synnge ELY1/09/546/003; 100 mg Pre-filled Pen
EU/Y/0/548/005, Marketing Authorisation Holder, Janssen Biologics BV, Einsteinwag 101, 2333 CB Leiden, The Netharlands
Date of Revision of Text: Decamber 2015, Further information is available on request from: MSD, Red Dak North, South County
Business Park, Leopardstown, Dublin 18 or from dicinesie. Date of p ion; March 2016

should be discontinuad. H. al p
pania, splastic anasmia, and thrombocytop In patients ing TNF-blockers. Cytopenias including pancytopadnia have

baen reported infrequently in clinical trals, Patients should be adiised 1o seek medical attention i they develop signs and symp-

Adverse events should be reported. Roporting forms and information can be found st www.hpra ie
Adverse events should alse be reported to MSD (Tel: 01-299 8700)

toms suggestive of blood dy ins. Di should ba d in patients with sig g
ties. Mece nfectious sgents: W is rec | that live vaceines or any tharapeutic infectious agenis
should not be given ly. Allergic 1 an anaphyh reaction orother senous allergic reaction occurs, admin-

igtration of Simponi should be discontinued immediately, and suitable treatment intisted, The needie cover of the pre-filled pen
contains latex and may cause alergic reactions in those sensitive 1o latex. Special populmions: Advarse svents, senous adverse
events and senous infactions in patiants sged 255 were comparable to those ohserved In younger patients. Howsver, caution
should be exurcised whan treating the alderly, particular attenticn should ba paid to infections. Thare wera no patisnts age 45 and
over in the nr-Axial Sph study. Excipients: Simponi contains sorbitol (E420). Patients with rare hareditary problems of fructose
intolerance should not take Simponi. Interactions: Combination of Simponi and athar biclogical therapeutics used 1o treat the
saima conditions as Simpani, mcluding snakinrs and abatacept is not recommended, Pregnancy and Lactation: Administration of
Simponi is not recommanded during pregnancy or braast-feading. Women of childbeanng potential should use adeguate contra-
ception and continue its Gse for at laast & manths atter the last Simponi treatment. Side-effects; Reler to SmPC for complete in-
formation on side effects Viry Commen (= 1/10); upper respiratory tract infaction; Comman (= 1/100): bactarial infections, lower
respiratary tract infections, viral infections, bronchits, sinusitis, superficial fungal infections, abscess, ansemia, llergic reac-
tions, autoantibiody positive, depression, insomnia, dizriness, headache, p thesia, | , asthma and related symp:
toms, d 1 and abdi | pain, nausea, g ¥ A . alaning aming-
f E d, pruritus, rash, slopecia, darmatitis, pyrexia, ssthenia, injoction site
reachion, chest discomfort, bone fractures were reported, Serjous, including tatal adverse events have been reported mchuding
saptic shack, lymphomn, lsukasmia, melanoms, Merkel cell carcinoma®, b lenic T-coll lymphoma®, leukopenia, thrombo.
cylopaenia, pancytopaenia, aplastic anaemia, sarious systemic hypersensitivity reactions (inchiding anaphylactic reaction], skin

Aol , vasculitis (sy , & idosis, d il g disorders, cong hnart failure, arrhythmia, ischasmic coronary
artery disease, thrombosis, narstitial lung disaase and lupus-like syndrome. *Observed with other TNF-hlocking agents. but not

Relerences
\. Keystone EC, et al. J Rhaumatol, 2016 Feb; 43(2); 258-306.

2 Kavanaugh A, et al. Aon Rhaum Dis. 2014 Sep.7310):1689-04

3. Deodhar A &t al. Ann Rheurn Dis. 2015 Apr74(4):757-81
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+ Proven efficacy in clinical trials vs. placebo' INDICATION
. g 5 . OTEZLA, alone or in combination with
# Favourable safety profile with no increased risk Disease Modifying Antirheumnatic Drugs
of malignancy. serious infection. or tuberculosis (DMARDS), is indicated for the treatment of
vs. placebo, demanstrated in clinical trials"? active psoriatic arthritis (PsA) in adult

patients who have had an inadequate
response or who have been intolerant to a

“ No requirement for tuberculosis prescreening prior DMARD therapy.'
or any ongoing laboratory monitoring™?

# QOral dosing’

- e ~ Otezia”

(apremilast) faviets

Marketing mlhnnsamn helder: Celgens
Park, Unbridge, UB11 108,
2015. Approval code:

Adverse events should be reported.
Reporting forms and information can be
found at www.yellowcard. mhra.gov.uk
Adverse events should also be reported to
Celgene Drug Safety Tel: 0808 238 9908;
Fax: 0844 801 0468

References:
1. OTEZLA Su

Date of Prepa:alion Febnu



ISR Autumn 2015
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Dr Michelle Trenkman, UCD Dr Richard Conway, UCD
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Prof Fergus Shanahan CUH Dr Sureth Rattan, Aarhus Univ. Denmark
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Brisiol-Myer

Prof David Kane Presenting Life Time Achievement Award to Dr Aubrey Bell Prof David Kane, Dr Gary Wright, Mrs Rose Bell & Dr Aubrey Bell
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CIMZIA® : making a difference...

to patients’ lives & leCI

(certolizumab pegol)

Rapid and sustained response from week 1in RA, PsA and AxSpA." &34

Rheumatoid Arthritis

Early rheumatoid arthritis: Cimzia®, in combination with Rheumatoid arthritis: Cimzia®, in combination with methotrexate
methotrexate (MTX), is indicated for the treatment of severe (MTX), is indicated for the treatment of moderate to severe, acti

active and progressive RA in adults not previously treated with rheumat

arthritis (RA) in adult patients when the response
MTX or other DMARDs to disease-modifying antirheumatic drugs (DMARDs) including

methotrexate, has been inadequate.
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- Hannah, 2 ———— = Katie, 51 years old, NUrse*
_____ onnah, 25 years old, Policewoman* ~ )
Psoriatic arthritis: Cimzia®, in combination with MTX, is indicated Axial spondyloarthritis: Cimzia®, is indicated for the
for the treatment of active psoriatic arthritis in adults when the treatment of adult patients with severe active axial
response to previous DMARD therapy has been inadequate. spondyloarthritis.'
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- Lucy, 36 years oid Cafe Worker* - Matt, 35 years old, PE Teacher* 5

8

*Patient profiles and quotes are for illustration purposes only. :

r";; |nsp”-ed by patients Marketing Authorisation Holder: UCE P

Further information is availabie from: 'JLP
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Email: medi formationukE
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Further information is available in the Cimzia SmPC.
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ISR Autumn 2015

Prof David Kane making Presentation to Dr Gary Wright

on his retirement from board of ISR

T

Dr Eamon Molloy SVUH & Dr Shawn Chavrimatoo

Dr Philip Gardiner & Dr Darragh Foley-Nolan
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Dr Andrew Kerins, Professor David Kane & Dr Adrian Pendleton

Dr Alex McGregor, Prof Gaye Cunnane, Dr Carmel Silke




TAPENTADOL

FPALE>XIA SR

A KEYRE®)
CHRONIC PAIN

@

FOR SEVERE
CHRONIC PAIN

PALEXIA® SR Tablets are indicated for the
relef of severe chronic pain in adulfts,
which can be adequately managed only with
opioid analgesics.'

GRUNENTHAL
e

PALEXIA SR® PROLONGED RELEASE TABLETS PRESCRIBING INFORMATION
| C PRESENTATION
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ISR Autumn 2015

Dr Rachel Cole & Dr Miriam O'Sullivan Prof Gerd Burmester, Berlin

Dr Eamon Molloy & Dr Sandy Fraser Incoming President of ISR

& o

Dr Fahd A M Ashraf receiving his Poster Prize Prof David Kane presenting Poster Prize to Dr Agnes Sventpetery
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ISR Autumn 2015

Dr Xenofon Baraliakos

Artheitls Ireland

Prof Doug Veale presenting cheque

to John Church CEO of Arthritis Ireland G 0 B i L QL) [

Dr Sandy Fraser incoming President ISR and Dr John Carey NUIG.

Dr Roger Stewart Receiving his Oral Prtize Eva Mc Cabe Reciving Bernard Connor Medal fro Prof David Kane
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Over
million
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ABBREVIATED PRESCRIBING INFORMATION
Enbrel”

use nlﬁ'
nbrel Ifer orts hi

22, Legal Category: 514 Holder T Sa
For full prescribing mformatm see the Surrm'l.\rg,I of Pmdun (haractenstxs. For further lnformatmn on this
medmn! please contact: Pfizer Med ELM 0
zer Heatthe

API Refmn(! Number:

t Across all indicat
Re‘lerences, 1.5

Date of preparatio



IN DMARD-IR AND TNF-IR RA PATIENTS,
WHEN COMBINATION WITH MTX IS NOT AN OPTION...

ABRIDGED PRESCRIBING INFORMATION (Fer full prescribing information, refer to the Summary of Product Char istics [SmPC]). RoA * b} 20mg/ml C fer Solution for Infusion (ReActemra V) and
RnAcnmre 162mg zolution for lnpcnen in pre-filled syrlngt (RoActomra SC). Indications: ABRIDGED PRESCRIBING INFORMATION (For full prescribing information, refer to the Summary of Product Characteristics [SmPC]).
k) 20mg/ml C ate for Solution for Infusion (RoA V) and RoA a* 162mg solution for injection in pre-filled syringe (RoActemra SC). Indications: RoActemra 5C: In combination with

me’t"-ozraxa‘s (MTX), for the treatment of adult patients with moderate to severe active rheumatoid arthritis (RA) who have had an inadequate response or intolerance to one or more disease-modifying anti-rheumatic drugs (DMARDs) or tumeur
necrosis factor (TNF) antagonists. RoActemra IV: In combination with MTX for the treatment of (i) severe, active and progressive RA in adults not previously treated with MTX, {ii) adult patients with moderate to zevere active RA who have had
an i response or intolerance to one or more DMARDs or TNF antagonists, (i) active systemic juvenile idiopathic arthritis (zJIA) in patuellt: = 2 year: of age, who responded inadequately to previous therapy with NSAIDs and systemic
corticosteroids, (jil) juven |{:|opath-c polyarthritia (pJIA) (rheumatoid factor positive or negative and extended oligoarthritiz) in par ents = 2 years of age, who responded inadequately to previous therapy with MTX, RoActemra IV/SC can be
given as apy in case of # to MTX or where continued treatment with MTX is inappropriate for all indi temra V/ 5C has been shown to reduce the rate of progres: ured by X-ray and
to improve physical function when given in combination with MTX for the treatmaent of adult RA patients. Dosage & Administration: Treatment should be initiated by HCPs experienced in the diagnosis and treatment of RA, =JIA or pJiA and
all patients should be given the Patient Alert Card. RA: RoActernra IV: 8mg/kg diluted to a final volume of 100ml, given once every 4 weeks by IV infusion over 1 hour. For patients >100kg, doses >800mg per infusion are not recommended
Mo data on doses above 1 RoActemra 5C: 162mg once every week, imespactive of weight. Patients may self-inject after training. Rotate injection site frequently. sJIA (ReActemra IV only): Patients <2 years of age - no data. Patients
yoars, Bmg/kg diluted to final volume of 100mi for patients = 30kg or 12mg/kg diluted to final volume of SOmi for patients < 30kg once every 2 waeks by IV infusion over 1 hour. Clinical improvement generally seen within 6 weeks of starting
RodActemra; reconsider continued therapy if no improvemaent. pJIA (RoActemra IV only): Patients <2 years of age - no data. Patients =2 years of age, 8mg/kg diluted to final volume of 100mil for patients = 30 kg or 10 mg/kg diluted to final
valume of S0ml for patients <30kg ance every 4 weeks by IV infusion aver 1 hour, Clinical improvement generally seen within 12 wasks of starting RaActamra; reconsicler continuad therapy if ne impravement. For pJlA/sJIA: check patient's
waight at each visit. Dose adjustments: For raised liver enzymes, modify concomitant DMARDs if appropriate, reduce or interrupt dose of RoActemra; for low absolute neutrophil count (ANC) o low platelet count reduce or interrupt RoActamra
In some instances discontinue RoActemra (see SmPC), Special Populations: No data available for RoActemra SC in patients <18 years of age. Clozely moniter renal function i n pationts w.:h moderate to severs renal impairment. No data in
pationts with hepatic impairmant, No dose adjustments in patients >65 years. Contraindications: Hypersensitivity to any component of the product; active, zevere infi Cases of serious infections
fatal) have been reported; interrupt therapy with recurring/chronic infactions, or other underlying canditions (e .9 diverticulitis, diabe ase] which predisposes to i
and parents/guardians of sJIA and pJIA patient vrou'd contact their HCP when symptems suggestive of infection appear. Screen for latent TB and treat if required prier to o seek medical attention if
suggestive of TB oceur during or after ment. Viral tion (0.g. hepatitis B) reported with biclogic therapies. Caution in patients with a history of intestinal ulceration or diverticulitis, Serious hypersensitivity reactior
anaphylaxizs, reported and may be more severe and potentially fatal in patients who have experienced F_fpw:o reac'nan' during previo atment even if they have received premedication with sten o anti-
anaphylactic reaction or other serious hypersensitivity/serious infusion related reaction occurs, p thy dis. » RoActernra. Use with caution in patients with active hepatic dizease/impairment. Not recommended in patients with
baseline ALT or AST > 5 x ULN; caution in patients with ALT or AST > 1.5 x ULN {zee SmPC). Risk of noutropm... may increase in patients previously treated with TNF antagonist. Continued therapy not recommuended in patients with ANC <
0.5 x 1091 or platelet count < 50 x 103/l. Do not initiate Q:A:lomrz atment were ANC is below 2 x 109/1. Caution in patients with low platelet ¢ it and pJIA patients acc g to SmPC.
Elovations in lipid parameters seen; if elevated, follow local guidelines. Be vigilant for symptoms of new-on: al demyelinating dizorders Imrr-.unamndul.a:ary nedicings may increase malignancy risk in RA patients. Live and live attenuated
vaccing uld net be given concurrently (see SmPC). Mot recommanded for use with logical agents rophage activation syndrome (MAS) fe-threatening dizorder, may develop in 2JIA patients - RoActemra not studied
in patients during an active MAS episode. Trade name should be ciea-ly recorded in patient file to improve traceability of biclogical medicines. Drug Int m:lum_. Studies only performed in adults. Monitor patients taking medicines individually
adjusted and metabolized via CYP450 344, 1A2 or 2CF when starting/stopping RoActemra, as dozes may need to be increased to maintain therapeutic effect. Effects of toclizumab on CYPAS0 enzyme activity may persist for saveral weeks
after stopping therapy {refer to SmPC for further details on cytochrome CYP450 and other drug interactiona). Fertility, Pngnan:y & Lactation: Women should use contraception cur"\g and up to 3 months after treatment. No adequate data
from use in pregnant women. Animal study showed increased nisk of spontanecus abortion/embryo-foetal death at high dose. RoActermra should not be used during pregnancy unless clearly necessary. No lactation data in humans. A decision
on whether to continue/discontinue breastf g or RoActemra therapy should be made taking into account the relative benefits to the child and mother. Refer to SmPC. Effects on ability to drive and ute machines: Rolctemra has minor
influence on the ability to drive and use machines (dizziness). Und sirable Effects: Prescribers should consult SmPC for full details of ADRs. RoActemra IV: RA: ADRs occurring in RoActemra trials: Very Commen (> 1/10): upper respiratory
tract infections, hypercholesterclaemia. Common (=1/100 - cellulitiz, pneumonia, oral herpes simplex, herpes zoster, abdominal pain, mouth ulceration, gastritis, rash, pruritus, urticaria, headache, dizziness, hepatic transaminases
increased, weight increased, total bilirubin increased, hypertension, leucopenia, neutropenia, peripheral cedema, hypersensitivity reactions, conjunctivitis, cough and dyspnoea. wJlA&: ADRs were similar to those seen in RA patients. Serious
infections of varicella and otitis media reported (in addition to infections for RA). Hypersen y reactions reg g treatment discontinuation occurred in <1% of patients. Other events occurring within 24 hours of infusion [18% of patients)
included rash, urticaria {considered serious), diarrhoea, epigastric discomfort, arthralgia and headache. Decreased IgG levels during therapy. pJlA: ADRs were similar to those seen in RA and sJIA patients. Na:op}-aryng-..., headache, nausea,
and decreased neutrophil count more frequently reported in the pJIA population. The incidence of infections leading to dose interruptions was numerically higher in patients weighing <30 kg, the rate of serious infections was also higher in
these patients. 20.2% experienced an infusion reaction within 24 hours of infusion. RoActemra 5C: safety and immunogenicity was consistent with the known safety profile of IV, Injection site reactions (including erythema, pruritus, pain
and haematoma) were mild to mederate in severity. Serious or Potentially Serious: sericus infections, active tuberculosis, invasive pulmonary infections, interstitial lung disease (including pneumanitis and pulmaonary fibrosis), Gl perf
{as complications of diverticulitis), serious }-,rpe'—,en:-t vity 'eactlo'\', Stevens-Johnsen syndrome. See aﬂ"pc section 4.8 for instructions en the reporting of Suspected Adverse Reactions. Legal Category: Subject to medical prescrip!
may not be renewed [A) & Mark isation Numbers: 80mg of tocilizumab in 4mi {20mg/ml) pack of 1 (EU/1/08/492/001); 200mg of tocilizumab in 10ml (20mg/mi) pack of 1 (EU/1/08/492/003); 400mg of tocilizumab
i} pack of 1 (EU/1/08/492/005); 1 62mg tocilizumab solution for injection (in 0.9ml) in pre-filled syringe (EU/1/08/492/007). Marketing Authorisation Holder: Roche Registration Limited, & Falcon Way, Shire Park, Welwyn Garden
City, AL7 1TW, United Kingdom. RoActemea 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) 4630791, Date
of Preparation: March 2015. Reference: 1. Nisar MK et al. The rols of toci herapy in the management of rheumatoid arthritis: a review. Int. J. Clin. Rheumatol. (2012) 7(1): 9-19. Date of item: February 2016, IE/RACTE/0216/0001
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