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

—* ROACTEMRA

tocilizumab

RoACTEMRA, in combination with methotrexate (MTX), is indicated for the treatment of moderate to severe active rheumatoid arthritis (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. In these patients, ROACTEMRA can be given as monotherapy

in case of intolerance to MTX or where continued 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 methotrexate.?

PRESCRIBING INF (For full prescribing inf ion, refer to the of Product Ch [SmPC]L. RoA * (Toeili b} 20mg/ml € for Solution for Infusion
Indications: (i) | binati ith h {MTX], for the treatment of aduh patients mth moderate to severs aﬂnr: rhuumabwd arthritis (RA) who have had an inadequate response or intolerance to ane or more DMARDs or TNF In these pati Rad
; in case of intol to MTX or where iy MTX 8 inspprop hown ta rechsce the rate of progression of joint damage as measured by X.ray and to improve physical Function when given in combination
. (i) As ith, (i fintol to MTX or whene with MTX is i } ot in combination with MTX. for the of active systemic juvenile idiopathic arthritis (sJ14) in patients = 2 years.of age, who have responded inadecpately
to previous tharapy with NSAIDs and systemi conticastersids. (i) in corribination with MTX, for the of juvenile idiopathi it (rh id factor positive o negative and extended oligoarthiitis) in patients » 2 years of age, who have responded inadequately
to previous therapy with MTX. In these patients RoActemra can be given as monotherapy in case of intolerance to MTX or where continued with MTX is inapp . Dosage and A ion: Treatment should be initiated by healthcare professionals expenenced
in the diagnosss and treatment of RA, JIA or pJIA and all patient should be given the Patient Alort Card. RA Patisots; Recommended porology is 8ma/kg diuted to a final volume of 100, given once every 4 weeks by iv inhusion aver 1 hous. For patients weighing > 100kg,
doses > B00mg per infusion are not recommended, No data on doses above 1 Zg Dose adj : Dose or in some cases of R ded in the event of raised fiver enzymas, low absolute nevtrophil count (ANC) or low
platelet count [m SmPC for details). In patients not p treated with R , initiation not ded d\palnms ‘with an ANC below 2 x 1091, Closely monitor renal fwu:uon in patients with moderate to severe renal impairment as RoActemnra has not been studied
i these patients. No data in patients with hepatic impairment. sJIA Patients: No data in patients < 2 years of age. Posology: In patients 2 years of age - Bmg/ky diluted to 4 final volume of 100m! for patients > 30kg or 12mg/kg difuted to a final valume of S0mi for patients <
30kg once every 2 weeks by iv infusion over 1 hour Ched& patient lwmghl at each wul mfﬁ 12 SmPC. In the event of msed liver enzymes, low ANC or low platelet count, discontinue RoA dose or modiy/! MTX and other medicaticns where
appropriate - see SmPC for details. Reduction of R dose due to & died in sJIA patients, Clinical improvement is generally seen wnhw\&wulcsofmmng RoActemra; reconsider continued tlunpy if ho Improvement is seen in this timeframe.
pAA Patients: No data in patients < 2 years of age. Fosology: In patients >2 years of age - 8mg/kg diluted to a final volume of 100l for patuents =30 Eg or 1U ma/kg diluted to a final velume of Sﬁmf !or pal'aru! < 30kg once every 4 weeks by iv infusion over 1 hour. Check
[patient’s weight at each visit - refer to SmPC. In the event of raised liver enzymes, low ANC or low platelet count, MTX and other where mSmPC lurdumh Reduction of RaActemsa
dose due tolaboratory abnormalities not studied in pJIA patients. Clinical improvemant is gercaly sean vt T2 whaks of starting Rod ol J therapy i no is seen in this timeframe. C: feigtin
of the product; active. severs infections. and P Serious imes fatal) infections reported in patients receiving immunosuppressiva agents including RoActemea, Do not initiate in patients with active infection. If serious infection develops intermpt Ihermy
wntil infection contralled. Caution in p-:wnumd— history of d infecti or ather unds leg. i litis, diabetes and interstitial lung dizease] which may predispose patients to infection. Vigilance for the timely detection of serious infection
recommended. Advise all patients and parents/guardians of sJIA and pJlA oauﬂm to contact I'wr it i i di when sym ive of an infection appear. Screen for [atent TB prior to starting therapy. Treat latent TB with standard anti-
mycobacterial therapy before i wun.wng RoActemra. Risk of false negative tut skin and i g T8 blood test results, especially i in severely |Il.ﬁmmunncvmpmrruwd patients. Advise patients to seek medical attention if signfsymptoms {e.g. persistent cu:gh
wgweight loas, low grade fever) of TB infection accur during or after with Rl , Virad .g- hepatitis B) reported with biclogic thevapies for RA. Patients screening positive for Mmm n:lur.ipr.l from :ﬁ:‘aitnah ts of diverti
perforations as ications of diverticulitis reported e with in RA patients, Exercise caution in patients with a history of intestinal ulceration or diverticulitis. Evaluate patients with of comp d litis promptly. Serious hypersensitivity
reactions reported - may be more severe and potentially fatal in patients who have experienced hypersenaitivity reactions during previous infusions even if they have received pmmr:ic.n\mn with steroids and snti-he i h should be avaiable for
immediate use in the event of an anaphylactic reaction with RoActemra, If an anaphylactic reaction or other serious hypersensitivity/secious infusion related reaction occurs, stop istration of RoActemia i chately and dlscoﬂbnm lherapy permanently. Use with caution in
jpatients with active hepatic disease or hepatic impairment. Not recommended in patients with basefine ALT or AST > 5 x ULN; use with caution in patients with ALT or AST = 1.5 x ULN, Monitar ALT and AST levels for RA sJlA and pJIA patients according to SmPC - other lver
hmmon tests including bilinsbin should be considered where indicated. If raised, follow dosage recommendations in SmPC for RA, sJIA and pJiA patients. Risk of neulrbpeml may be increased in patients previously treated with a TNF antagonist. Continued therapy not
recommended in patients who develop an ANC < 0.5x 10Y] or platelet count < 50 x 10%j. In patients not previously treated with RoA initiaticn not d where ANC is below 2 x 101, Caution in patients with low platelet count; menitar neuwohllsmdplmleu
in RA, sJUA and pJIA patients sccording to SmPC. If reduced, follow dosage recommendiations in SmPC for RA, sJIA and RJIA patients, Elevations in liid parametars seen - refer to SmPC. Assess lipid parameters according to SmPC if slevated; manage patients according to
local gu-de-hm for hvpsrllp-daemu Potenlull for central dem,ahmnon wnh RoActemnra currently unknown; physicians should be vigilant for symptoms of new onset disease, I di may increase malig risk in RA patiants. Do not give lve and live
4 vaccines by with a3 safety not - refer to SmPC for further details on immunisations. RA patients should have CV risk factors managed as part of wsual standard of care. Mot recommended for use with other biclogical agents.
Macrophage activation syndrome [MAS) is a serious hf&ﬂvnmmng drscudef that may develop in s panams RoActemra has not been studied in patients during an active MAS episode. Advise patients experiencing dizziness not to drive or use machines until dizziness
resolved, Praduct contains 26 55mg sodium per 1200mg. Dru stuches only 3 in adults, In RA patients, levels of simvastatin (CYP3A4) were decreased by 57% one week following a single dose of tociizumab to levels similar toor hely higher
than thoss obsarved in healthy subjects. Monitar patients I:lung ficines which are individually adjusted and metabolsed via CYPA50 304, 1A2 or 209 when starting or stopping RoActemea, as doses may need to be increased o maintain therapeutic efiect, The effect of
tocilizumab on CYPAS0 enzyme activity may persist for several weeks after stopping therapy. Refer to SmPC for further details on the effects of RoActernma on cytachrome CYP450 and drug interactions generally. Fertility, Pregnancy and Lactation: Women d(hildbeying
jpotential should use effective contraception during and up to 3 months after treatment. Na ldequuh data (rum e in pmgnant mm Animal study showed an increased risk of spontanecus sbortion/embryo-foetal death at high dose. Ralicternra should not be used during
pregnancy unless dw‘w necessary. No lactation data in humans. A decision on whether to ding or R therapy should be made taking into account the relative benefits to the child and mother. Refer to SmPC. Effects on ability to drive
and use machi has minor infl the skt to drive and use machines (dizziness). Side Effects and Adverse Reactions: fA: Most ‘ mpmad Rs ing in » 5% patients troated with tocilzumabs monotherapy of with DMARDS) were upper
respiratory tract wvfucuom h and increased ALTs. ADRs occurring in patients with RA recering tocilizumab as bination with MTX or athar DMARDs in the clinical trial double-blind controlled periods: Very Commen
{= 1710} upper respiratory tract mfections and hwerthdulembumm Common (= moo < [-’IO.I cellulitis, preumania, oral herpes smplex, harpes zoster, abdorman Daln mauth ulceration, gastritis, rash, pruritus, urticaria, headache, dizziness, hepatic transaminases increased,
weght ncreased, total bairuban increased, | i oedema, | ity feactions, b and dy 2MA: In general, the ADRs were similar to those seen in RA patients. Infections ~ Sericus infections of varicella
and otitis media reported, in addition to |r|!emomfof RA. Infusion reactions — Hmmmuw remom requunng treatment db(onmubmwums in < 1% of patients. Other events occusring within 24 hours of infusion in 16% of patients inchsded, but were not limited 1o rash,
urticaria [considered serious), diarrhoea, fort, arthralgia and headache, IgG - 3 levels during therapy. Other — decreases in neutropisl and platelet counts, hepatic fipid increases and anti-tockzumab antibodies
observed. Serious or Potentially Serious serious infections, active tuberculosis, invasive pub anfectlom i Iung linchuding p iti v"‘ pulmonary fibrosis), g P ions (as c ions of i), sericws b y reactions.
i In general,the ADRs wero smilar to those seen n RA and sJIA pationts. Nasopharyngitis, headact d il count iy reported in the pJIA population and increased cholestero was fess f ith
umr]?- leA than RA. Infections = The i of infecti leading to dose |nr.nrr|.pbur|s was numnn:l"v ngher in patients wesghing <30 ltg, ﬂw rate uf serious infections was also higher in these patients. Infusion reactions - 20.2%
axpenienced an event within 24 hours of infusion. No dinically significant by i actions d with tocili b and requiring ware reported, Refer to SmPC for a compleu I-st-ng cF idum events Iorl?A
A sed A See SIPC section 4.8 for instuctions on the reporting of Suspected Achtaras Renctions. Legal Category: Product subject to medical prescription which may not be renowed (A). P and N
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WELCOME

Dear Colleagues and Friends

It is my great pleasure as President of ISR to welcome you to the 2014 ISR Spring Meeting in the Radisson Blu
Hotel in Athlone. I am honoured to wear this chain of office which has been worn with great distinction by
Rheumatologists of great renown over the past forty years. If you haven’t done so already I hope you will find
the time to complete the ISR members survey which will help the Society in understanding what you want from
the ISR in the future. I would also like to hear your opinions on some new developments the ISR plans over the
next two years.

On behalf of the ISR I would like to thank the Academic Organisers, Dr Killian O’'Rourke, Dr Chifan Cheuk, Dr
Ausuf Mohammad and Dr Sandra Busteed all from the Midlands Hospitals for their efforts in putting together such
an excellent programme.

I look forward to welcoming all of our speakers. Mr David Borton will update us on “Orthopaedic Foot Surgery”,
complemented by Mr Philip Grieve from Blackrock Clinic who will discuss Hand surgery advances. We welcome
back Professor David Isenberg who will undoubtedly give a stimulating lecture on SLE — origins & outcomes and
Mike Cummings from the British Medical Acupuncture Society (BMAS) will talk on the Evidence for acupuncture
for the treatment of knee osteoarthritis

The programme range is broad and interesting and I look forward to meeting the expert presenters some of
whom will be presenting at ISR for the first time.

I would especially like to thank our pharmaceutical industry colleagues for their continued support of this
meeting, and I would ask you to show your appreciation by visiting the stands.

We seem to be nearing the end of an extremely difficult period of severe cutbacks in the health services in Ireland
and now face into a future model of healthcare that has yet to be defined to any of us. At times like this the ISR
is more important than ever in representing our specialty and in making a strong case for appropriate funding
for our services and patients. I hope that we can work together on this and continue to grow our specialty. The
future of our specialty will depend on attracting high quality candidates to our training scheme and I hope to
develop innovations for undergraduates and NCHDs in order to raise the profile of Rheumatology as an
interesting and fulfilling career choice.

I hope that you all enjoy the meeting and I look forward to meeting with many of you in the course of the day.

Professor David Kane,
ISR President
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*Axial Spondyloarthritis

Ankylosing spondylitis

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

Axial spondyloarthritis without radiographic evidence of AS

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.’

Rheumatoid arthritis

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 rheumnatoid arthritis in aduits not previously treated with methotrexate.'

Full prescribing information is available upon request from AbbVie Limited, Block B, Liffey Valley Office Campus, Quarryvale, Co Dublin, Ireland. 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 SLE 4XE, UK.

Reference: 1. For more information on HUMIRA's licensed indications, please refer to Humira's Summary of Product Characteristics available on www.medicines.ie.

IREHUR130278
Date of Preparation: September 2013
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PROGRAMME ISR Spring Meeting

Friday 21st March 2014, Radisson Blu Hotel, Athlone

Thursday 20th March 2014

7.30p.m.

8.00p.m.

Friday 21st March 2014

09.30a.m.

Morning Session

9.55a.m.

10.00a.m.

11.00a.m.

12.00 p.m.

13.00p.m.

Afternoon Session

14.15p.m.

15.15p.m.

16.15p.m

16.30

Drinks Reception

Dinner

Registration
Coffee and Meeting the Industry

Opening Address
Prof David Kane, President ISR

Chairs: Dr Ausaf Mohammad and Dr Killian O Rourke

Mr David Borton
Consultant Orthopaedic Surgeon, Hermitage Medical Clinic, Dublin
Title: ‘Foot orthopaedic surgery’

Dr Harsha Gunawardena
Consultant Rheumatologist, North Bristol NHS Trust
Title: ‘The spectrum of myositis — clinical-serological syndromes’

Professor David Isenberg
ACR Diamond Jubilee Professor of Rheumatology, UCH London
Title: ‘SLE - Origins and Outcomes’

Lunch & Meeting the Industry

Chairs: Dr Chifan Cheuk and Dr Sandra Busteed

Mr Philip Grieve
Consultant Orthopaedic Surgeon, Blackrock Clinic, Dublin
Title: ‘An Update on Hand & Wrist Surgery’

Dr Mike Cummings

Medical Acupuncturist and Medical Director of the

British Medical Acupuncture Society (BMAS)

Title: ‘Evidence for acupuncture for the treatment of knee osteoarthritis’

Coffee Break & Meeting the Industry
Patricia Minnock

IRNF Proposal: Developing Clinical Nurse Specialists and
Advanced Nurse Practitioners Posts Together
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Simponi

golimumab

Help put everyday life back in their hands

Efficacy still going strong five years on

The GO studies
Five-year data confirm good persistence, sustained efficacy and predictable tolerability with Simponi in RA, AS and PsA™
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Academic Organisers
Dr Killian O’'Rouke

Dr Killian O'Rourke graduated from Queens
University Belfast in 1996 and subsequently
completed his MSc and MD in University
College Cork. He was awarded CCST in
Rheumatology and General Medicine in
2005 after completion of higher specialist
training in Bristol Royal Infirmary. He was appointed as Locum
Consultant Rheumatologist in Bristol Royal Infirmary in 2005,
before taking up a substantive position as Consultant
Rheumatologist and General Physician in Taunton and Somerset
NHS Trust in 2006. He was appointed as Consultant
Rheumatologist and General Physician at the Midlands Regional
Hospital, at Tullamore in 2009.

Dr Chifan Cheuk

Chifan is a graduate of Queens University y4J
Belfast, and has trained in the Belfast City
Hospital, The Royal Victoria Hospital and
Musgrave Park before accepting the SPR
rheumatology training in Ireland; she
completed the rheumatology and GIM
training in 2005. Chifan completed a
Masters in Sports and Exercise Medicine in UCC in 2003. Chifan
has a special interest in Western medicine acupuncture and is a
member of the British medical Acupuncture Society. Chifan
currently works as a consultant rheumatologist in the Bon
Secours Hospital, Tralee and in St Francis Hospital, Mullingar.

Dr Sandra Busteed
MD MRCPI

Dr. Sandra Busteed is a Consultant
Rheumatologist at St. Francis Hospital,
Mullingar. After graduating from University
College Cork, she completed initial training
in Cork University Hospital. She began her
specialist training in Cork and undertook
research in the Dept. of Medicine, leading to an MD. She
completed her specialist training in the Mersey Deanery, Liverpool
where she trained in University Hospital Aintree and the
Royal Liverpool University Hospital. Her areas of interest are
inflammatory arthritis and PMR.

Dr Ausaf Mohammad

Dr. Ausaf Mohammad qualified form
Pakistan in 1999, graduating with honours.
He completed the Irish SpR training in
Rheumatology and General Medicine in July :
2013. He completed MSc in Clinical
Research and Epidemiology form the |
National University of Ireland (NUI), Galway an

] Master
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University Canada in June 2012. He plans to submit MD to NUI
Galway on Arterial Calcification and Cardiovascular Disease in
Rheumatoid Arthritis. He commenced a permanent substantive
position as a full time Consultant Rheumatologist and General
physician in Midland Regional Hospital, at Tullamore as of July
2013. He has a keen interest in @ number of sports, particularly
cricket and Golf.

Speakers

Mr David Borton
Consultant Orthopaedic Surgeon -
Hermitage Medical Clinic

Specialities:
e Foot and Ankle Surgery
¢ Hip Replacements
¢ Knee Replacements/Reconstructions
Experience:
e BA, MB, B.CH, BAO Trinity College
e FRSCI November 1990
e M.Ch August 1995
e FRCS (Orth) 1995
e Foot and Ankle Fellowship — Brisbane, Australia 1996
¢ Knee and Joint Replacement Fellowship —
Sydney, Australia 1997
e Awarded EFFORT travelling fellowship 1996
Orthopaedic Associations:
e Member of Irish Orthopaedic Association
e Member of Irish Orthopaedic Foot and Ankle Society
e Member of American Orthopaedic Foot and Ankle Society
e Member of European Foot and Ankle Society

Dr Harsha Gunawardena
MRCP(UK), PhD

Practising at: Spire Bristol Hospital Qualified
from Bristol University, and then worked in
Bristol and Australia. Trained in
Rheumatology and General Medicine on the
Southwest training rotation.

Undertook a clinical research fellowship
under the mentorship of Professor Neil McHugh at the Royal
National Hospital of Rheumatic Diseases in Bath and was
subsequently awarded an Arthritis Research UK Research
Fellowship in Paediatric Rheumatology to research immunological
aspects of juvenile dermatomyositis with the UK Juvenile Myositis
Research Group. Dr Gunawardena’s PhD thesis was “Clinical and
serological study of adult and juvenile myositis”.

He continues to have a major academic interest in connective
tissue disease and myositis. He sits on the UK Myositis Network
Steering committee, scientific advisor to the UK Juvenile Myositis
Research Group, in addition to other UK connective tissue disease
study groups. He is widely published in major international
rheumatology journals, and has written several invited myositis
review articles. He has spoken at several international meetings
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Arthritis Ireland

Little Things make a Big Difference

WORKING
ON A CURE

You are cordially invited to this special lecture of

Prof. Gerry Wilson, Arthritis Ireland
Chair of Rheumatology

Discussion:

Plans for life-changing research
in rheumatology in Ireland

Rochestown Park Hotel, Douglas, Co. Cork « When I was diagnosed with arthritis the

Wednesday, 26th March 7:30pm outlook was bleak but Arthritis Ireland
e oy S supporting research today gives me hope
Admission is Free. Booking is Essential. for a brighter, pain-free future.”

Online: arthritisireland.ie Call: 1890 252 846 June Hendrick

LIVING WELL
WITH ARTHRITIS

Arthritis Self-Management Programme
Make it part of the prescription for
your patients

By complementing clinical treatment with
education and training, self-management
enables and empowers patients to live
happier and healthier lives and results in
major savings to the healthcare system.
By referring your arthritis patients
to our Living Well with Arthritis self-
management programme you will be helping
them discover how they can play an active

- role in the management of their condition.

T

Enabling patients to be more independent, knowledgeable
and ultimately healthier, and therefore less reliant

on health service support is a key objective of self-
management education tools.

Dr. Aine Carroll,

L]

For more information visit ArthritisIreland.ie
or please call Grainne on (01) 647 0201

St

arthritisireland.ie CHY no. 6297




including the American College of Rheumatology Annual
Congress (2010) and the European Science Foundation Myositis
Workshop (2011).

As a NHS Consultant He runs both General Rheumatology and
Autoimmune Connective Tissue Disease Clinics at North Bristol
NHS Trust. He also looks after patients with all forms of
inflammatory arthritis including rheumatoid arthritis, and is the
lead Consultant for Connective Tissue Disease and Vasculitis for
the Rheumatology Department, and is fully experienced in using
novel immunomodulatory treatments including biologic therapy
for these complex conditions.

Prof David Isenberg
MD, FRCP, FAMS

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 Hospltal (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".

Mr Philip Grieve
FRCSEd (Tr & Orth)

Consultant Orthopaedic Trauma & Hand and
Wrist Surgeon

Philip is a Consultant Orthopaedic Trauma
and Hand & Wrist Surgeon in Blackrock
Clinic in Dublin and with 3fivetwo
Healthcare in Belfast, Northern Ireland.
Whilst he is a Queen’s graduate originally,
he left Northern Ireland to obtain experience in New Zealand
prior to undergoing his Higher Surgical Training in Trauma &
Orthopaedic Surgery in London. Following a fellowship in Hand
and Wrist Surgery in London, a Poly-trauma fellowship in Adelaide
South Australia and an Orthopaedic & Trauma fellowship in New
Zealand he came to Dublin in 2011 to a temporary position at St
James’'s/AMNCH. He took the opportunity to embark on full-time
private practice at Blackrock Clinic knowing that he had a niche
interest in Orthopaedic Hand and Wrist surgery with an emphasis
on complex wrist surgery. He offers the most up-to-date
treatment options for hand and wrist complaints including wrist
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arthroscopy and small joint arthroscopy, minimally invasive
approaches to fracture fixation (e.g. percutaneous scaphoid
fixation) and endoscopic nerve releases to name but a few. His
fracture practice focuses on early mobilisation protocols and
maximising function. Philip is a dedicated and passionate person
who strives for excellence in all that he does. Whilst demanding
high standards he is down-to-earth and approachable in his
manner. He takes pride in his caring attitude and straightforward
style. He lives in Dublin with his (Kiwi) wife and three children.

Dr Mike Cummings

Mike Cummings qualified in medicine from
Leeds University in 1987 and joined the RAF
as the military equivalent of a GP. Much of
his experience there was in treating
sports/physical activity related injury and he
continues  to be interested in
musculoskeletal medicine. It was also in
the RAF that he began to use acupuncture, =
having taken a foundation course run by the
British Medical Acupuncture Society
(BMAS). Subsequently he taught on BMAS training courses,
becoming Director of Education for BMAS in 1997, and then
Medical Director in 2001.

He lectures and teaches in the UK and internationally, and has
been a member of the NICE Low Back Pain Guideline
Development Group, DH (England) Steering Group for the
Statutory Regulation of acupuncture, and DH (England)
Acupuncture Regulation Working Group, amongst others.

He has been a reviewer for acupuncture papers in numerous
journals including Annals of Internal Medicine and the BMJ, and
contributed to systematic reviews into acupuncture, as well as
being a Cochrane Reviewer. He was Editor of Acupuncture in
Medicine (Medline listed, published by the BMJ Group) for eight
years and has been Associate Editor since 2009. He is a Director
At Large of ICMART, the International Council of Medical
Acupuncture and Related Techniques.

ISR Board members

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 P
2002 and FRCPI in 2006. He has trained in @
rheumatology with Prof. Barry Bresnihan o

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
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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.

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 3
thesis titled "“Major Histocompatibility & 1
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 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
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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 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.

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 Miriam O’Sullivan
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Over 20 years
and 3 million
patient-years

collective
clinical
experience®™

Enbrel (etanercept)
Abbreviated Prescribing Information

Before prescribing Enbrel® please refer to full Summary of Product
Characteristics (SmPC), Presentation: Enbre! Pre-filed Syringe: Enbrel 25
mg and 50 mg solution for injection in pre-filed syringe. Each pre-filed

syringe contains either 25 mg or 50 mg etanercept. Enbrel Pre-filed Pen
(MYCLIC®): Enbrel 50 mg solution for injection in pre-filed pen. Each
pre-filed pen contains 50 mg etanercept. Enbrel Powder: Enbrel 25 mg
powder and solvent for solution for injection. Each vial contains 25 mg
etanercept and each pre-filed syringe contains 1 mil water for injections.
Enbrel Paediatric: Enbrel 10 mg powder and solvent for solution for
injection for paediatric use. Each vial contains 10 mg etanercept and each
pre-filed syringe contains 1 mi water for injections.

Uses: Adults: Moderale to severe aclive rheumatoid arthritis (RA),
in combination with methotrexate, when response fo disease-
modifying ant-rheumatic drugs DMARDs, induding methotrexate
{unless contraindicated), has been inadequate. Enbrel can be given
as monotherapy in the case of intolerance o methotrexate or when
continued treatment with methotrexate is inappropriate. Severe, aciive
and progressive RA without prior methotrexate treatment.

Enbrel alone or with methotrexate has been shown 1o reduce the rate of
progression of joint damage measured by X-ray and to improve physical
function, Patients with moderate to severe plaque psoriasis (PP) who failed
Io respond to, or who have a confraindication fo, or are intolerant fo other
systemic therapy including ciclosporing, methotrexate or PUVA. Active and
progressive psoriatic arthitis (PsA) when response to DMARDs has been
inadequate. Enbrel has been shown to improve physical function in PsA
patients, and to reduce the progression rate of peripheral joint damage as
measured by X-ray in patients with polyarticular symmetrical subtypes of
PsA. Severe active ankylosing spondyliis (AS} when response to
conventional therapy has been Inadequate. Children aged 2-17 years:
Juvenike idiopathic arthriis (JI4). Polyarthritis (rheumatoid factor positive or
negative) and extended oligoarthritis from the age of 2 years when
inadequate response to, or intolerant of methotrexate. Psoriatic arthiitis
from the age of 12 years when inadequate response 1o, or Intolerant of
methotrexate. Enihesitis-related arthriis from the age of 12 years when
inadequate response 1o, or intolerant of conventional therapy. Children
aged 6-17 years; Chronic severe psoriasis when inadequately controlled
by, or intolerant to, other systemic therapies or phototherapies: Dosage: By
subcutaneous injection. Adults: RA — 25 mg twice weekly or 50 mg once
weekly PP — 25 mg twice weekly or 50 mg once weekly for up to 24
weeks, or 50 mg twice weekly for up to 12 weeks followed by 25 mg
twice weekly or 50 mg once weekly for a further 12 weeks if needed.
Continuous therapy may be appropriate for some adult patients.
Discontinue if no response after 12 weeks, For re-treatment: 25 myg twice
weekly or 50 mg once weekly for up to 24 weeks AS and PsA - 25 mg
twice weekly or 50 mg once weekly. Children aged 2-17 years: JA- 0.4
mg/kg (maximum per dose 25 mg) twice weekly with an interval of 3 - 4
days or 0.8 mgkg (maximum per dose 50 mg) once weekly.

Discontinuation of freatment should be considered in patients who show
na response after 4 months. Children aged 6-17 years: Piaque psoriasis
in children aged 6-17 years — 0.8 mg/kg (maximum per dose 50 mg)
once weekly for up to 24 weeks. Discontinue if no response after 12
weeks, For re-treatment; 0.8 mg/kg (maximum per dose 50 mg) once
weekly for up to 24 weeks. Contra-indications: Hypersensitivity to any of
the ingredeents, sepsis or risk of sepsis, active infections. Warmings and
Precautions: Enbrel should be initiated and supenvised by spedialist
physicians experienced in the diagnosis and treatment of RA, JIA, PsA,

* Enbrel is the only fully human soluble .
tumour necrosis factor (TNF) receptor '2545¢
+ It works differently than MAB'S '

* Enbrel is not associated with the
production of neulraliaing MIhndlm

in humans

AS, PP or Paedialric PP, Patients treated with Enbrel should be given the
Patient Alert Card, Use carefully in patients precisposed to, or with history
of infection due to underlying diseases ofher than RA (e.g. advanced or
poorty controlled diabetes) or with history of blood dyscrasias, pre-existing
or predispostion to demyelinating disease or congestive heart faiure.
Cases of active tuberculosis have been reported, therefore all patients
should be evaluated for both active and inactive TB prior to being treated
with Enbrel. If acive TB is dagnosed, Enbrel should not be initiated.
Caution should be used when administering Enbrel to patients identified as
carriers of hepatiis B virus and there have been reports of worsening
hepatitis C in patients receiving Enbrel. Use with caution in patients with a
history of hepatitis C. Whether freatment with Enbrel might influence the
development and course of active and/or chronic infections is unknown.
Concurrent administration of Enbrel and anakinra has been associated
with increased risk of serious infections and neutropenia, and is therefore
not recommended. In dlinical studies, concument administration of
abatacept and Enbrel resuited in increased incidences of serious adverse
events, and is therefore not recommended. Use caution when considering
combination therapy with DMARDs other than methotrexale, Reports of
various malignancies have been received in the post-marketing period,
therefore with cument knowledge, a possible risk for the development of
lymphomas, leukaemia or other haematopoietic or solid malignancies in
patients freated with a TNF-antagonist cannot be exduded. Malignancies,
some fatal, have been reported among children, adolescents and young
adutts (up fo 22 years of age) treated with TNF-antagonists (initiation of
therapy < 18 years of age) in the postmarketing setting. Melanoma and
non-melanoma skin cancer (NMSC) have been reported in patients
freated with TNF-antagonists; induding Enbrel. Post-marketing cases of
Merkel cell cardnoma have been reported very infrequently in patients
treated with Enbrel. Periodic skin examination is recommended for al
patients, parficularly those with risk factors for skin cancer. Enbrel has not
been studied in combination with other systemic therapies or phototherapy
for the treatment of psoriasis. Monitor closely if patient develops new
infection cluring treatment. Discontinue treatment if sericus infection or
allergic reaction develops or if blood dyscrasias are confirmed. Caution
should be used in patients who have moderate to severe alcoholic
hepatitis and Enbrel should not be used in patients for the treatment of
alcoholic hepattis. Discontinue temporarlly if significantly exposed to
varicella virus. Live vaccines should not be given concurrently with Enbrel,
Paedialiic patients should have received all vaccines recommended in
current immunization guidelines prior 1o starting Enbrel. Treatment with
Enbre! may result in the formation of autoantibodies. Enbrel is not
recommended for use in patients with Wegener's granulomatosis There
have been reports of hypoglycaemia in Enbrel patients receiving
medcation for diabetes, necessifating a reduction in antidiabetic
medcation in some of these pafients, There have been reporis of
Inflammatory Bowel Disease (IBD) and uveitis in JIA patients being treated
with Enbrel. Caution should be exercised when treating the eldery and
with particular attention to occurence of infections. Pregnancy
Lactation: Enbrel is not recommended in pregnant or breastfeeding
women, Undesirable Effects: Adults: The most commonly reported
aiverse reactions are Injection site reactions, infections, allergic reactions;
development of autoantibodies, itching, and fever. See SmPC for less
tiu_?emmorlg.r reported side lﬁ,:geds TNFanﬁtgmgmets, such éi:{ Enbrel, affect

immune system and their use may a body's defences against
infection and cancer. Serious mfedmnnr%affecifmirlan 1in 100paat|g";nts
freated with Enbrel. Reporis have incuded fatal and life threatening
infections and sepsis. Various malignancies have also been reported with
use of Enbrel, including cancers of the breast, lung, skin and lymphatic
system (lymphoma). Serious infections and other adverse events such as
uncommon reports af: thrombocylopaenia, systemic vasculitis, uveitis and

= The half-life of anti-TNF agents
should be taken into account if
a treatment break is required

* Registry data and Cochrane
Review data support

scleritis, interstitial lung disease, rare reports of tuberculosis, opportunistic
infections, anaemia, leucopaenia, neutropaenia, pancytopenia, seizures,
worsening of heart fallure, autoimmune hepatiis Steven Johnson's
syndrome and very rare reports of : anaphylaxis, toxic epidermal necrolysis
and aplastic anaemia have been reporied. Reactivation of hepatitis B (a
Iiver infection) has aiso been reported. Central and peripheral demyelinaling
events have been seen rarely and very rarely, respectively, with Enbrel use.
There have been rare reports of lupus; lupus-related conditions, and
vasculltis. Rate of new malignancies was similar to that expected for fhe
population studied. Fataliies associated with serious infections,
pancytopenia, aplastic anaemia and interstifial lung disease have also
been reported. Paediatrics: Generally as for adults, except the folowing
were more common: headaches, nausea, vomiting and abdominal pain.
In addition the following were reported as severe events: varicela,
ulcer, cesophagitis/gastritis, group A streptococeal septic shock, fype |
diabetes melitus and soft tissue and post operative wound Infection.
There have been post-marketing reports of IBD and uveitis in JIA patients,
Including cases indicating a positive re-challenge. Legal Category. POM.
Package Quantities: Enbrel Pre-filled Syringe: Each carton contains 4 pre-
filed syringes containing either 25 mg or 50 mg of Enbrel and 4 alcohol
swabs Enbrel Pre-filed Pen (MYCLIC): Each carton contains 4 pre-filed
pens containing 50 mg of Enbrel and 4 alcohol swabs. Enbrel Powder:
Each carton contains 4 vials of Enbrel 25 mg powder, 4 pre-filed syringes
of waler for injections, 4 needes, 4 vial adaptors and 8 alcohol swabs.
Enbrel Paediatric (10 mg): Each carton contains 4 vials of Enbrel 10 mg
powder, 4 prefiled syringes of water for injections, 4 needies, 4 vial
adaptors and 8 alcohol swabs.

European Marketing  Authorisation  Numbers: Enbre!  Pre-filed
Syinge 25 mg: EU/M/99/126/013 Entrel Pre-filed Syringe 50
mg: EUM/99/126/017 Enbrel Pre-filed Pen (MYCLIC) 50 mg

EU//99/126/020 Enbrel Powder 25 mg: EU/1/99/126/003 Enbrei
Paedatric 10 mg: EU/1/99126/022, S1B: Product subject to a
prescription which may be renewed. European Marketing Authorisation
Holder. Pfizer Limited, Ramsgate Road, Sandwich, Kent, CT13 9NJ,
UK. For full prescribing Information see the Summary of Product
Characteristics. For further information on this medicine please contact:
Pfizer Medical Information on 1800 363 633 or at EUMEDINFO@
phizercom. For queries regarding product availabilty please contact:
Pfizer Healthcare Ireland, Pfizer Building 9, Riverwalk, National Digital
Park, CrlyﬁeslBmesCamms Dublin 24 + 353 1 4676500. AP
gg%erm Number: EN 6_1. Date of Preseribing Information: December

References;
1. Enbrel Summary of Product Characteristics August 2013.
2. Remicade Summary of Product Characteristics. 3, Humira Summary of

& Product Characteristics. 4. Orencia Summary of Product Characteristics.

5. Mabthera Summary of Product Charactenistics. 6. Simponi Summary
of Product Characteristics. 7. Singh J et al. CMAJ:2009 DOI;10.1503.
8. Hetiand ML etal. Arthritis & Rheumatism. Vol 62, no 1, January 2010.
9. Data on Fle Pfizer Inc.10 Data on Fle Amgen
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Summary of Product Characteristics.
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working in Galway University and Merlin
Park Hospitals. She is participating in the
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the medical education and training office.

Dr Gary Wright

Dr Wright qualified from Queens University
in 1987 and was appointed Consultant
Rheumatologist at the Royal Victoria
Hospital and Musgrave Park Hospitals in
Belfast in 1998. He is an Honorary Clinical
lecturer at Queen’s University Belfast. He
trained in Rheumatology in Belfast and
spent a further year as Honorary Senior
Registrar in Nottingham with Professor Mike Doherty.

His Research interests include the genetics of osteoarthritis and
crystal disease, early diagnosis and treatment of inflammatory
arthritis and musculoskeletal ultrasound in rheumatic disorders.
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Connecting with patients

“l would like to change the perception of rheumatoid arthritis and
increase public awareness. It is associated with the elderly, but it
is a disease that can happen to anyone at any age. I'm grateful for
the therapies that are available now to help sufferers live their lives
as best they can.”

Alison, living with rheumatoid arthritis
UCB has a passionate, long-term commitment to hetp_\-_p:_aﬁenl;_s_.ﬁnﬂ fam;iies llvmg with severe
diseases lead normal, everyday lives.

Our ambition is to offer them innovative new medicines and ground-breaking solutions in two
main therapeutic areas: neurology and immunology. We foster cutting-edge scientific research
that is guided by patients’ needs.

Feb 2014 - UK/14MIS0013

r | Inspired by patients.

www.uch.com A4 Driven by science.
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For the symptomatic relief of’

Osteoarthritis® 30'60“19

once daily

etoricoxib

DEMONSTRATED POWERFUL PAIN RELIEF':

For the short-term treatment of’

90mg

Postoperative
Moderate
Dental Surgery

Rheumatoid
Arthritis

90mg

once daily .

Pain once daily,

maximum 3 days.

Ankylosing
Spondylitis

90mg

once daily

s 120mg

once daily,
maximum 8 days.

ARCOXIA® {etoricoxib) ABRIDGED PRODUCT INFORMATION Refer to Summary of Product Ch befora g. PRES-

., Oral C: QL Admi ion of ib 60 mg wath an OC g 36 meg athiny estra-

ENTATION Tablets: 30mg, 60 mg, 90 mg and 'IZI] mg tablets each containing 30mg, 60 mg, 90 mg or 120 mg of etoricoxab laspaclmalnp
INDICATIONS 5 ic ralief of id arthritis (RA), ankylasing dylitis (AS) and the pain and signs of
inflammation asw:laled with acute gouty arthritis. The short-1 of mod pain iated with dental surgery. Base
tha docision to prescribe a seloctiva COX-2 inhibitor on an assessment of the individual patient’s overall risks. DOSAGE AND ADMIN-
ISTRATION Take orally with or without food. Onset of action may be faster when administerad without food, and should ba cnnsldarad

diol [EE} and 0.5 to 1 mg nnralhmlmma for 21 days nrmased llw steady state AUC, ,, of EE by 37%. Adwinistrabion of storicoxb 120
my with the same OC, o Sap d by 12 hos d the steady state AUC, ,,, of EE by 50 to 60%. Consider this
increase in EE concentration whan selecting an oral runlm:apn\m for use with etoricoxib. An increase in EE exposure can increase
hainch of adverse iated with oral ¥ Hormone Repl: Therapy: 120 mg etoricoxib administered
with 0525 mg Premarm™ (Wyath} for 28 days increased the Tean steady state ﬂ.UC"_' of nnrnnnualad estrong (41%), al]uiln {76%)

when rapid refiel is needed. Dstecarthrtis: 30 mg once daily. In some patients with insufficient relief from an

dose of 60 mg once daily may increase efficacy. Aheamatoid arthritis: 90 mg once daily, Ankylosing spondylins: 80mg once daily. For
acute pain conditions, etoricoxib should be used only for the acute symptomatic period, Acute gouty arthritis: 120 mg once daily lim-
itad to a maximum of & days. Postoparative dental surgery pain: 90 mg once dady, imited to a maximum of 3 days. Some patients may
require additional pDSIDWeII\‘E analgesia. Each dnse above is the maximum recommended dose for each condition and should not
risks of etoricoxib may increase with dose and duration of axposure, use for the shortest duration
possible and use the lowest efactive daily dose. Re-evaluata periodically the patient’s need for symptomatic relief and response to
therapy, especially in ostecartheitis patients. Hepatic insufficiency: mild (Child-Pugh score 5-6): regardiess of indication, do not ex-
ceed a dose of 60 mg daily, moderate (Child-Pugh score 7-8): regardless of indication, do not exceed 30 mg once daily. Renal insuf-

and 17-B-estradiol (22%). Although the clinical significance s unknown, take mto ¢ d tha increase in
tion when selacting HRT as the increase in estrogen exposure might ncrease the risk of adverse events associated with HRT. Di-
gm’m Patients at hlgh risk of digoxin toxicity sllmlld be monitored for an increase |n digoxin C__ when etoricoxib and digoxin are
ith fact of b on drugs bolised e i5 an inhibiter of human sul-
lotransferase activity, particularly SLllhEl and Ims baan shown to increase the serum concentrations of athinyl estradiol, It may be
prudent to exercise care whan y with othar drugs primanly metabolised b'p human sulfotrans-
ferases (a.g. oral salb and minoxidil) Eﬂ‘acm! icaxih on drugs balised by CYP Based on m wiro studies,
atoricoxab is not expectad to inhibit cytochromes P450 (CYP) 1A2, 209, 2019, 206, 2E1 or 3A4. In a study in healthy subjects, daily ad-
ministration of etoricoxib 120 mg did not alter hepatic CYP3A4 activity as aswssad by ﬂ\e er\rthmm\rl:ln breath test. Effects of ather

figigncy: No dosage adjustment necessary for patients with creatinine clearance = 30 mUmin, CONTRAINDICATIONS History of hy- drugs on the pharmacokinetics of etoricoxib: The main mﬂmav of otori is dependent on CYP enzymes. CYP3A4
persensitivity to any component of this product. Active peptic ulceration or gastro-intestinal (G1) bleeding. Patients who have appears 1o ibarte ta the balism of b i viva, fe: a potent inhibitor of C'I'PSM- dosed at 400 mg onr_aadav
experianced bronchospasm, acute rhinitis, nasal polyps, angioneurotic ordema or urticaria or allergic type reactions aftar aspirin or for 11 days to hnahlr.l vulunlae(s did not havu any :Ilnlcall\r |mpunanl ellocton the single- dosa kinetics of 60 mg ator

NSAIDs including COX-2 inhibitors. Pregnancy and lactation. Severe hepatic dysfunction [serum albumin <25 gl or Child-Pugh score 143% increase in AUC). } fe and A of either oral de or topical mi le oral gel,
=10), Estimatad creatinine clearance <30 mi/min, Children and adobescents under 16 years of age. Inflammatory bowel dlseass Con- strong C\‘P&M inhibitors, with etoricoxib caused a sllgll increase in o o iby bul s not L to be clmically
gestive heart failure [N\"H-ﬂ 11V}, Pallanls wIIh h\fpar!ensmn whose blood pressure is persistently elevated abave and based on published data. Rifampicin: C af i with rif in, a potent inducer of CYP enzymes,
has not been ad bl haemic heart disease, parlphe(al arterial diseasa andfor dis- duced a 65% d ib plasma i dich may resultin of Amiacids
pase. mzcalmnus AND W.IRNNGS Gastro-intestinal effects Llpper Gl i forat ulcers or b ings), some Antar.:lds do not affact the pharmacokinetics of etoricoxib to a tllmcalhr relovant avtent. PREGNANCY AND LACTATION Pregnancy:

with fatal outcome have occurred in pationts taking etoricowb, Caution is advised in patients most at risk nfdewlonmg a Gl complica-
tion with NSAIDs; elderly, those on any other NSAID or aspirin concomitantly, or Ihusa with a prior hlmrr of Gl disease. There is a
further increase in the risk of 61 adverse effects (G or other Gl i when etoricoxib is taken together with as-
pirin leven at low doses). A significant difference in Gl safety betwean selective COX-2 inhibitors + acetysalicylic acid vs NSAIDs +
acatylsalicylic acid has not been demonstrated in long-tarm clinicel trials. Cardiovascufar Clinical trials suggest that the selective
COX-2 mhibitor class of drugs may be associated with a risk of thrombotic events {especially Ml and stroke), relative to placebo and

conra-| mdlcaled in the first, secnnd and third trimestars of pregnancy Lactation: contra-indicated. Fertiity: Use of etoricowb is not
| in women to conceive. SIDE EFFECTS The followang undesirable effects wera reported at an incidence

greater than placebo in clmical trials in patients with 0A, RA, AS or chronic low back pain treated with etoricoxib 30mg, B0mg or 30mg

up to the recommended dose for up to 12 weeks, in MEDAL Program studias for up to 3% years, in shart term acute pain studies for up

1o 7 days or in post-marketing experience: [Very commen (=1/10) Common {2 1/100 to <I/10) Uncomman (=1/1000 to <1/100] Ram

{ =1/10,000 to «1/1000) Very rare | <J'Hn .rml not known (cannot be estimated from the svaisble data)] Infections and infestations:

soma NSAIDs. As the cardiovascular risks of etoricoxb may increase with dose and duration of exposura, usa for the shortest dura- Commaon: alveofar osteitis Ur mberite upunr pi |nlucnon urlnar\rtract ||1Inc1lnn sfmm lmhmm
tion possible and use the lowest effactive daily dose. Re-evaluate panudll;alhi the patient’s need for relief and tem disorders: Uncomman: anagmia tpn iy { with g . Immune
to therapy, espacially in those with Patients with signdicant risk facters for cardiovascular events (e.g. hypertension, system disorder: U - hyp vity ** Rare: angioadama, anaphylactic/anaphylactoid including shm:k_ Metabo-
hyperlipidaemia, diabetes melktus, smullngi should only be lmulad with alnncm:i: ah,er caraful consideration, COX-2 salactive in- lism and mutrition disorders: Common: oedemalfluid retention L) appetite m:wasa or del:rease waight gan. Psychiatric
hibitors ara not a sub for ylic acid for prop of boembolic dissases because of their lack isorders: U - aniety, deprossion, mam.sl anuirv ih d, hall Rare Nemm‘wm
ul iplated allact Theraf: iplatelat th £ slmuld nat be di . Renal effects Consider monitoring renal function in disorder: Common: dizziness, head ia, insamnia, hesialt t

ith pee-oxisting signi by impaired renal function, uncompansated hnan fallurn nrt-rlhusls .'?md'mmnnm oadema and Ui blurred vision, Vit Elun‘ ilbmnﬂd‘u.wm m:mmnmn tinnitus, vertigo Cardiae disorders: Common: pal-
nywrfsﬂsluﬂ Exercise caution in patients with a history of cardiac failure, left arkh and st pitations, arrt ia U i heart failure, pacific ECG changes, angina pectoris,
ing oedema from any other reason, as fluid retention, oodema and h\fpnmnmn hm been obsarved in patiants taking etor: All ¥ dial - Vascalar Comrman: fyp U - flushing, lar accident®, transient is-
Nunslvrudalﬂnnmflammahr\r quslNSﬁIDs] fudi icaxib, can be d with tor ivi heart chaamic attack, crisis, litis. Respi thoracic and mediastinal disorders: Common: b b Uncom-
faikura. Take approp di son of ib where there is clinical evidence of deterioration in the mon: cough, dysp , opistaxis, Gastro-ir ! Verr commaon: abdominal pan Common: Consllpauon flalulenca gas-
condition of these patients. Etoricasib may be associated with more frequant and severe hypertension than some ather NSAIDs and tritis, hearth id reflux, diarrh d i fort, nausea, vomiting, t aral ulcer.l
selactive COX-2 inhibitors, particularly at high doses. Theref slmuld ba llad before with etori bdominal . bowel pattern change, dry mouth, gastroduodenal ulcer, peptic ulcers inchsding gastrointastinal
[see section 4.3) and special attention should be paid to bleod prassuro g during with etoricoxib, Blood pressure perforation and hleadmg, irritable bowel syndrome, pancreatitis, Hm!nhllwr .d'bnrlfa\rs. a'nrimn ALT i inc reased, AST increased.
should ba menitored within two waeks after initiation of and periodi iy th fter. If blood pressure rises significanty, Rara: hapatitis, hapatic failure, jaundice. Skin and tissue dis L} facial oadema,

consider altarnative treatment. Hepatic effects Elevations of ALT and/or ﬂST {3 times the upper Emit of normal] have been reported
in approximataly 1% of patients treated in trials with etoricoxib 30mg, 60 mg and 90 mg for up 1o one year. Monitor any patient with
symptoms /signs of liver dysfunction or in whom an abnommal liver function test has occurred. Discomtinue etoricoxib if signs of he-
patic insuffi y occur, of if i lver function tests (3 times the upper Emit of normal) are detected. General Take
appropriate measures and consider if during patiants deteri in any of the organ system functions
described above. Maintain appropriate medical SLIW\I'IS!OI’I wlmn Immnu the nlrlsll'f and palwms wnh renal, hepatic or cardiac
dysfunction with etoricoxh, Use caution when initiating with Rehydrate patients prior
to starting therapy wuh aloricoxib, Snﬂnus skin reactions, some of them fatal, including exfolative dormatitis, Stevens-Johnson

| and toxic epid i lysis have been reported very rarely, associated with the use of NSMDS .aml sume se|a|:InlE

pruritus, rash, amlwma nmcarla Rare: Stevans-Johnson synd, toxic epid ', Im!d drug eruption. Musceloskel-
etal and tissue U ||l|la|.|||u| kolatal Renal and urinary disor-
ders: inur ranal fail nwﬂitlmr\r nmmmmmmm.mm

fitions: Common: tigue, flu- Illw dlseasn : chest pam : biood urea nitragen in-
creased, creatine phosphok i uric acid i i, Rare: blood sodium decreased. The followang seri-

ous undesirable efiects have bean reported in mocmlunmﬂnhs use of NSAIDs and cannot be nded out for etoricoxib: nephrotox-
icity including i itial nephritis and naph fi . * Based on analyses of long-term placebo and active controlled clinical
triaks, salective COX-2 inhibitors have baen amclaledvmh an mcreased risk of senous thrombotic arterial avents, mcluding myocar-
dial infarction and stroke, The absolute risk for such avents is unlikely to excead I‘N par year based on enslmg data I:unl:ommun] i

fivity includes the terms “alergy”, “drug allergy”, “drug b NOS™,

COX-2 mhibitors. Discontinue at the first signs of skin rash, mucozal lasions or any other signs of y ¥p
reactions {anaphylaxis, anglnademai have bean raporlad Eroricoxi may mask fever. ‘Arcoxia lshlals comain Izl:lnsa dn not use in
patients with ¥ of gal I Lapp lactase deficiency or gl INTER-
ACTIONS Interactions h Ol anti 1 Exercise caution whnn :uadmlllmnng with warfarin aml other oral
anticoagulants. Closely monitor the prothrombin time INR when therapy with etoricoxdb is initiated or the dose changad in patients
receiving oral anticoagulants or similar agents, particularly in the first few days. Diurefics, ACE-inhibitors and Angiotensin Il Antago-
mists: NSAIDS may reduce the effect of duretics and antiypertensive drugs. In some patients with compromised renal function, the
co-administration of an ACE inhibitor or AllA and cyclo-oxygenase inhibitors may result in further deterioration of renal function in-

cluding possible acute renal failure, which is usually raversible. Administer calmouslv esnecmllv in Ihs elrlslhr Pahems should ba

hypalsensmnw reaction” and “nonspecific allergy”. PACKAGE QUANTITIES 30 mg and 60 m Tablats: pac*s of 28 tablets. 90 myg

Tablets: packs of 5 and 28 tablets, 120 mg Tablots: packs of 7 and 28 tablets. Legal Category: POM. Marketing Anthorisation numbers:

Tablets 30 mg PA 1286/7/1, Tablet 60 mg PA 1286/7/2, Tablet 90 mg PA 1286/7/3, Tablet 120 mg PA 12867/4. Marketing Authorisation

holder: Merck Sharp & Dohma Ireland {Human Health] Limited, Red Oak North, South County Business Park, Leopardstown, Dublin 18.

Date of revision: April 2013, & Merck Sharp and Dohme Ireland {Human Health] Limitad 2013. AN rights reserved. Further information

is available on requast from: MSD, Red Dak North, South County Business Park, Leopardstown, Dublin 18 or from www.medicines.ia.
of preparation; May 2013

1. Arcoxia SPC. a. Doses greater than those recommended for each indication have either not demonstrated additional

adequataly hydrated. Consider monitoring renal function at initiation of therapy and Aspirin: b can ba
usad concomuantly with aspirn at doses used for cardiovascular pmph\'iam {low dase aspinin), However, concomitant admlmslra
tion of low dose aspirin with etoricoxib may resull n an 4 rate of Gl ul or other licats 1o use of

ib alene. C of ib with dosas of asplnn ahove those for cardiovascular prophvyiaxis, or with
other NSAIDS is not fed, Cich i i monitr ranal function when etoricoxib and either ciclosparin or tacroli-
mus is used in {ph kinetic) The effect of etoricoxh on the pharmacokmetics of other drugs: Lithium:

the plasma concentration of ithlnm s mcmesad by NSAIDS, therefore monitor and adjust blood lithsm and lithium dosage if neces-

sary. Meth - adag g is dad for methotraxate-related toxicity when otoricaxib and meothotrexate are

efficacy or have not been studied. Due to cardiovascular risks, the shortest duration possible and the lowest effective dady dose of
ARCOXIA® should be used." b. The d dose for rihritis is 30 mg once daiy. An increased dose of 60 myg ance daily
may increase efficacy, The dose for ostecarthritis should not exceed B0 mg daily.

e MSD Red Oak North, South County Business Park, Leopardstown, Dublin 18 Ireland
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Updated NOF *
guidelines recommend
800-1000 IU of vitamin D
per day for adults =50 years *

FOSAVANCE® 70 mg/200 U Tablets (70 mq alendronic acid as sodium tiydrata and 70 micrograms (2800 U) colecalciterol

R

Iammcllnumol 0 mwl .4 mu

{vitamin D3) FOSAVANCE® 70 mg/5600 IU Tablets (70 mg ic acid as alend; sodium and 140 micrograms (5600 1U) th ‘Fr her dsord

colecalcifero! {vitamin 0,) ABRIDGED PRODUCT INFORMATION Refer 1o Snmnr u' Product h istics before p ihing. :heuldahoheeﬂwmlwmd before ﬂmm‘kmrm The conr&lufmmnﬂ
PRESENTATION FOSAVANCE® 70 mg/2800 1U Tablets Capsule-shaped, white to off-whil d with an outline of a bona image on ona D ﬂa‘il:lﬂ"."f In patients with these conditions, sarum calcium and symptoms of
sida, and T10° on tha other, 70 mg ic acid as sodium trify and 70 mi {2800 1U) celecalcifarcl . Dua to the positive effects of alandronate in increasing bone minaral, d
{vitamin D,). FOSAVANCE® 70 mg/5600 IuTahlws M«drlmd rectangle-shaped, white to off-white tabllets, marked with an outline of a bone i iall in patiants taking glucocorticoids in whom calcium absorption may b

on ong snln and ‘270" on the other, 70 mg acid as alond sodium trib and 140 {5600 (U} and.l'ullwpwnl:mmmm administored to patieats

colecalciferol {vitamin D,). USES Tr is in patients at risk of vitamin D insufficiency and for ‘Fosavance’
5600 for patients not receiving Vitamin D supplementation, Fosavance’ reduces the risk of vertabral and hip fractures. DOSAGE AND
ADMINISTRATION The recommended dose is one- tablet once weekly, Patients should be instructed that if they miss a dose of FOSAVANCE
they should take one tablet on the moming aftar they remember. They should not take two tablets on the same day hulshwld mmm Mw

of calcitriol {e.g. leukaemia, | Urine

malabsorption may not adoguataly llmrb vmmn D Empmnu Patients wiil rare haraditary problams of fructose intoleran galactose

intolerance, the Lapp lactase defici i | not take "Fosavance’.
k it:sl&d\rlhutlnnd. Il

Drugin at the mmﬁ d

one tablet once a week, as oniginally scheduled on their chosen day. Due ta the na!umo! the diseasa process in nrnﬂ dicinal products will inter ith Theral it at least 30 mi bend

ntended Inr long-term use. The npﬁmal durlnnn of b is has not been mbhs}md The need fm' bafore ukm any oﬂmr ou! mmiu:lnslpmducl Since NSAID use is associated wiﬂl gastrointestinal wmahuﬁ :lmn :huuld he und dumg
should be idically based an the benafits anﬂ potential risks of FOSAVANCE on an individual patient ﬂl""v' minaral oils, orlistat, and bile acid LY}

basis, particularly alter 5 or more years of use. Patients must be advised to follow the i ions balow: For adeg o of mpuu' i of vlawn D. idine and thiazides may increase the :mlum:m “of vitamin D. Additional vitamin €I

alendronate: Fosavance” must be taken with water only (not mineral water) at least 30 minutes before the first food, b ar madicingl y by idered on an indnidual basis, Usein preg and lactation: Fi is onky intended for use in postmenopausal

produst (including antacids, calcium supplemants and vitamins) of the day, Dther baveragas {including mineral water), food and soma
medicinal products are likely to reduce the ab ion of alend The following i should be followed exactly in order to
myinnise the risk of oesophageal irritation and related reactions: Swallow ‘Fosavance’ only upon arnising for the day with a full glass of water
{not less than 200 ml or 7 Loz} » Patients should only swallow FOSAVANCE whole. Patients should not crush or chew the tablet or allow the
tablat to dissolva in their mouths because of a potential for crophanyngeal ulceration. » Da not lie down until aftar the first food of the day » Do
nat lie down for at least 30 minutes after taking ‘Fnsauan:a . lla not take at bedtime or before rising for the day. Patients should receive
supplemantal calcium if intake from diet is nad, i ian with vitamin 0 should be considered on anlndmduai basis

women and therefors it should not b used during pregnancy or in breast-feeding women, Thers are no adequate data from the use of
“Fosavance’ in pragnant women. It is not known whether alendronate is excreted into human breast milk. Colecalciferol and some of its active
metabolites pass into breast milk. Fortility Thare are no data on fetal risk in humans. However, there is a theoretical risk of fatal harm,
predominantly skeletal, i a woman becomes pregnant after ing @ course of b h therapy. EFFECTS ON ABILITY TO DRIVE
AND USE MACHINES Certain adverse reactions that have beenteported with FOSAVANCE may affect some patients’ ability to drive or operate
machinery. Individual responses to FOSAVANCE may vary, SIDE EFFECTS Fraquenches are defined as: very comman (> 1/10), cammon (= 1/100
to < 1110, uncomman (= 111,000 to < 1100}, rare (= 1/10,000 to < 1/1,000), very rare {< 110,000}

taking inta account vitamen D intake from vitamins and dietary supplements. Equivalence of 28001U of vitamin D, weekly in F ' to daily

dosing of vitamin 0 400 U has not bean studied. Equivalence of intake of 8500 1U of vitamin D, waekly in FOSAVANCE o daily dosing of wllrmn fuvanume system disorders: Rara: hyparsensitivity reactions including urticaria and angioedema

D 800 U has not been swd-egmUsEM the elderly: No dosage adjustment is necessary. L:Ie in renal impaj No dose adj Fﬂ Motabolism #nd nutrition disords Bare: o Jeastia, ofsnin TR

necassary for patients whera is graatar than 35 ml/min. Alandronate is not recommended for patients with renal i where Gl =

i3 <25 i, 5o chilen s edor Nat dod CONTRAINDICATIONS Desophageal sbrormelies and cther lmmmm Nervoos system disorders: Common: hesdache, cizmess' Unsomman: dysgsusia!

delay cesophageal emptying, such as stricture or achalasia. Inability 1o stand or sit upright for at least 30 minutas. Eye disord Ui @y infl ites, scharitis, or episclarit:

alendronate or to any of the excipients. Hypacalcasmia. PRECAUTIONS Alendronate can cause local irritation of the upper gastro- mtas‘wk] Godk disond: kit

mucoss and potentially worsen any undu'l:!ng disease. Because there is 3 potential for worsening of the unded\m@ ﬁ:;.:sn caution should &MM"_“‘ s nw

be usad when alendronate is given 1o patients with active upper gastro-intestinal problems, such as | disease, i Lommon: wbdominal pain, ion, diarthoas, B ulcer,
qastritis, duodanitis, or wlcers, or with a racent history fwithin the pravious year) of gastro-intestinal disease such as paptic ulcer, or active ncid TILEAR, VOIVING, QASITREL,
gastro-intastinal blseding, of surgery of the upper gastro-intestinal tract other than pyloraplasty, In patiants with known Barratt's oesophagus, oesophagitis, oesaphageal erosions, melena’ Rare: it

prescribers should cnnsrdurthe Imnaflts and potential nsk\s of on an indn patiant basis. D hi | reactions L PUBs wcers, bleeding)

severe and requinng hospitalisation), such as ks h | ulcers and geal srosions, rarely followed by h 1| Skin and sub tissue disorders: Comman: alopeciat, pruritus’ Uncommon: rash, erythema Rare: mhwﬂh ynummotm severe

strictures, have been reportad in patiants racamng alendrnnm Phymcuans should ba alert to any signs or symptoms of & possible
oesophageal reaction, and panantﬁ should be i d to d 1 and seek madical attention if thay develop of

skin reactions including Stevens-Johnson synd and toxic

oesophageal irrtation such as dysph pain on pain, or new or worsening heartburn. The risk of severe
oesophageal adverse reactions appear 1o be greater in patients who fail 1o take alendronate properly andfor continue to take alendronate
after devaloping symptoms suggestive of cesophageal irritation. It is very important that the full dosing instructions are provided to, and

Very common: musculoskebatal (bone, muscle or joint) pain which i somatimes severe’
Cammeon: joint swelling' Azra: mnnn: rosis of the jaw®; stress fractures of the proximal femaoral
shaft® atypical subtroct dinphyseal femoral fractures {bisphosph class advarse
reactionf

disorders:

understood by the patient. Patients should be informed that failure to follow these instructions may increase their nsk of b
blams. Whila no d risk b di iva clinical trials with , thara hava boen rare | 1p t ing) reports of

Gam-li’ disorders and administration site | Common; asthenial, peripheral oedema’ Uncomman: transient symptoms as in an acute-phase

gaslnc and dusdenal ulcers, some severa and with complications. Osteonacrosis of the jaw, generally d with tooth and/

response (myalgia, malaise and rarely, fever), typically in association with initiation of treatment’

o local |nfu:1|un Ilncludmu meumynlms] has bean reported in patients with cancer mcnmng treatmant mgﬁmm m:iudmg pnmarw

Frwumcr in C&rxu! Trials was similar in the drug and placebo group. ' This adverse reaction was identified through post-marketing surveillance.
b

Y Many of these patients were al and The of rare
of Ihn |aw has also Imm mpnrled in pansnls with ononporws ro:anrmg oral bisphosphonates. The foimng ﬂd: (a:tofs should bo
an individual’s risk of d s of the jaw: patency of the bispt hest for zolad OVERDOSE A d
acid), routn of administration (see above) and tose, cancer, smaking, a history of
dental disease, poor oral hygiene, periodontal dizease, invasive dental procedures and poarly ﬁnmg dantures. A dental i with

ased on refevant chnical trials. "dentified in postmarketing experience.

and uppar g | adverse reactions, such as upset stomach,
ha.mhum, uaswhagms, gsslnhs or ulcer, may result from oral overdose. Nu specific infformation is available on the treatment of everdose
d In casa of overdose with FOSAVANCE, milk or antacids should be given to bind alendronato. Owing to the risk of

appropriate praventive dentistry should be prior to with oral bisph in patients with poor dental status. While
on traatment, these patients should avaid invasnve dental procedures if possible. Furpmian:sm davelop osteonacrosis of the jaw while on
bisphosphonate therapy, dnmll surgary rluv mcerhm thia condition. For patiens requiring dental procedures, there are no data availabla
to suggest whether di of b reduces the risk of ostaonecrosis of the jaw. During bisphosphonate

nesnplmuaal irritation, vomiting should not be induced and the patient should remain fully upright. Colecalciferal Vitamin D toxicity has not
baan documented during chronic therapy in generally hoalthy adults at a dose less than 10,000 1U/day. In a :Ilmr.al study of healthy adults a
4,000 U daily dose of vitamin D, for up ta five months was not iated with b feiuria or

PACKAGE nummm 'Fem-lnte 0 mqim IU Tablats 4 tablets. Fosavance’ 70 mg/5600 IU Tabiets 4 tablets. POM Date of review: Juna

treatman, all patients should be encouraged to maintain good oral mam recaive mulmn dental chack-ups, and raport any oral
sm:h s denr.ul mubdny, pain, or swelling. Clinical judgmant of the tnaannq should guide the plan of each patient based
Bana, joint and/or muscle pain has hsantepoﬂsd in pationts taking bisphosphonates, In post-marketing
experience, these symptoms have rarely been severe andfor incapacitating. The time to onset of symptoms varied from one day to several
months after starting treatment. Most patients had rlief of svmpboms aftar slnppmgtmam!ant A yﬂ:sulhadrncufmncs of symptoms whan
rechallenged with the same medicinal product ar another bisph m\.nmr:al b and diaphyseal famoral fractures have
boen raportad with bisphosphonate therapy, primarily in panems 7 1 for is. These or short
oblique, fractures can occur anywhera along the femur from just below the lessar trochanter to just above the supracandylar flare. These
fractures occur aftar minimal or no travma and some patients experience thigh or groin pain, often associated with imaging features of stress
fractures, weeks to manths hain-e ulesemmu with a completed femoral fracture, Fractures are often bilateral, tharefore the contralateral
femur should be med in b traated patients who have sustained a femoral shaft fracture. Poor healing of these fractures
has also been reported. Dus:unmuannn of bcsphnsuhnnaba therapy in patients suspected to have an atypical femur fracture should be
considered pending avaluation of the patient, based on an benefit risk During b patiants
should be advised to repost any thigh, hip or groin pain and any patiant with such symp shauld be eval !

d for an i

2011 Marketing A numbars: Fi ' 70 mg/2800 |U Tablets ELV1/05/310/002 ‘Fosavance’ 70 mg/5500 |U Tablets EU/1/05/310/007
Mnltoﬁnq Authorisation Holder: Merck Sharp & Dohma Limited, Hertford Road, Hoddesdon, Hertfordshire EN11 88U, UK. Further infarmation
is available on requast front M0, Red Oak North, South County Business Park, | 4 Dublin 18 o from ficines.ie. © Marck
Sharp & Dohme Ireland (Human Health) Limited, 2012 All rights reserved. Date of preparation: September 2012

Relerences: I Data on file, MSD. 2, Schnitzer T, Bone HG, Crepaldi G, et al; Alendronate Once-Weekly Study Group, Therapeutic equiva-
lence of alendronate 70 mg once-weekly and lfand’mmm 1o mg daiy in the treatment of osteoporosis. Aging Clin Exp Res. 2000 12(15:1-12.
3. NOF Scientific St National 0 Foundation’s Updated R dations for Calcium and Vitamin D3 Intake, 13 March
2007, Availablae at www.nof.org/prevention/calciom_and_VitaminD.hom, Accessed March 2013, a NOF=National Osteoporasis Foundation

e MSD Red Oak North, South County Business Park, Leopardstown, Dublin 18, lreland @gmﬂeed irish™
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It’s time to
change your
ideas about

ORENCIA®

Sustained protection
from structural damage?

- “<€ORENCIA

(abatacept)

ORENCIA” s indicated for the treatment of moderate to severe active rheumatoid arthritis (RA), in combination with methotrexate, in adult patients who have responded inadequately to previous therapy with one or more
disease-modifying anti-rheumatic drugs (DMARDS), including methotrexate (MTX) or a Tumour Necrosis Factor (TNF) — alpha inhibitor.

ORENCIA® (abatacept) PRESCRIBING INFORMATION. See Summary of Product Characteristics before prescribing. PRESENTATION: 250mg powder for concentrate for solution for IV infusion containing 250mg
abatacept per vial. Each ml contains 25mq of abatacept, after reconstitution. INDICATION: Rheumatoid arthritis: Treatment of moderate to severe active rheumatoid arthritis (RA), in combination with methotrexate,
in adult patients who have responded inadequately to previous therapy with one or more disease-modifying anti-rheumatic drugs (DMARDs) including methotrexate (MTX) or 2 Tumour Necrosis Factor (TNF) -alpha
inhibitor. A reduction in the progression of joint damage and improvement of physical function has been demonstrated during combination treatment with abatacept and methotrexate. Polyarticular juvenile idiopathic
arthritis (pJIA): treatment of moderate to severe active pJIA in paediatric patients six years of age and older who have had an insufficient response to other DMARDs including at least one TNF inhibitor. DOSAGE:
Treatment should be initiated and supervised by specialist physicians experienced in the diagnosis and treatment of RA. Aduft and elderfy patients weighing < 60kg: 500mq (2 vials). Patients weighing = 60kg < 100kg:
750mg (3 vials). Patients weighing > 100kg: 1000mg (4 vials). Treatment of pJlA: Paediatric patients, 6 to 17 years of age, weighing less than 75 kg: 10 mg/kg. paediatric patients weighing 75 kg or more: to be administered
adult dosage, not exceeding a maximum dose of 1,000 mq. See SmPC for details of reconstitution and administration as a 30 minute IV infusion. After initial administration, Orencia should be given at 2 and 4 weeks,
then every 4 weeks thereafter. Consider therapeutic alternatives if there is no response within 6 months. Use in children below 6 years of age is not recommended. CONTRAINDICATIONS: Hypersensitivity to the active
substance or excipients. Severe and uncontrolled infections such as sepsis and opportunistic infections. WARNINGS AND PRECAUTIONS: Infections: Treatment should not be initiated in patients with active infections
until infections are controlled. Caution should be exercised when considering the use in patients with a history of recurrent infections, in patients with underlying conditions which may predispose them to infection or
in patients on concomitant immunosuppressive therapy. Any patient who develops a new infection should be closely monitored and Orencia should be discontinued if a patient develops a serious infection. Screening
for tuberculosis and hepatitis B should be performed prior to therapy. Monitor for signs of infection when transitioning from a TNF-antagonist to Orencia. 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. Allergic Reactions:
Caution in patients with a history of allergic reactions, Anaphylaxis or anaphylactoid reactions can occur and can be life threatening. Orencia should be discontinued permanently if a patient develops serious allergic or
anaphylactic reaction. Malignancies: The potential role of abatacept in the development of malignancies is unknown, see SmPC. 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. Immunisation: Live vaccines should not be given concurrently or within 3 months of
discontinuation of Orencia. It is recommended that patients with pJIA be brought up to date with all immunisations in agreement with current immunisation guidelines, prior to initiating ORENCIA therapy. Blood Glucose
Tests: False elevations on day of infusion can occur, see SmPC. DRUG INTERACTIONS: Concomitant therapy of Orencia with a TNF inhibitor is not recommended. No major safety issues were identified with the use of
Orencia in combination with sulfasalazine, hydroxychloroquine or leflunomide. PREGNANCY AND LACTATION: Do not use in pregnancy unless clearly necessary. Women should use contraception and not breast-feed
during treatment and up to 14 weeks after lastdose. UNDESIRABLE EFFECTS: in adult placebo-controlled trials the following adverse drug reactions were reported Very Common (= 1/10): upper respiratory tractinfection;
Common (= 1/100to < 1/10) Hypertension, flushing, increased blood pressure, headache, paraesthesia, conjunctivitis, abnormal LFTs, dizziness, cough, abdominal pain, diarthoea, nausea, dyspepsia, mouth ulceration,
aphthous stomatitis, vomiting, rash, alopecia, pruritus, leukopenia, pain in extremity, fatique, asthenia, infections including LRTIs, UTls, herpes infections (including herpes simplex, oral herpes and herpes zoster),
thinitis, pneumonia, influenza Uncommon (= 1/1,000 to < 1/100): tooth infection, onychomycosis, sepsis, musculoskeletal infections, skin abscess, pyelonephritis, basal cell and squamous cell carcinoma, skin papilloma,
thrombocytopenia, hypersensitivity, depression, anxiety, sleep disorder (including insomnia), migraine, dry eye, reduced visual acuity, vertige, palpitations, tachycardia, bradycardia, hypotension, hot flush, vasculitis,
decreased blood pressure, bronchospasm, wheezing, dyspnea, gastritis, increased tendency to bruise, dry skin, urticaria, psoriasis, erythema, hyperhidosis, arthralgia, amenorrhea, menorrhagia, influenza-like illness,
weight increase. Rare: Tuberculosis, bacteraemia, gastrointestinal infection, lymphoma, malignant lung neoplasm, throat tightness. In COPD patients, a greater percentage of abatacept than placebo-treated patients
developed a serious adverse reactions. In paediatric patients with pJIA, adverse reactions were similar in type and frequency to those seen in adults except: Common (= 1/100to < 1/10): upper respiratory tract infection
(including sinusitis, nasopharyngitis and rhinitis), otitis (media and externa), haematuria, pyrexia. See SmPC for further details. LEGAL CATEGORY: POM MARKETING AUTHORISATION NUMBER: EU/1/07/389/001,
1 vial pack. MARKETING AUTHORISATION HOLDER: Bristol-Myers Squibb Pharma EEIG, Uxbridge Business Park, Sanderson Road, Uxbridge, Middlesex UB8 1DH. FURTHER INFORMATION FROM: Bristol-Myers Squibb
Pharmaceuticals, Watery Lane, Swords, Co Dublin. Tel: 1-800-749-749 or medical.information@bms.com. DATE OF PREPARATION: September 2013. Job No.: 4271E13PR08462-01

Reference: 1. Westhovens R, et al. Disease remission, radiographic non-progression and normalization of function achieved at year 1 are sustained long-term in a majority of patients: 5-year outcomes with abatacept in
biologic-naive patients. ACR/ARHP Scientific Meeting 2009. 16-21 October, Philadelphia, PA. Poster 1657.
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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 in pre-filled syringe PRESCRIBING INFORMATION

ACTIVE INGREDIENT(S): Ustekinumab Please refer to Summary of Product Characteristics (SmPC) before
prescribing. INDICATION(S): Plaque psoriasis: Treatment of moderate to severe plaque psoriasis in adults who failed
to respond to, or who have a conlraindication to, or are intolerant to other systemic therapies including ciclosporin,
methotrexate and PUVA. Psoriatic arthritis: Alone or in combination with methotrexate for the treatment of active
psoriatic arthritis in adult patients when the response to previous non-biclogical disease-modifying anti-rheumnatic
drug (OMARD) 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. For salf-injecting patients ensure appropriate training, follow-up and monitoring during treatment.
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). Psoriatic arthritis, adults & elderly: 45 mg at week O 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 >100 kg
Consider discontinuation if no response after 28 weeks. Children <18 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 to initiation of
STELARA in patients with past history of latent or active tuberculosis. Patients should seek medical advice if signs
or symploms 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 80, 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 immediately. Immunotherapy: Not known
whether STELARA affects allergy immunotherapy. Latex sensitivity: Needle cover contains natural rubber (latex), may
cause allergic reactions. SIDE EFFECTS: Commeon: denial infections, upper respiratory tract infection, nasopharyngitis,

7 Stelara’

(ustekinumab)

dizziness, headache, cropharyngeal pain, diarrhoea, nausea, pruntus, back pain, myalgia, arthralgia, fatigue,
injection site erythema, injection site pain, antibodies to ustekinumab. Other side effects include: cellulitis, senous
hypersensitivity reactions (including anaphylaxis, angioedema). 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 in
patients receiving STELARA. Concomitant immunosuppressive therapy: Psoriasis: The safety and efficacy of STELARA
in combination with other immunosuppressants, including biologics, or phototherapy have not been evaluated. LEGAL
CATEGORY: Prescription Only Medicine. PRESENTATIONS, PACK SIZES, PRODUCT LICENCE NUMBER: STELARA
45mg: 1 x 0.5mi pre-filled syringe. EU/1/08/494/003. STELARA 90mg: 1 x 1.0ml pre-filled syringe. EU/1/08/494/004.
MARKETING AUTHORISATION HOLDER: JANSSEN-CILAG INTERNATIONAL NV, Tumhoutseweg 30, B-2340
Beerse, Belgium. FURTHER INFORMATION IS AVAILABLE FROM: Janssen-Cilag Ltd, 50 - 100 Holrmers Farm Way,
High Wycombe, Buckinghamshire, HP12 4EG UK. @ Janssen-Cilag Lid 2013, Prescribing Information last revised:
09/2013, PIVER: 0913,

Reporting suspected adverse reactions is imp L It allows g of the benefitirisk balance of
the medicinal product. Healthcare professionals are asked to report any suspected adverse reactions via the online
reporting option accessible from the IMB homepage. A downloadable report form is also accessible from the IMB
website, which may be completed manually and submitted to the IMB via ‘freepost’, in addition to the traditional
post-paid ‘yellow card’ option.

FREEPOST, Pharmacovigilance Section, Irish Medicines Board, Kevin O'Malley House, Earfsfort Centre, Earisfort
Terrace, Dublin 2, Tel: +353 1 6764971, Fax: +353 1 6762517 Website: www.imbie,

e-mail: imbpharmacovigilance@imb.ie

Adverse events should also be reported to Janssen-Cilag Ltd on +44 (0)1494 567447, | —

Reference: 1. Stelara SMPC Date September 2013 available from www.medicines.ie
janssen ’

Date of preparation: September 2013, PHIR/STE/0913/0002a
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H H H Consultant Rheumatologist
its gratitude to all its sponsors Adolaide ond Month Homital

and in particular to the following Tallaght, Dublin 24

‘Major Exhibitors’ HONORARY SECRETARY

Dr Frances Stafford
Consultant Rheumatologist
Blackrock Clinic, Co. Dublin

AbbVie Ltd
HONORARY TREASURER
MSD Ireland Ltd Dr Sinéad Harney

Consultant Rheumatologist

Mater Hospital, Dublin 7

Pfizer Healthcare Ireland ater Hospital, Dublin
BOARD MEMBER

Roche Products (Ireland) Ltd Dr Alexander Fraser

Consultant Rheumatologist
Mid-Western Regional Hospital
Dooradoyle, Limerick
A.Menarini Pharmaceuticals Ltd
BOARD MEMBER

Actelion Pharmaceuticals UK Ltd Dr Donough Howard
Consultant Rheumatologist
Amgen Ireland Ltd Beaumont Hospital, Dublin 9
Arthritis Ireland BOARD MEMBER
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Consultant Rheumatologist
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Fannin Ltd BOARD MEMBER
. Dr Eamonn Molloy
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*Axial Spondyloarthritis

Ankylosing spondylitis

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

Axial spondyloarthritis without radiographic evidence of AS

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.’

Rheumatoid arthritis

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 rheumnatoid arthritis in aduits not previously treated with methotrexate.'

Full prescribing information is available upon request from AbbVie Limited, Block B, Liffey Valley Office Campus, Quarryvale, Co Dublin, Ireland. 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 SLE 4XE, UK.

Reference: 1. For more information on HUMIRA's licensed indications, please refer to Humira's Summary of Product Characteristics available on www.medicines.ie.

IREHUR130278
Date of Preparation: September 2013
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IRHPS Spring 2014 Update

Welcome to the Spring Conference 2014.

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

We had a successful meeting in Trim in September with presentations on
Working with Arthritis by Dr. Katie Robinson, Impact of Fatigue in SLE by Dr
Deirdre Connolly and also the Fatigue in Inflammatory Arthritis by Dr. Patricia
Minnock.

We again had speakers from within our ranks as the 2 highest scored
Abstract Submissions presented their work — many thanks Catherine
Cullinane, Physiotherapist, Waterford Regional Hospital who was the
inaugural winner of the Professor Barry Bresnihan gold medal award and
Martina Fitzpatrick, Physiotherapist, St. Vincent’s University Hospital, Dublin
who won the IRHPS silver medal. Both are pictured right with representatives
from Abbvie who sponsored the awards.

Other awards were the Roche poster awards which were won by Paul Kirwan
& Grainne Cussen who have won the opportunity to attend EULAR in Paris in
June — pictured right

We also have the People’s Choice Poster Award which was jointly won by
Trish Fitzgerald & Eileen O'Flynn

Remember Health Professionals that this is your society and if you have any
topics you would like covered in future meetings please contact us via our
email edofficer@irhps.ie. And keep an eye on our website www.irhps.ie for
news and meetings.

Rhona Galway
IRHPS Chair
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for your rheumatology patients.

Change your perception. Choose INFLECTRA™

Abbreviated Iindications:

Rheumatoid arthritis (RA): in combination with MTX, for reducing
the signs and symptoms of RA and to improve physical function in: adult
patients with active disease when the response to DMARDs, including
MTX, has been inadequate; adult patients with severe, active and
progressive disease not previously treated with MTX or other DMARD:s.

Ankylosing spondylitis (AS): adult patients with severe, active AS
who have responded inadequately to conventional treatment.

Psoriatic arthritis (PsA): adult patients with active and progressive
PsA when the response to previous DMARD therapy has been
inadequate: in combination with MTX; or alone in patients Who
show intolerance to MTX or for whom MTX is com‘.ralndica

INFLZCTRA

.iNFLlXIMAB.

¢ infusion
Please refer to full Summary of Product Characteristics (SmPC) before prescribing,

INFLECTRA™ is the world’s first biosimilar mAb.
Designed with equivalent efficacy, safety and quality to
reference infliximab'? to increase the treatment options

o

o B Hh itivity to inflid

b, to ather murine proteins, or fo any
excipients, Tuberculosis (TB) or other severe infections such as sepsis, abscesses,
and opportunistic infections. Moderate or severe heart failure (NYHA class IVV).

Presentation: Vial containing 100 mg of inflidmab powder for fior
solution for infusion. Indications: 1) Rheumatoid arthvifis in adult pahents with

and P jons: Caution in patients with or at risk of infusion reactions
and hypersensmm Do not administer in pauen!s with infections, andfor invasive

active disease with inadequate response to d
drugs (DMARDs) or adult patients with severe, active and pmgressve disease not
previously treated with methotrexate (MTX) or other DMARDs 2) Adult Crohns
dispase a) In patients with moderately to severely active Crohn's disease who have
not responded despite a full and adequate course of therapy with a mmwsemld
andfor an immunosuppressant; or who are intol 1o or have

fungal inf Monitor for TB and do not use in patients with TB. Test for latent/
active TB prior to initiation of therapy. Do not use Inflectra in patients with active
TB, patients with latent TB must not be initiated on Inflectra therapy until initiation
with anti-TB therapy. Monitor closely for infections, including TB before, during and
for six months post-treatment. Patients with fistulising Crohn's disease with acute
fistulas must not initiate therapy until source of infection, specifically

for such therapies. b) In patients with fistulising, active Crohn's disease who have
not responded despite c | (including antibiotics, drainage and
immunosuppressive therapy). 3) Paediatric Crohn’s disease Severe, active Crohn's
disease in patients aged 6 to 17 years, who have not responded to conventional
therapy including corticosteroid, immunomodulator and primary nuirition therapy;
or who are intol to or have dications for such therapies. 4) Weerative
cafitis In both adult patients with moderate to severely active ulcerative colitis, and
children and adolescents aged 6 to 17 years with severely active uicerative colitis

abscess is excluded, Test for HBV infection before initiating treatment. Consult expert
in treatment for HEV-positive patients. Closely monitor carriers of HBV during and
after therapy. In patients with HBV reactivation, stop Inflectra and initiate appropriate
therapy. Pregnancy should be avoided during therapy, and for at least 6 months after
last infusion. Adverse effects: Viral infection, bacterial infection, TB, fungal infection,
meningitis, opportunistic infection, parasitic infection, hepatitis B reactivation,
lymphoma, non-Hodgkin's lymphoma, Hodgkin's disease, leukaemia, melanoma,
hepatosplenic T-cell lymphoma, Merkel cell carcinoma, allergic respiratory

and an inadeq p to | mempy including cortic ids and
B-mert i hi or who are to or have indication:

for such merapm 5} A.rltmsrfrg spondyfitis In adult panents with severe active

reac hock, lupus like , serum sickness-
fike reaction, vasculms sarcoid-like reachcn depression, |nsomma amnesia,
agitation, t.mfusmn somnolence, nervousness, apathy, headache, vertigo, dizziness,

ankylosing spondyfitis who have C therapy.

6) Poriatic arfhitis In adult patients with active and prog:es.we psoriatic armmLs
adult patients with moderate 1o severe plaque psoriasis who fm!ed fo respond o,
or who have a « fication to, or are to systemic therapy including
cyclosporine, MTX or PUVA. Dosage & Administration 1) Rheumatoid arthritis 3
mgykg as an intravenous (V) infusion repeated 2 and & weeks after initiation, then
every B weeks. Inflectra must be given concomitantly with MTX. 2) Moderately fo
sgverely active Crohn's dissase 5 mg/kg V infusion repeated 2 weeks after initiation,
If a patient does not respond after 2 doses, no additional dose should be given.
3) Fstulising. active Crohn's disease 5 mg/kg IV infusion repeated 2 and & weeks
after initiation, If a patient does not respond after 3 doses, no additional dose
should be given. 4) Licerative colitis 5 mg/kg IV infusion repeated 2 and 6 weeks
after initiation, then every 8 weeks. 5) Ankylosing spondyiitis infusi

repeated 2 and 6 weeks after initiation, then every 6 to 8 weeks. If a patient does
not respond by 6 weeks, no additional dose should be given, 6) Psoriatic arthritis 5
mgdcg N infusion repeated at 2 and 6 weeks after initiation, then every 8 weeks, T)

weeks. If a patient shows no response after 14 weeks no additional dose should be
given. Administer IV over 2 hours initially and monitor for infusion-related reactions.

ia, seizure, pathy, transverse myelitis, demyelinating

disorders, wn]un:twm keratitis, periorbital oedema, hordeolum, endophthalmitis,
transient visual loss, tachycardia, palpitation, cardiac failure, arrhythmia, syncope,
hradycardla cyarms penca:dra] effusion, myocardial ischaemia/ infarction,
y , hot flush, flushing, peripheral ischaemia,

mrunhophlehms haemafoma cln:u]a[nqr failure, petechia, vasospasm, URTI,
sinusitis, lower respiratory tract infection, dyspnoea, epistaxis, pulmonary cedema,
bronchospasm, pleurisy, pleural effusion, interstiial lung disease, abdominal pain,
nausea, gas1mm1esunal ha.emormage dmhoea dyspepsia, gastroesophageal

refiux, constiy intestinal  per . diverticulitis, pancreatitis,
chelliis, hepatic function abnormal, transaminases increased, hepatitis,
hepatocellular damage, chol itis, jaundice, liver failure, psoriasis (new onset

or wmsenmg] urficaria, rash, pruritus, hyperhidrosis, dry skin, fungal dermatitis,
eczema, alopecia, bullous eruption, onychomycosis, seborrhoea, rosacea, skin
papilioma, hyperkeratosis, abnormal skin pigmentation, Toxic Epidermal Necrolysis,
Stevens-Johnson syndrome, erythema multiforme, furunculosis, arthralgia,
myalgia, back pain, urinary tract infection, pyelonephritis, vaginitis, infusion related
reaction, pain, chest pam fatigue, fever, m|ecmn site reaction, chills, oedema,
impaired healing, g lesion jy positive, comph factor
abnormal. The SmF'G should be consulted for further detmls ofadverse effects Legal

category: POM Marketing Authorisation Number/Pack: EU/1/13/854/001 {1 vial);
EUN/13/854/002 (2 vials); EUMA3/B54/003 (3 vials), EUM/13/854/004 (4 vials);
EL/1/13/854/005 (5 vials) Marketing Authorisation Holder: Hospira UK Limited,
Cueensway, Royal Leamington Spa, CV31 3RW. Further information is available on
request from: Hospira frefand Ltd, Unit 15, The Park, The Hyde Building, Carrickmines,
Dublin 18, Ireland Date of preparation: October 2013 {IEANFA 3/0003)

Adverse events should be reported. Reporting forms and
information can be found at www.imb.ie
Adverse events should also be reported to Hospira UK Ltd.
Telephone Medical Information: +44 (0) 1926 834400

MTX = Methotrexate
DMARD = Disease-modifying anti-rheumatic drug

References:

1. INFLECTRA™. European Public Assessment Report (EPAR). Avadlable at:
www.ema.europa.eufema/index.jsp?curl=pages/medicines/human/
medicines/002778/human_med_001677.jsp&mid=WC0b01ac058001d124.
[Accessed January 2014]. 2. EMA. Guideline on similar biological medicinal
products ining monoclonal antibodies — non-clinical and clinical issues.
May 2012. Available at: hitp://www.ema.europa.eu/docs/en_GB/document_library/
Scientific_guideline/2012/06/WC500128686.pdf [Accessed January 2014).
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P 0 BRINGING
HOosPITAL CARE

TCP HOMECARE HOME

TCP Homecare is Ireland’s leading provider of
medical home services, conducting in excess of
25,000 patient home visits each year

TCP HOMECARE SERVICES

Training on how to self administer « Phlebotomy Services

Biologic Medicines - Pharmacy Dispensing

IV Antibiotics in the Home . Cold Chain Delivery
Chronic Disease Management . Total Parenteral Nutrition
Programmes

Paediatric Vaccinations

Chemotherapy in the Home _ _
Treatment of Neurological Disease

Wound Management

2 - 3 Westland House, Westland Business Park, Willow Road, Clondalkin, Dublin 12.
Telephone: 4+ 353 (0) 14291828 Fax:+ 353(0) 14298721 Email: info@tcp.ie Web: tcp.ie
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Dr Gary Wright, Dr Eoghan McCarthy and Brian Whatley (MSD) IRHPS - Rhona Galway, Paul Kirwan and Grainne Cussen
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Adenuric

(febuxostat)

A daily response’

For a destructive

ADENURIC 80 mg and 120 mg filr ted tablets: Abbreviated Prescribing Informltion Piease

disease?

UT!

cnlc.hmna or mdomathwn wnh na dm adjustments necessary. No dose adjustment necessary when

consult the Summary of Product Characteristics (SmPC) for full p ibing infor Pr
Film-coated tablets containing 80 mg or 120 mg febuxostat. Also contains lactose monchydrate, Use:
Treatment of chronic hyp fiti where urate deposition has already occurred
{including a history, or presence of, tophus and/or gouty arthritis) in adults. Dosage and administration:
Oral use with or without food. Recommended dose is 80 mg once daily. If serum uric acid is > 6 mg/
dL (357 pmol/L) after 2-4 weeks 120 mg once daily may be considered. Elderly: No dose adjustment
required. Renal impai adji necessary in patients with mild or moderate renal
imparrrnent Efﬁcacy and safety not {ully evaluated in patients wlth severe renal impairment. Hepatic
ge in patients with mild hep img it is 80 mg. Limited
information available in patients with moderate hepatic impairment. Efficacy and safety has not been
studied in patients with severe hepatic impairment. Children and adolescents: Safety and efficacy in
children undeer 13 has not been tablished. Organ plant recipients: No experience therefore not
i Hypersensitivity to the active mgradmnt or to any of the excipients.
Warnings and pmuu&ons. Cardio-vascular disorders: Notre patients
heart m

icaemia in

rt dis onge ‘heart failure, Product allergy/hy tivity: Advise § tient of signs/
ymp gic/hyp itivity r\eacﬂcns and monitor doseiy for syrnpr.oms Stop treatment
diately if serious accur, incl Stevens-Jok d , and do not re-start

febuxostat at any time, Acute gouty attacks (gout t flare): Do not start trealrhent until an acute attack of
gout has completely subsided. As with other urate lowering medicinal products, gout flares may occur
during initiation of treatment. At treatment initiation flare prophylaxis for at least 6 months with an

hiazide. No dose ad;ustment necessary for warfarin when administered
with febuxost.at Desaprammer“CYPZDé sub Co admini with other CYP2D6 substrates is
not expected to require any dose adj for those ds. Antacids: May be taken without
regard to antacid use. Pregnancy and lactation: Do not use dunng pregnancy or breast feeding.
Effect on fertility unknown. Side-Effects: Clinical Studies and p Commen
(1-10%): Gout flares, headache, diarrhoea®, nausea, liver function test abnofmarmes' rash, oedema.
Uncommen [0.1-1%); Blood thyroid stimulating hormone lnl:raassd drabﬂes mellitus, hyperlipidemia,

decrease appetite, weight increase, decrsased libido, i N paraesth hemiparesis,
somnolence, altered taste, hy sth hyp , atrial fibrillati |pi ECG ab I,
hypeﬂenslcn, ﬂushrng. hnt ﬂush dyspnoea brum:hms, upper resplrar.ov'yI tract infection, cough,

inal pain, ab phageal reflux di vomiting, dry mouth,
dyspepsia, constipation, frequent staois. flatulence i | discomfort, cholelithiasis,
dermatitis, urticaria, pruritus, skin discolouration, skln lesion, pamchlao, rash macular, rash
maculopapular, rash papular, arthralgia, arthritis, myalgia, musculoskel pain, muscle weakness,

muscle spasm, muscle tightness, bursitis, renal failure, nephrolithiasis, haematuria, pollakiuria,
proteinuria, erectile dysfunction, fatigue, chest pain, chest discomfort, blood amylase increase,
platelet count decrease, WBC decrease, lymphocyte count decrease, blood creatine increase, blood
creatinine increase, haemoglobin decrease, blood urea increase, blood triglycerides increase, blood
cholesterol increase, haematocritic decrease, blood lactate dehydrugenau increased, blood
potasslum lnaease Rare (0.1-0.01%); P: penia, v hylactic msctlon" drug

NSAID or colchicine is recornmended If a gout flare occurs during tm do not disc
Manage the gout flare conc y as app C | y and

1Y ¥y, bFurred \uslan weight decreasa. increass app«atate xi , ner
itis, mouth ulc , hepatitis, jaundi Syndrome**, angicedema**,

intensity of gout flares. Xanthine d‘eposmon As with other urate lowering medicinal producu in
patients in whom the rate of urate formation is greatly increased (e.g. malngnant disease and its

treatment, Lesch-Nyhan syndrome), the absclute cone jon of hine in urine could, in rare
cases, rise sufficiently to allow deposition in the urinary tract. As there has heen no experience,
febuxostat 1s nct raoommsnded for use m these popul. Mercaptog fazathi ioprine: Not

in treated with maerc ine/azathioprine. Where

combination cannot be avoided, monitor patients closely. Dose “reduction for méf.:aptc:puru'\e.lf
azathioprine is recommended. Theophylline: Use with caution in patients concomitantly treated with
theophylline Manitor theophylllne levels in patients starting febuxostat therapy. Liver disorders: Liver

test is d prior to the initiation of therapy and penodx:ally thereafter based on
clinical judgement. Thyrold disorders: Caution in pati wnth I ion of thyroid function. Lactose:
Contains lactose. Patients with rare hereditary probl of g intol , the Lapp lactase

deﬁaency or gluoos&galactme malabsorpﬂon should not take this medicine.

generallzad rash (serious)**, erylberna. exfoliative rash rash follicular, rash vesicular, rash pustular, rash
pruritic**, rash arythematous, rash morbilliforn, alopecia, hyperhidrosis, rhabdomyolysis**, joint

stiffness, letal stiffness, tubulointerstitial nephritis**, micturition urgency, thirst, blood
glucose increase, activated partial thromboplastin time p blood cell count decrease,
blood alkaline phosph increase. *Tr ‘gent non-inf -madla.rrhoea andabnorrnal liver
function tests in bined Phase Il lies more freg in g 1 with
colchicine, **Adverse reactions coming from post- marlte':mg axperrence Rare serious hypersenytwhy
reactions including Stevens-Johnson Syndrome and /shock have i in

post-marketing experlenoe. Hypersensuhmy reactions to febuxestat can be asso:rated whh lhe

ollowing symp 1 by infiltrated par ption, g d or
exfoliative rashes, also skin lesions, facial cedema, fever, h logic ab lities such as
'l‘hrnmbocywpenm and single or Itipl organ invah t l'llvnr and kidney including

L On the basis of the mechanism of action of febuxostat on hi

! i nephrms) Gout flares oommcnly observed soon after treatment start and in first
ith after time. Gout flare prophylaxis is recommended. Please consult the

oxidase lnhlbl‘hon concomitant use is not recommended. No data is available negard]ng the safety of
febuxostat during cytatoxic chemotherapy. Theophyliine: Inhibition of XO may cause an increase in the
theophylline level, Caution advised if these sub es are given concomitantly, monitor theophylline
levels in patients startlng febuxostat therapy. Naproxen and other lrlhlbimrx of glucuronidation: Can

SmPC far further information. Pack sizes: 80 mg and 120 mg tablets: 28 film-coated tablets. Legal
category: POM. Marketing authorization number: EU/1/08/447/001 & 003, Marketing authorization
holder: Menarini International Operations Luxembourg S.A,, Avenue de la Gare, L-1611 Luxembourg,
Luxembourg. Marketed by: A. Menarini Pharmaceuticals Ireland Ltd. Further information is available

be co-admini d with with no dose adjustments necessary. | of gluc i
Monnormg of serum uric acid is recommended 1-2 weeks after start of uaal:ment with a potent inducer
of glucuronid. jon of of an inducer mnght lead to increased plasma levels of
febuxostat. Colchicine/ind in/hydrochlorothiazide/warfarin: Can be co-administered with
ADENURIC?® is a registered trademark of Teijin Pharma Ltd. Tokyo, Japan

Date of item: January 2013

13Aden003

on req to A. Menarini Pharmaceuticals Ireland Ltd, 2nd Floor, Castlecourt, Monkstown Farm,
Mankstown, Glenageary, Co. Dublin or may be found in the SmPC. Last updated: January 2013,
References: 1. Adenuric SmPC. December 2012. 2. McQueen, FM., et al. Nat Rev Rheumatol, 2012.
8(3): p. 173-81.

A.MENARINI
PHARMACELITICALS IRELAND LTD
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Dr Muahmmad Haroon and Dr Aamir Saeed

Alice Casey, Cian Deegan, Gill Casey and Dr Eoin Casey: The ISR Life Time Achievement Award was presented to Dr Eoin Casey in 2013
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IN DMARD-IR AND TNF-IR RA PATIENTS, THINK
WHEN COMBINATION WITH MTX IS NOT AN OPTION... ROACTEMRA'

—* RoOACTEMRA

tocilizumab

RoACTEMRA, in combination with methotrexate (MTX), is indicated for the treatment of moderate to severe active rheumatoid arthritis (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. In these patients, RORACTEMRA can be given as monotherapy

in case of intolerance to MTX or where continued 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 methotrexate?

ABRIDGED PRESCRIBING INF {For full prescribing inf ion, refer to the S of Product Ch istics [SmPC]). Rod * (Tocil: b} 20mg/ml C for Solution for Infusion
di n combination with meth (MTX}, for the t of sdul‘ pouewuwﬂ:h moderate to severe active heumatsid artheitis (RA) who have had an inadequate r o intolerance to cne of more DMARDs er TNF anugmm_ Inﬂ\ewpabena. Rodctemma
be gi py in case of intol to MTX or where with MTX s inappropriate. Ruu&nemra hasbeenshown to recksce the rate of progression of joint damage as by X-ray and t
ith meth il As iy (n cis o ik to MTX or where with MTX inationwith MTX, fer the ofictire systeic juvioilo iropetiie arihvitts IKILA) n paterks . 2 years:of sgi, wh heve rupqd-dmldlqnlhly
to previows therapy with NSAIDs and systemic corti icds. (fil] in anation with MTX, for the ohu\cemh diopathic poly id Faclor positive or negative and ox!end.ud o‘.gearlhrum] in pauenls: 2 years of age, whohn mpomkd-nsdeqm:ely
to previous therapy with MTX, In thess patients RoActemra can be given as monatherapy in case of intolerance to MTX or where continued with MTX i and A initiated by |
in the diagnosis and treatment of RA, sJIA or pJIA and all patients should be given the Patient Alert Card, RA_Pmngs Recommended posology is &ngu‘kg dilutedtoa ﬁna] volume of 100ml, gwen ance every 4 weeks by v infusion over 1 haur. For patients weighing > 100kg,
coses B00Mg per infusion e not 1, NG dvts on dases sbove 1.2g: Dose Dose or in some cases the avent of raised liver nzymes, lowabsnlmmwcmumcmlm
platelet count (sve SmPC for details). In pationts not previcusly treated with RoA , initiation not ded in patients with an ANC balow 2 x 10%1 Closely monitor renal function in patients with modk 16 severa renal has not been studied
in these patients. Mo data in patients with hepatic impairment. 5J14 Patients; No data in patients < 2 years of age. Posclogy: In patients >2 years of age - 8mg/kg diluted 1o a final volume of 100ml for patients » 30kg or 12maikg dituted to a ﬁn.ll volume of SOM‘ for patients <
kg once svery 2 weeks by iy infusion over | hour. Check patient’s weight at sach vish — refes to SmPC. In the event of rased liver enzymes, low ANC or low platelet count, intermupt/discontinue RoActemra dose or modsfy/stop MTX and other ehwre
Appropriate —see SmPC for details. Reduction of RoActemra dose due to laboratory abnormalities not studied in sJIA patients. Clinical improvement is generally seen within &wesks of starting RoActemra; reconsider continued therapy if no imp is seen in this timef:
A Patients; Mo data in patients < 2 yvears of age. Posology: In patients =2 years of age - 8mg/kg diluted to a ﬁml vulurru: of IWmI fw patients = 30 kg or m mg/kg duhnod to a final volume of S0ml for patients < 30kg once every 4 weeks by Iv infusion over 1 hour. Check
patient’s waight at each visit - refer to SmPC. In the event of raised [iver enzymes, low ANC or low latelal count, dose o MTX and ather medications wh-n- lpnmonan see SmPC For cletails. Reduction of ReActemra
dosa due to laboratory abnormalities not studuod in pJIA patients. Cllmcal improvement |s gtn«l y seen within 12 weeks of starting RoActemra; re(enmler cummed therapy if no improvement is seen in this ti y o any comp
of the product; active, severs infections. W and Py reported in patients receiving immuncauppressive agents including RoActemra. Do not initiate mpamnumounm m{umn I sarious mhmmdwulups interrupt therapy
until infection controlled. Caution in patients with history of murnngdMomc miaclmm. or olher ety dli (o g. ¢ iculitis, disbetes and interstitial lung disease) which may predispose patients te infection. Vigilance for the timely detection of serious infection
recommended. Advise all patients and panents/guardians of sJIA and pllA patients to contact rhw Ith i iately when e of an infection appear. Screen for latent TB pricr o starting therapy. Treat latent TB with standard anti-
ml ﬂl!f before m.lsabng Mmmra Risk of false negative tuberculin skin and i g TB blood test results, especially in severely il immunocompromised patients. Advise patients to seek medical attention i si mptoms le.g. persistent cough,
._, ”ﬁm mm f TR infection occur dunng or after with R . Wirsl lo.g. hepanln B) reported with biclogic therapies for RA. Patients screening positive for hepam.u; e::ludnd from clinical trials. Events of diverticutar
it roported dy with R in RA patients. Exercise caution in patients with a history of intestinal ulceration or diverticulitis. Evaluate patients with of fitis promptly. Serious hypersensitivity
reactions rebouod may be m severe and po:enhaﬂ,’ hul in patients who hwe experienced hypersensitivity machons during previous mhmom even if they have received pmmednunon wuth steroids and inti-histarmines. Appropri should be svailable for
immedkate use in the event of an . Han reaction of ather serious b infusion related ion eccurs, stop of R by and d o hes ty. Lise with caution in
patients with active hepatic disease or hepatic impairment. Mot recommended in patients with basefine ALT or AST > § x ULN; use with cautian in pauenuwﬂ.hNJ ot AST > 1.5 x ULN. Monitor ALT and AST Ievelsfu RA, sJIA and pJla pumus accarding to SmPC - other fver
function tests including biirubin should be consicered where indicated. If raised, follow dosage recommendations in SmPC for RA, sJIA and pJIA patients. Risk of neutropenia may be increased in patients previously treated with a TNF antagorist. Continved therapy not
recommended in patients who develop an ANC < 0.5 x 10%] or platelet count < 50 x 104, | nat ted with R initiation not ] where ANC is below 2 x 1071, Caution in patients with low platelet count; menitor neutrophils and platelets
in RA, sJiA and pJlA patients sccording to SmPC. If reduced, follow dosage recommendations in SmPC for RA, sJIh cnd pJIA patients, Elevations in lipid parameters seen - refer to SmF‘C Aueu ||p|d paramaters according to SmPC if elevated; manage patients according to
local guidelines for hyperlipidaemia. Potential for central demyelination with RoActemra currently unknown; physicians should be vigilant for symptoms of new onset disease. may increase mal risk in RA patients. Do not give live and live
attenuated vaccines concurrently with Rolctemra as safety not established ~ refer 1o SmPC for further details on immunisations. RA patients should have CV risk factors managed as part of usual standard of care. Not recommended for use with other biclogicsl agents.
Macrophage activation syndrome (MAS) s a serious Iife-threatening disorder that may develop in sJIA patients ~ RoActemra has not been studied in patients during an active MAS episode. Advise patients experiencing dizziness not to drive or use machines untit du;meu
resolved. Product contains 26.55mg sodium per 1200mg. Drug Interactions: interaction studies anly med in adults In RA patients, levels of simvastatin (CYP3A4) were decreased by 57% ane week following a single dose of tocilizumab to levals similar to or d"ﬁelly
than those observed in healthy subjects. Monitor patients taking medicines which are icually adpsted and o via CYPA50 3A4, 1A2 or 2C9 when starting or stopping RoActemra, as doses may need 1o be incressed to maintain therapeutic effect. effect e{
tocizumats o CYP4S0 enzyme actvity may persist for several waeks afor stopping therapy. Refer to SmPC for futher detals on the ffects of RoActomra on cytachrome CYPAS0 and drug interactions ganerally. Fertlity, Pregnancy and Lactation: Women of chidbearing
potential should use effective contraception during and up to 3 months after treatment. No odequul& data from use in pregnant women. Animal atl.dy showed an d risk of foetal death at high dose. RoActernea should not be wed during
pregnancy un|ass dsuh necessary, No Inmur.m data in humana. A decsion on whether to or R therapy should be made taking into account the rnl.muu I;unuﬁu 1o the child and mather. Refer to SmPC. Effects on ability to drive
and use hn mines indl me shility to drive and use machines (dizziness). Side Effects and Adverse Mmﬂ 8& Mmt commoﬂly repor!ed ADRs (oceurring in = 5% patients traated with tecilizumab monatherapy o with DMARDs) were upper
infect headach ¥ and increased ALTs. ADRs occurring in patients with RA receiving ofin with MTX or other MD& in the cBnical trial double-blind controlled anud = Very Commen
(= mw upp« pil y i fections and hal dawmia, Common f= !!TDG <IHO] cl||u||||s pnqumnma oral herpes smpfex, }m—pm zoster, abdormanal pain, mouth ulceration, gastritis, rash, pruritus, urticaria, headache, dizziness, hepatic transaminases increased,
waight increased, total b-hruben increased, b ! i | pedema, h ¥ reactions, cough and dy . 814\ In general, the ADRs were similar to those seen in RA patiants. Infactions - Serious infections of varicella
and otitis media wpuﬂ,ad in addition to m!momfu RA, Infisicn resctions = Hypersensitivity ractiont mqwnng treatment discontinuation occurred in < 1% ofpnllnnll. Other evants occurring within 24 hours of infusion in 16% of patients included, but ware not limited to rash,
wrticaria idered serious], disrrhoea, epigastric di fort, arthralgia and headache. IgG - d levels duﬂng lherwy Oifwr d«mm in peutrophil and platelet counts, hepatic t r.p.d mcm and iﬂtl -toclizumab antibodies
nbuarw.-d Serious or Potentially Serious: serious infections, active tubercudoss, i |nvl=v' pu]mcw\lr)’ mhctum, itial lung di i ,....4 pulmnmry fibrosis}, | perforations {: i of . reactions.
ral, the ADRs were similar to those seen in RA and sJIA patients. nausea, and d d il count were mare fr ly reported in the pJiA dation and increased chol | wias less fi h
in nJIJ\ than RA. Infections - The |r|oderv:e of mfac!m Iaadmg o dm mmmpbonl was numenully h-gher in pabents mghmg <30 hg the rate. of serious infections was also higher in these patients. Infusion reactions - 20.2%
ienced an event within 24 hours of infusion. Mo dli roactions nd requiring were reported, Refer to SmPC fora cumpleh listing of ndwnu crem: bnr RA
s.ua and pllA. See SmPC section 4.8 for instructions on rhe reporting ofS-uspecwd .&dreue Reamom I.ogd Category: Product subgc{ 1o medical pdm;phon M may not be renewed (A). P and
Numbers: 80rmg of toclizumab in 4ml (20mgfml) pack of 1 (EUA in 10m! {20mg/mi) pack of 1 (EU/ ; #00mg of in 20mi I) pack of 1 (EU/1 . Marketing Auth
Holder: Roche Registration Limited, 4 Falcon Way, Shire Park, ‘Wehwyn Garden Culy A:L? IT\N' Un-tod Klngdorn RoActerra is a registered trade ‘mark, Further information is avaiable from Roche Products (Ireland) Lufmlod 3004 Lake Drive, CIMI
Maas Road, Dubfin 24. Telephone: {01) 4690700, Fax: {01) 4670791, Date of 2013. G © 2013 by Roche Products (ireland) Ltd. All rights reserved. References: 1. Nisar MK et al. The role of tocilizumab monotherapy
in the management of theumatoid arthritss: a review. Int. J. Chin. Rheumatol. (20121 {1k 9-19. 2. SmPC. ReACTEMRA {tocilizumab) Summary of Product Characteristics, 25 September 2013. Date of lem: December 2013, p03/12/13.
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Enbrel (etanercept)
Abb ted Prescribing Information

Before prescribing Enbrel® please refer to full Summary of Product
Characteristics {(SmPC), Presentation: Enbrel Pre-filed Syringe: Enbrel 25
mg and 50 mg solution for injection in pre-filed syringe. Each pre-filled
syringe contains efther 25 mg or 50 mg etanercept. Enbrel Pre-filed Pen
{MYCLIC®): Enbrel 50 mg solution for injection in pre-filed pen. Each
pre-filled pen contains 50 mg etanercept. Enbrel Powder: Enbrel 25 mg
powder and solvent for solution for injection. Each vial contains 25 mg
etanercept and each pre-filed syringe contains 1 mi water for injections.
Enbrel Paediatric; Enbrel 10 mg powder and solvent for solution for
injection for paediatric use. Each vial contains 10 mg etanercept and each
pre-filed syringe contains 1 mi water for injections:

Uses: Adults: Moderale to severe active rheumatoid arthritis (RA),
in combination with methotrexate, when response fo disease-
modifying anfi-heumatic drugs DMARDs, induding methotrexate
{unless contraindicated), has been inadequate. Enbrel can be given
as monotherapy in the case of intolerance fo methofrexate or when
confinued treatment with methotrexate is inappropriate. Severe, active
and progressive RA without prior methotrexate treatment.

Enbirel alone or with methotrexate has been shown to reduce the rate of
progression of joint damage measured by X-ray and to improve physical
function. Patients with moderate to severe plaque psoriasis (PP) who failed
lo respond to, or who have a confraindication 1o, or are intolerant o other
systemic therapy including ciclosporing, methotrexate or PUVA. Active and
progressive psoriatic arthnitis (PsA) when response fo DMARDSs has been
inadequate: Enbrel has been shown to improve physical function in PsA
patients, and to reduce the progression rate of peripheral joint damage as
measured by X-ray in patients with polyarticular symmetrical subtypes of
PsA, Severe acfive ankylosing spondylifis (AS) when response fo
conventional therapy has been Inadequate. Chidren aged 2-17 years:
Juvenile idiopathic arthritis (JIA). Polyarthritis (rheumatoid factor positive or
negative) and extended oligoarthritis from the age of 2 years when
inadequate response to, or intolerant of methotrexate. Psoriatic arthritis

from the age of 12 years when inadequate response to, or intolerant of  alcoholic

methotrexate. Enthesitis-related arthritis from the age of 12 years when
inadequate response to, or intolerant of, conventional therapy. Children
aged 6-17 vears: Chronic severe psoriasis when inadequatety confrolled
by, or intolerant 1o, other systemic therapies or phototherapies. Dosage: By
subcutaneous injection. Adults: RA — 25 mg twice weekly or 50 mg once
weekly PP — 25 mg twice weekly or 50 mg once weeKly for up to 24
weeks, or 50 mg twice weekly for up to 12 weeks followed by 25 mg
twice weekly or 50 mg once weekly for a further 12 weeks if needed.
Continuous  therapy may be appropriate for some adull patients.
Discontinue if no response after 12 weeks. For re-reatment: 25 mg twice
weekly or 50 mg once weekly for up to 24 weeks AS and PsA—25mg
twice weekly or 50 mg once weekdy, Children aged 2-17 years: JA-0.4
mo/kg (maximum per dose 25 mg) twice weekly with an interval of 3 - 4
days or 0.8 mghkg (maximum per dose 50 mg) once weekly.

Discontinuation of freatment should be considered in patients who show
no response after 4 months. Children aged 6-17 years: Plaque psoriasis
in children aged 6-17 years — 0.8 mg/kg (maximum per dose 50 mg)
once weekly for up to 24 weeks Discontinue if no response after 12
weeks, For re-reatment; 0.8 mg/kg (maximum per dase 50 mg) once
weekly for up to 24 weeks. Contra-indications: Hypersensitivity to any of
the ingredients, sepsis or risk of sepsis, aclive infections. Wamings and
Precautions: Enbrel should be iniated and supervised by specialist
physicians experienced in the diagnosis and treatment of RA, JIA, PsA,

* Enbrel is the only fully human solub
tumour necrosis factor (TNF) receptor '23458
+ It works differently than MAB's '

« Enbrel is not associated with the
production of NEHtSiNG Antibodie
in humans

AS, PP or Padiatric PP, Patients treated with Enbred should be given the
Patient Alert Card, Use carefully in patients predisposed to, or with history
of infection due to underlying diseases other than RA (e.g. advanced or
poorly controlied ciabetes) or with history of blood dyscrasias, pre-existing
or predisposition to demyelinating disease or congestive heart failure.
Cases of actve tuberculosis have been reported, therefore all patients
should be evaluated for both active and inactive TB prior to being treated
with Enbrel, If active TB is diagnosed, Enbrel should not be initiated.
Caution should be used when administering Enbrel o patients identified as
carriers of hepatiis B virus and there have been reports of worsening

hepatifis C in patients receiving Enbrel. Use with caution in patients witha pal

history of hepatitis C. Whether treatment with Enbrel might influence the
development and course of active and/or chronic infections is unknown.
Concurrent administration of Enbrel and anakinra has been associated
with increased risk of serious infections and neutropenia, and is therefore
not recommended. In dinical studies concurrent administraion of
abatacept and Enbrel resulted in increased incidences of serious adverse
events, and is therefore not recommended. Use caution when considering
combination therapy with DMARDs other than metholrexate. Reports of
various malignancies have been received in the post-marketing period,
therefore with curent knowledge, a possible risk for the development of
lymphomas, leukaemia or other haematopoietic or solid malignandies in
patients treated with a TNF-antagonist cannot be exduded. Malignancies,
some fatal, have been reported among children, adolescents and young
adults (up to 22 years of age) freated with TNF-antagonists (initiaion of
therapy < 18 years of age) in the postmarkeling setting. Melanoma and
non-melanoma skin cancer (NMSC) have been reported in patients
freated with TNF-antagonists, including Enbred. Post-merketing cases of
Merkel cell carcinoma have been reported very infrequenty in patients
freated with Enbrel. Periodic skin examination is recommended for all
patients, particularly those with risk factors for skin cancer. Enbrel has not
been studied in combination with other systemic therapies or phototherapy
for the treatment of psoriasis. Monitor closely if patient develops new
infection during treatment. Discontinue Treatment if serious infection or
allergic reaction develops or if blood dyscrasias are confirmed. Caution
should be used in patients who have moderate fo severe alcoholic
hepatifis and Enbre! should not be used in patients for the freatment of
hepatitis. Discontinue temporarily if significantly exposed to
varicella virus, Live vaccines should not be given concurrently with Enbrel.
Paediatric patients should have received all vaccines recommended in
current immunization guidelines prior to starting Enbrel. Treatment with
Enbrel may result in the formation of autcantibodies. Enbrel is not
recommended for use in patients with Wegener's granulomatosis. There
have been reports of hypoglycaemia in Enbrel pafients receiving
medication for diabetes, necessitating a reduction in antidiabefic
medication in some of these patients. There have been reporis of
Inflammatory Bowel Disease (IBD) and uveitis in JIA patients being treated
with Enbrel. Caution should be exercised when freating the eldery and
with particular atlention to occumence of infections. Pregnancy &
Lactation: Enbrei is not recommended in pregnant or breastfeeding
women. Undesirable Effects: Adufts: The most commonly reported
adverse reactions are injection site reactions, infections, allergic reactions,
development of autoantibodies, itching, and fever. See SmPC for less
commonly reported side effects. TNF-antagonists, such as Enbrel, affect
the immune system and their use may affect the body's defences against
infection and cancer. Serious infections affect fewer than 1 in 100 patients
treated with Enbrel. Repors have induded fatal and fife threatening
infections and sepsis. Various malignancies have also been reported with
use of Enbrel, including cancers of the breast, lung, skin and lymphatic
system (ymphoma). Serious infections and other adverse events such as
uncommon reports of: thrombocytopaenia, systemic vasculiis, uvelis and

« The half-life of anti-TNF agents
should be taken into account if
a treatment break is required

. ﬂegistry data and Cochrane

scleritis, inferstitial lung disease, rare reports of tuberculosis, opporfunistic
infections, anaemia, leucopaenia, neutropaenia, pancytopenia, seizures,
worsening of heart faliure, autoimmune hepatitis, Steven Johnson's
syndrome and very rare reporis of : anaphylaxis, toxic epidermal necrolysk
and aplastic anaemia have been reported. Reactivation of hepatitis B (a
liver infection) has also been reported. Central and peripheral demyelinating
events have been seen rarely and very rarely, respectively, with Enbrel use,
There have been rare reports of lupus, lupus-related conditions, and
vasculitis. Rate of new malignandes was similar to that expected for the
population studied. Fatalies associated with serious infecions
ncytopenia, aplastic anaemia and interstiial ng disease have also
been reported. Paedialrics: Generally as for adults, except the following
were more common: headaches, nausea, vomiting and abdominal pain,
In addiion the following were reported as severe events: varicela,
appendicitis, gastroenteriis, depression/personallty disorder, cutaneous
uices, oesophagitis/gastriis, group A streptococcal sepfic shock, type |
diabetes mellitus and soft issue and post operative wound infection.
There have been post-marketing reports of IBD and uveitis in JIA patients,
including cases indicating a positive re-challenge. Legal Category: POM.
Package Quantities: Enbre! Pre-filed Syringe: Each carton contains 4 pre-
filed syringes containing either 25 mg or 50 mg of Enbrel and 4 alcohol
swabs, Enbrel Pre-filed Pen (MYCLIC): Each carton contains 4 pre-filed
pens containing 50 mg of Enbrel and 4 alcohal swabs. Enbrel Powder;
Each carton contains 4 vials of Enbrel 25 mig powder, 4 pre-filed syringes
of waler for injections, 4 needes, 4 vial adaptors and 8 aleohol swabs.
Enbrel Paediafric (10 mg): Each carton contains 4 vials of Enbrel 10 mg
powder, 4 prefiled syringes of water for injections, 4 needles, 4 vial
adaptors and 8 alcohol swabs.

European  Marketing  Authorisaion  Numbers:  Enbrel  Pre-filed
Syringe 25 mg:; EU/1/99/126/013 Enbrel Pre-filed Syinge 50
mg: EU/M/99/126/017 Enbrel Pre-filed Pen (MYCLIC) ;
EUA/99/126/020 Enbrel Powder 25 mg: EUA/99/126/003 Enbrel
Paedatic 10 mg: EUAN/99/126/022. S1B: Product subject to a
prescription which may be renewed, European Marketing Authorisation
Holder: Plizer Limited, Ramsgate Road, Sandwich, Kent, CT13 9NJ,
UK. For full prescribing information see the Summary of Product
Characteristics. For further information on this medicine please contact;
Pfizer Medical Information on 1800 363 633 or at EUMEDINFO@
pfizercom. For queries regarding product avaiiabiity please contact:
Piizer Healthcare Ireland, Pfizer Building 9, Riverwalk, National Digital
Park, Citywest Business Campus, Dublin 24 + 353 1 4676500. API
legf;,ﬂrzmoe Number: EN 6_1. Date of Prescribing Information: December
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