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DMARD-IR AND TNF-IR RA PATIENTS, ROACTEMRA
WHEN COMBINATION WITH MTX IS NOT AN OPTION... STANDS OUT"

—* 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, 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.?

ABRIDGED PRESCRIBING INFORMATION (For full preseribing information, refer to the Summary of Product Characteristics [SmPC]) RoActemra® [Tozili 20mg/ml C far Salution for Infusion

o (il In ion with meth (MTX], for the of adult patisnts with moderate to severe active theumatcid arthritis (RA} who have had an inadequate respanss o intalerance o one or mara DMARD: or TNF antagoeists. In theze patients,
RoActemea can be gwon s monatherapr invcase of imtolerance to MTX or where continued with MTX is i . Rod has basn shown to reduce the rate of progression of § joint damage as measured by X-ray and to improve physical function
when given in with (i) As heragy (in case of intal to MTX or where treatment with I-ﬂx is inappropriste] or in combination with MTX, for the treatment of anm‘ sy'tl:rmc |w=m|e ldlwa!hlc arthritis fleAJ in patients = 2 years
of age, whe have responded inadequately to previous therapy with NSAIDs and systemic corti . Dosage and A should be initiated by health n the diage of RA or sJIA and all
patients should be given the Patient Alert Card. RA Patignts; Recemmended posology is 8ma'kg dl led toa fnal vn!un:e al 100ml, given once every & weeks by iv infusion omr 1 hour. Feor panen(s mugnmg > 100kg, d:\:ses. = 800mg per infusion are not
recommended. Mo data on doses above 1.2g. Dose adjustments: Dose modification, interruption or in some cases of RoActemra rec in the event of raised liver enzymes, low absolute neutrophil count (ANC] or low platelet count (see
SmPC for details). In patients not previcusly treated with RoActenwa, initiation not recommended in patients with an ANC below 2 x 10%1. Closely monitor renal function in patients with modesate to severe renal impairment as RoActema has not been studied In
these patients. No data in patients with hepatic impairment. g4 Patients: No data in pationts < 2 years a!yga Pasmugy Brgkg for pationts = 30kg or 12mg/kg for patients < 30kg once evory 2 weeks by iv infusion over 1 hour, Chack patient's wiight at each

visit — refer to SMPC. In the event of raised liver enzymes, low AMNC or low platelet count, desse or yistop MTX and othar madi wihere appropriate. - sea SmPC for datalls. Reduction of RoActemra dose due
te lberatary abnormalities not studiad In eJIA patients. Clinical improvement [ genarally seen within & waeks of starting Rod 5 | i therapy if na seen in this i ty ta an

of the product; active, sevare infections. Warnings and Serious imes fatal) infactions repartad in patiants receiving i ppressive agents including RoActemra. Do not initiata in pat.enls with active infaction. If serious infection develops
interrupt therapy until infection controlled, Caution in patients with histary of recurring/chronic infections, or other under fe-g. di litis, d'wbel:s and i hal hung disease] which may. predlspm patients to infection. Vigilance for the tmely
detection of senous infection recommended, Advise all patients and parents/guardians of sJIA patients te contact their t fs i diately when of an infection appear. Screen for latent TE prior to starting therapy. Treat latent

T8 with standard antl-mycobacterial therapy before intiating RoActemra. Yiral reactivation (e.g. hepatitis B) reported with biologic therapies for RA. Patients screening pasitive for hepatitis excluded from dinical triaks, Events of divarticular perloranons as

o di of iculitis reported Iy with RoActemra in RA patients. Eaercnsc caunon in patients with » hnstory of mzestmal ulceration or diverticulitis, Evaluate patients with symptoms of complicated diverticulitis promptly, Serious hypersensitivity
reactions reported - may be more severe and potentially fatal in patients who have e reactions during p infusions even if they have received premedication with s!e«olds and anti] hlslnmmes ﬁppruor‘ate treatment should be available
for immediate use in the event of an b reaction with -1 an bl reaction or other serious hypersensitivity'serious infusion related reaction occurd, stop admini of and discantinue therapy permanently.

Use with caution in patients with active hepatic disease or hepatic impairment. Mot racommended in patients with baseline ALT or AST > 5 x ULN; use with caution in patients with ALT or AST > 1.5 x ULN, Monitor ALT and AST levels for RA and sJIA patients

according to SmPC - other liver function tests incheding bilirubin should be considered where indicated. If raised, follow dnsa?e recommendations in SmPC for RA and sJUA patients. Risk of neutropenia may be increased In patients previously treated with a TNF

antagonist. Continued therapy not recommaended in patients who develop an ANC < 0.5 x 107 e platelet count < 50 x 1093l In patients not prev treated with ; initiation nat wheng ANC is bedow 2 x 107, Caution in patients with

Iowe platalet count; manitar neutrophils and platalets in RA and sJIA patle-nts according to SMPC. If reduced, follow dosage recommendations in 'SmPC for RA and <JIA patients Elevations in lipid parameters seen - refer to SmPC. Assess lipid parameters aceording

to SmPC, if elevated, manage patients ding to local ia. Patential far central i with Rad, current] l icians thould be vigilant for symptams of new onsat disease. Immunomadulatary medicines may

inceease malignancy nsle in RA patiants. Do not give live and !m altﬂnuated vaccings concurrantly with RoActemra as safe:y not established — refar to SmPC for further details on immunisations. RA patiants should have CV risk factors managed as part of usual

standard of care, Mot recommended for use with ather biological agents. h ' d (MAS) s & serious life-threatening duorder that may develop in sJIA patients — RoActemsa has not been studied i patients during an active MAS epade,

Advise patients experiencing dizziness net to drive or use machines until dlzzlncas rasolvad, Product contains 26, 55mg sedium per 1200mg. Drug Interactions: In RA patients, levels of simvastatin (CYP3A4) were decreased by 57% one week following a single dose

of tocilizumab to levels similar to ar slightly higher than those observed in healthy subjects. Menitor patients taking medicines which are Individually adjusted and metabalised via CYP4S0 344, 142 or 205 when starting or stopping RoActena, as doses may need

to b increased to maintain therapeutic effect. The effect of tocilizumab on CYPAS0 enazyme activity may persist for several weeks after stopping therapy. Refer to SmPC for further details on the effects of RoActemra on cytochrame CYP450. Fertility, Pregnancy

and Lactation: No adeqguate data from use in pregnant women. Animal study showed an increased risk of abortion/embryc-foetal death at high dose. RoActemra should not be used during pregnancy unless clearly necessary. Women of childbearing

potential should use effective contraception during and up to 3 months after treatment. Mo lactation data in humans. & decision an whather 1o continue/discontinue breastfeeding or RoActemsa therapy should be made taking into account the relative benefits to

the child and mother. Side Effects and Adverse Reactions: RA: ADRs occurring in patients with RA receiving tocilizumab as monotherapy or in combination with MTX or other DMARDs: Very Commen (2 1/10) upper raspiratory tract infections and

hypeﬂ:holes:ernimla Comman[_ 17100 - 41/!0} eellulitis, preumanis, aral herpu simplex, harpas zostar, abdaminal pain, mouth ulceration, gastritis, rash, pruritus, urticaria, headache, dizziness, hapatic waight i d, tetal bilirubin
! ' onrlem ity neactions, j ivitis, cough and d A In gnm\ral the ADRs wore similar 1o those seen in RA patients. Infactions - Serious infections of varicella and otitis media

reported, Infu-yon .feacmns— tigns discontmustion occurred in < 1% of patients. Other events eccurrng within 24 hours. of infusion i in 6% of patients included, but ware not Tmited to rash, urticanda (considered serious),

diarrhoea, epigastric dlscom{orl arlhralgla and hcadvche JQ'G d:w.‘ased levels during therapy, Other - decreases in netrophil and platelet counts, hepatic i lncreusﬁ and anti-tocilizumaty

antibedies chserved. Serious or memﬂy Serlous: active bvvasive pul y infections, i hing disease (including and pul !'brosna?, i inal p {as c of

Brioud hypi-r:«rhlllwly reactions, Relér to SmPC lor a complete Bsting of adverse events lor RA and sJlA. Legal Category: Limited to sale and supply on anly. Py i and Mark Auth

g of tocilizumab in dml (20 I} pack of 1 (EUA 4%2/001); 200mg of tocilizumab in 10ml (20mg/ml) pack of 1 (EL/1/08/492/003); 400mg of tocilizumab in 20ml | pack of 1 (EU/M, 27005}, Mark

Aulmwnahon Hnlder Roche Registration Limited, & Faleon Way, Shire Park, Webwyn Garden City, ALT 1TW, United Kingdom. RoActemira is a registered trade mark Further information is available from Roche Products (lreland) Lm\uted

3004 Lake Drive, Citywest, Naas Road, Dublin 24, Telephone: (01 4690700, Fax; (01) 4690791. Date of Preparation: June 2012, plS/07/12, Copyright © 2012 by Roche Products (Ireland) Lid. All nights resenved. References: 1. Nisar

ME et al. The role of in the it of id arthritis: a review. Int. J. Clin. Rheumatol. (2012) 7{1): 8-19. 2. GmPC. RoACTEMRA {tocilizumab) Surmmary of Product Characteristics, 25 May 2012
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WELCOME

Dear Colleagues and Friends

I am delighted as President of The
Irish Society for Rheumatology to
welcome you all to our Spring
Meeting in the very picturesque
surroundings here in the Royal
Marine hotel in Dunlaoire. I hope
that you will find the occasion both interesting and
stimulating and that you will have the opportunity of
renewing old acquaintances and maybe forging some new
ones.

Once again our academic organizing team from Connolly
Hospital, namely Maurice Barry, Eithne Murphy and Trevor
Duffy have done the Society proud by putting together a
really diverse programme.

I am really looking forward to hearing Prof John Isaacs
from Newcastle who will present on the topical area of
“Biosimilars in Rheumatic Diseases”. John is Director of the
innovative Wilson Horne Immunotherapy Centre in
Newcastle University. I look forward to hearing John who is
renowned worldwide as a speaker of international repute.

On a similar vein Prof Piet van Riel comes to us from the
University Medical Centre in Nijmegen in the Netherlands.
Piet was for many years chair of the EULAR standing
committee for International Clinical Studies, which included
Therapeutic Trials. As a vastly experienced and active
member of ACR, BSR and the Dutch Society of
Rheumatology, Piet is an expert in biologics and
inflammatory arthritis.

I would like to extend a warm welcome to our * local
speakers” Dr Anne Gilleece, Dr Etaoin O’Keeffe and Dr
Andrew McCann giving the meeting a sense of balance and
their presentations range from the social aspects of
medicine to relevant clinical updates.

Once again we owe a debt of gratitude to our friends in
industry particularly in these challenging economic times
and in particular our major sponsors for their continued
support of our meetings. I would ask you to visit the stands
and to recognize this ongoing financial contribution.

I would also like welcome members of the Health
Professional Society who are joining us here today.

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

Dr Gary Wright,
ISR President

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
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osteoarthritis and crystal disease, early diagnosis and
treatment of inflammatory arthritis and musculoskeletal
ultrasound in rheumatic disorders. He is the Royal College
of Physicians of London Northern Ireland Regional Advisor
for Training.

ISR Presidents

Dr Gary Wright 2012 - Present

Belfast
Prof. G. Cunnane 2010 — 2012
Dublin
Dr. R. Kavanagh 2008-2010
Galway
Dr. ). Lee 2006-2008
Craigavon
Dr. P. O’Connell 2004-2006
Dublin
Prof. O. Fitzgerald 2002-2004
Dublin
Dr. A. Taggart 2000-2002
Belfast
Dr. D. Raman 1998-2000
Sligo
Dr. A. Bell 1996-1998
Belfast
Prof. B. Bresnihan 1994-1996
Dublin
Prof. M. Molloy 1992-1994
Cork
Dr. E. Casey 1990-1992
Dublin
Dr. S. Roberts 1988-1990
Belfast
Dr. C. Barry 1985-1987
Dublin
Dr. D. Roden 1983-1985
Dublin
Dr. W. Boyd 1981-1983
Belfast

Dr. T. Gregg 1979-1981
Dublin

Dr. ). Molony 1977-1979
Dublin

Dr. M. McMahon 1975-1977
Cork

Dr. T. O’Reilly 1973-1975
Dublin
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OUR NAME HAS
CHANGED.

OUR COMMITMENT
TO RHEUMATCROGY
ENBDURES:

The partner you once called Abbott is now
AbbVie. Our name has changed but our
commitment to join you inimproving patient
care does not. We stand by our promise to
develop and deliver innovative medicines and
work with you to elevate the standard of care
in the treatment of rheumatic diseases.

abbvie.com

©2013 A
Item codé
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PROGRAMME ISR Spring Meeting

22nd March 2013, Royal Marine Hotel, Dun Laoghaire, Dublin

FRIDAY 22nd March

8.00a.m Pfizer symposium

10.00a.m. Introduction & Welcome
ISR President — Dr Gary Wright

10.10a.m. 1st Session Chair: Dr Eithne Murphy
Vaccination and Biologic Agents
Dr Anne Gilleece
Microbiologist, Connolly Hospital, Dublin
10.55a.m. Tea/Coffee
11.15a.m Biosimilars in Rheumatic diseases
Prof John Isaacs
Clinical Rheumatology and Director of the
Wilson Horne Immnotherapy Centre, Newcastle University, United Kingdom
12.00p.m. 2nd Session Chair: Dr Claire Sheehy
Foetal Medicine and the Rheumatologist
Dr Etaoin Kent
Research Fellow, The Rotunda Hospital, Dublin
12.45p.m. LUNCH
2.00p.m. 3rd Session Chair: Dr Trevor Duffy
Making welfare supports easier for your patients
Dr Andrew McCann, Development Manager,
Fingal Citizens' Information Service, Swords, Co. Dublin
2.45p.m. Biologic dose reduction in inflammatory arthritis
Prof P Van Riel
Head of Department of Rheumatology,

University Medical Centre Nijmegen, The Netherlands

3.45p.m. Close of meeting

All the Sessions are kindly sponsored by AbbVie, MSD, Pfizer & Roche
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For the symptomatic relief of’

Osteoarthritis® 30_60m g Postoperative

once daily

NEW

INDICATION

etoricoxib

DEMONSTRATED POWERFUL PAIN RELIEF'®

For the short-term treatment of’

Omg

Moderate
Dental Surgery

Rheumatoid
Arthritis

90mg

once daily

Pain once daily,

maximum 3 days.

Ankylosing
Spondylitis

\.

90mg

once daily

aanie” 120mg

once daily,
maximum 8 days.

ARCOXIA® {etoricoxib) ABRIDGED PRODUCT INFORMATION

Reler to 5 ¥ of Product Ch istics bafore ibi

PﬁESEN‘ﬂﬂDN Tablets 30mg, 60 mg, 80 mg and 120 g tablets each containing 30mg, B0 my, 0 mg or 120 mg of etoricoxib
USES ie rafief of arthritis (RA), anky o spondyliis (AS) and the pain and signs

ol inflammation associated with acute gouty arthritis. The short-term of pain d with dental surgery.

Base the decision 10 prescribe a selectve COX-2 inhibitor on an assessment of the indnidual patients overall risks. DOSAGE AND
ADMINISTRATION Take oralty with ar without food. Onset of action may be faster when sdministered without food, and should be
considered when rapid reliel is needed. Ostecarthritis: 30 mg once daily. In some patients with insufficient relief from symptoms, an
increased dose of 60 mg once daily may increase efficacy, Rheumsatoid arthritis: 90 mg once daily, Ankylosing spondylitis: 30 mg once
daily. For acute pain conditions, etoricoxib should be used only for the acute symplomatic pariod. Acute gouty arthritis: 120 mg once
daily limited to 8 maximum of § deys. Postoperative dental sirgery pain: 90 my once daily, limited to a meximem of 3 days. Some

increased by NSMDS. theretore monitor and adjust blood lithiem and lithiwm dosage o ¥. M irexats; ad
is d tor fated toxicity when icoxih and h are admini Oral
Contraceptives (OC): Adminisiration of etoricoxib 60 mg with an OC contmining 35 meg ethinyl estradiol (EE) and 05 to 1 mg
h for 21 days i the steady state AUC_ . of EE by 37%. Administration of etoricoxil 120 mg with the same OC,
concomitantly or separated by 12 hours, increased the smw\r state AUC o OF EE by 50 to 80%. Consider this increasa in EE
concentration when selecting an oral contraceptive for use with etoricaxib. An ncrease in EE axpostire can mcraasa the incidence
of adverse events with oral ives. Hormone Therapy: 120 mg i
Pramarin™ [Wyeth) for 28 days increased rhe mean steady s:a:e AUC, ., of unconjugated estrone (41%), equilin (76%) rsnd
17-b-estradiol (22%). Although the clinical significance is unknown, take into cansideration the increass in estrogenic concentration
when selecting HRT as the increase in estrogen exposure might increase thae risk of adverse evants associated with HRT. Digoxin;
Patients at high risk of digoxin toxicity should he monitored for an increass in mguxm C. whan etoricoxib and digoxin are

patisnts may require additional postoperative analgesia. Each dose above is the maximum recommended dose for each condition and
should not be As the risks of ib may increase with dose and duration of exposure, use for the
shortest duration possible and use the lowest effective daily dose. Re-evaluate periodically the patient’s nead for symptomatic relief

Effect of on drugs by ib ks an inhibitor of human
activity, SULTIET and has been shown to'increass the serum concentrations of ethinyl estradiol, It may
be prudent to exercise care when administering etoricoxib concurrently with other drugs primarity metabolised by human

and response to therapy, especially in osteoarthritis patients. Hepatic insufficiency: mild [Child-Pugh score 5-6): diess of
indication, do not exceed a dose of B0 mg daily, moderate (Child-Pugh scera 7-9): regardless of indication, do not exceed 30 mg once
daily. Renalinsufficiency: o necessary for patients with creatinine clesrance 230 mi/min, CONTRA-INDICATIONS
History of hypersensitivity to any component of this product. Active peptic ulceration er gastro-intestinal (G1] bleeding. Patiants who
have expenenced bronchospasm, acute rhinitis, nasal polyps, angioneurotic oedema or urticarie or allergic type reactions. after
aspirin or NSAIDs including COX-2 inhibitors. Pregnancy and lactation. Severe hepatic dystunction (serum albumin <25 g/l or Child-
Pugh score 210). Estimated crestinine clearance <30 mifmin. Children and adelescents under 16 years of age. Inflammatory bowel
disease. Congestive heart failure (NYHA II-IV). Patiants with hypertansion whose blood pressure is persistently elavated above
140/90mmHg and has not been adequately controlied. Established ischasmic heart dlsaase peripheral arterial disease aﬂw'ur
cerebrovascular disease. PRECAUTIONS Gastro-ntestnal affects Upper GI compl {p ulcers or bl 1, some
with fatal outcome have accurred in patients 1aking etoricoxib, Caution is advised in patients most at risk of developing a Gl
complication with NSAIDs: elderly, those on any other NSAID or aspirin concomitanthy, or those with a priar h-smfv of Gl disease.
There is a further increase in the risk of G1 adverse effects (GI ion or other G| i when atoricoxib is taken together
with aspirin {even at low doses). A significam difference in GI safety between selactive COX-2 inhibitors + acatylsalicylic acid vs
NSAIDs + acetylsalicylic acid has not bean demonsirated in long-term clinical trials. Cardiovascufar Clinical trials suggest that the
selactiva COX-2 inhibitor class of drugs may be associated with a risk of thrombotic evants {especially M1 and stroke), relative to

ie.g. oral and Effect of etoricexib on drugs balised by CYP i Based on in vitro
studies, b is not ted 1o inhibit h P450 [CYP) 1A2, 2C9, 2C19, 206, 2E1 or 3A4. In a study in healthy subjects,
daily administration of etoricoxib 120 mg did not skter hepatic CYP3A4 activity as assessed byme amnrum\lcm braath test. Effects of
other drugs on the pharmacokinetics of aro:rcoxab The main pathway ol on CYP anzymas,
CYP3A4 appears to to the of ib in vive. Ke & potent |n!!|t|l1nr of CYP3AS, dosed at 400 mg

once a day for 11 days 1o healthy voluntears did not llnva any clinically affect on the single-d, of 60 mg
etoricoxib (43% increase in AUC), Vori and = of either oral or topical

oral gel, strang CYP3A4 inhibitars, with etoricoxib uused a s!ugln incraase in exp w but is not i 0 be
clinically ful based on i data. i with rifsmpicin, 8 potent inducer of CYP
BnzZYMas, p 055% d n ib plasm an interaction which may result in racurrence of symptoms.

Antacids: Antacids do not sffect the pharmscaiuneuc! of aluncwm tu a clinically relevant extent, Pregnancy: contra-indicated in the
first, second and third of p y Lacration: . SIDE EFFECTS The followang undesirable effects were
reported at an incidence greater 1Imn placabn in clinical trials in patiants with OA, RA, AS or chronic low back pain treated with
wtoricoxib 30 mg, 60 myg or 90 mg for up 10 12 weeks, of in post-marketing experience: [Very common (= 1/10) Comman (= 1/100 to <1/10)
Uncormnm {=1/1000 to < waw Rare (= 1/10,000 ta <1/1000) I-'.ery rare { <I/10,000f not known fcannot be estimated from the avalable
datal] b fons and i O -alvwlat osteitis L teritis, upper i ¥ mﬁ.\:non unnnn« tract

placebo and some NSAIDs, As the cardiovascular risks of etoricoxib may increase with dose and duration of exposure, use for the lnFec'rbun ﬂ'lwd m phatic system L enaemla primarily d with gast ding),
shortest duration possible and use the lowest effective daily dose. Re-evaluate periodically the patient’s need for rehief . Immune system nfmrd'nr Very rare: hyper vty including phylact
and response to therapy, especially in those with Patignts with signifi risk factors for card slar events {e.g. anaphylactoid rea ctn:ms mr,l||mnq shock. My and nutrition dis (_‘m; letan!wn appetite
hypertension, hyparlipidasmia, diabates mellitus, smoking) should only be treated with etoricoxib after careful idaration, COX-2 increase or waight gain. Psy disorders: [ anxiaty, o , mental acuity d 1. Vary rare:
selective inhibi aranota for ac icylic acid for of cardiova: tuwr ic diseasas hacanw :unluslr.m hal!u:lnauuns Nervous system dnmirr Comman: dizziness, headache. l' insomania,

of their lack of antip affect Theref: iplatelet therapies should not be di inued, Renal effects Consider itoring renal blurred vislon, conjunctivitis. Ear and mmm disorders: Uncommon:

function in patiants with pre-existing significantly impaired renal function, uncompensated heart failure, m clrlhusls Fluid mlenmn
oedema and hypertension Exarcise caution in patiants with a history of cardiac failura, aft icul fi ar
and pre-axisting oedema Irom any other reason, as fluid retention, oedema and hypertension have been observed in pahenls taking
il Al N | fl v Drugs (NSAIDs), including etoricoxib, can be associated with new onset or recurrant
congestive hean faiure. Take appropriate measures, including discontinuation of etoricoxib where there is chnical evidence of
deterioration in the condition of these patients. Etoricoxib may be associated with more frequent and severe hyperiension than some
other NSAIDs and selactive COX-2 inhibitors, particularly at high doses. Therefore, hypertension should be controlled before
treatment with etoricoxib (see section 4.3) and special attention should ba paid to blood pressure munl:nnng during treatmant with
etoricoxib. Blood prsssure should be munmrsd within two weeks after initiation of and i blood

unnmls. wr!lgo Cardiac di: Comman: atrial fibrillation, congestive headt lailure, non- ﬁﬂetlhc ECG
changes, anging pectons, myocardial infarction®. Mat kenow: tachycardia. Vascolar disorders: Comman: b
fiushing, cerebrovascular accident®, transient ischaemic attack. Very rare; vaerlansws crisis, Mof known: vasculitis. Nmnnmrr

thavacic and mediastinal disorders: U cough, d apistaxis. Very ram h . Gastro-i inal di:
Commean: gastr leg inal pain, fatulence, b i ic di |
nausea. Uncommon: abdominal distention, acid reflux, bowel movemant pattern :hange ipation, dry mouth, g denal

ulcer, irritable bowe! syndrome, cesophagitis, oral ulcer, vomiting, geslrlr.ls Very rare: pepuc ulrars including gastro-intestinal
perforation and blasding (mainly in the ebderly]. Nor known: ders: Common: ALT increased, AST

prassure rises signifis , consider al Hepatic effects Elevations of ALT and/or AST (>3 times the upper limit of
normal) have been ienuned inapproximately 1% of patients treated in trials with etoricoxib 30myg, 60 mg and 90 mg for up 1o one year,
Monitar any patient with symptoms fsigns of fiver dysfunction or in whom an ab | lver function test has occurred. Discontinue
etoricoxib if signs of hepatic insufficiency occur, or if persistantly abnormal iver function tests {3 tmes the upper limit of normal) are
detected, General Take appropriate measures and consider di inuation, if during patients d inany of the
organ system functions described above. Maintain iale medical supervi vhan treating the elderly and patients with ranal,
hepatic or cardiac dysfunction with atoricoxib. Use caution when initiating treatment in patiants with wns:dn(ahin duhwlrabnn

Very rare; hepatitis. Nat known; jaundice, Skin and tissue di Contmon: ac Uncanmman;
facial oedema, prufitus, rash. Rare: erythema. Very rare: urticaria, Stevens-Johnson synd , toxic I tysi
lﬁu:ui’ukmﬂt cmcnu tissue and bone disorders; Uncomman; musculnr «
and urinary di: protainuria, serum i Vary rare: mnnl msu[ln:mnc\r including renal failure,
ususlly upon di inuation of General di and site Common: asthenia/

fatigue, flu-ike disease - chest pain. | blood urea nitrogen increased, creatine phosphokinase
increased, hyperkalaemia, uric acid increased, Rare: blood sodium decreased. The fuliuwmg sanuns unﬂesllahbe effects hau'z been
reported in assncmnon mlh the use oI NSAIDs and cannot be ruled out for b itial naphritis

patients prior g therapy Serious skin reactions, some of them fatal, including exfoli
Stevens-Johnson syndrome, and 1oxic epidermal necrolysis have been reported very rarely, associated with the use of NSAIDs nnd
soma selacme cox-2 inhlhlll:llS- ﬂls: ontinue at the first signs of skin rash, mucosal lesions or any other signs of hypersensitivity as
dama) have been reported. Etoricoedb may mask lever, Use of etoncoxib is not

and fuding hepatic failure. * Based on anah'sas ul' long- |Eﬂl| piacebu and active controfled
clinical trigls, sebective COX-2 inhibitors have been d with an b risk of serious thrombotic arterial events, including
myocardial infarction and stroke, The absolute risk for such events is unlikely to exceed 1% per year based on existing dats
iuncnmmmb MCIU\IBE OQUANTITIES 30 mg, 60 mg and 90 mg Tablets: packs of 28 1ablets 120 mg Tablets: packs of 7.and 28 tablets

hyper
rae n women ing to A.rcoxla lahlats :unlam lactose: :Iu not use in patients with rare itary
problems of galactose intolerance, Lapp lactasa deficiency or gh d| )

Oral anticoaguiants: Exercisa caution when co&rImlmslannq with warfarin and other ural anticoaguiants. Closslv mnmlur the
prothrombin time INR when therapy with etoricoxib is mmalad or :he dﬂse chungw in patients recmwng oral anticoagulants or similar
agents, particularly in the first few days. Diuratics, ACE- A SAIDS may reduce the effect of
diuretics and antihypertensive drugs. In some patients with comprom;sad reenval function, the co-administration of an ACE inhibitor or
AllA and cyclo- n:ygennse mlnhnms may lesull im further deterioration of renal function including possible acute renal failure, which
is usually ible, A pecially in the eldery. Patients should be adequately ydrated. Consider monitoring
renal function at |nmanan of therapy and panndlcan\r thereafter, Aspirin: etoricoxib can be used concomitantly with aspirin at doses
used for cardiovascular prophylaxis (low dose aspirin). However, concomitant sdministration of low dese aspirin with etoricoxib may
resultin an increased rate of Gl ulceration or other complications compared 1o use of etoricaxib alone. Concomitant administration of
etoricaxib with doses of aspirin above those for cardiovascular prophylaxis, or with other NSAIDS is not recommended. Ciclosponin’
facrolimys: monitor renal function when etoricoxib and either ciclosporin or tacrolimus is used in combination. inferactions

ic] The effect of b o the pi kimatics of other drugs: Lithium: the plasma concentration of lithium is

numbers Tablets 30 mg PA 1286/7/1 Tablet 60 myg PA 1285/7/2 Tablet 90 mg PA 1286/7/3 Tablet 120 mg PA
1286/7/4 Marketing Authorisation holder Merck Sharp & Dohme ireland (Human Health} Limited Red Dak MNorth, South County
Business Park, Leopardstown, Dublin 18. Date of review: July 2002 & Marck Sharp and Dohme Ireland (Human Health) Limited 2012,
All rights reserved. Legal Category: POM Further information is available on request from: MSD, Red Oak Morth, South County
Business Park, Leopardstown, Dublin 18 or from imes.ie, Date of January 2013

References: 1. Arcoxia SPC. a. Doses greater than those recommended for mach indication have either not demonstrated additional
efficacy or have not been studied. Due to cardiovascular risks, the shortest duration possible and the lowest effective daily dose of
ARCOXIA® should be used. b. The ded dose for hritis is 30 mg once daily. An increased dose of 60 mg once daily
may increase efficacy. The dose for ostesarthritis should not exceed 60 mg daily.'

e MSD Red Dak North, South County Businass Park, Leopardstown, Dublin 18 Ireland
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Academic Organising Team:
Connolly Hospital

Dr Maurice Barry

Dr Maurice Barry qualified in Medicine in
Dublin in 1982. He trained in Internal
Medicine in Dublin and in Rheumatology in
Dublin and Cambridge, UK. He has been a
Consultant Rheumatologist at Connolly
Hospital Dublin since 1994. His main
rheumatological interest is in the optimal
use of biologic agents in inflammatory arthritis.

Dr Eithne Murphy

Dr Eithne Murphy qualified from UCD in
1991. She completed her SpR training in
Rheumatology and General Internal
Medicine in Dublin. After a brief period
working as a Clinical Fellow in
Addenbrooke's Hospital Cambridge she
returned to take up her current position as
Consultant Rheumatologist in Connolly Hospital Blanchardstown
in 2002. She was awarded an MD from UCD in 2003 for her thesis
entitled 'Periarticular and Axial Bone Loss in Early Inflammatory
Arthritis'. Dr Murphy has recently been appointed as an Honorary
Senior Clinical Lecturer with the Royal College of Surgeons in
Ireland.

Dr Trevor Duffy

Consultant Rheumatologist, Connolly
Hospital, Dublin 15. Graduated UCD &
RCSI 2003, Rheumatology Research Fellow
UCD 2000/04, Clinical Director, Connolly
Hospital (Present), Senior Lecturer in
Medicine RCSI, Chief Resident, SVUH
1999/2000, Chef de Clinique, University Hospital Geneva.

Spring Meeting

2013

Speakers
Dr Anne Gilleece

Dr Anne Gilleece, MB BCh BAO, FRCPI, FRCPath, BSc (Hons)
Graduated from University College Dublin Medical School in 1987.
General professional training completed prior to commencing
training in Clinical Microbiology. Trained in Clinical Microbiology in
St James Hospital, St Vincents Hospital and National Virus
Reference Laboratory. Also completed a year training in Infectious
diseases in Beaumont Hospital during this time. Appointed as
Consultant Microbiologist in Connolly Hospital, Blanchardstown in
2001 and remains in this post currently. In addition from 2007-
2009 was Lecturer in Clinical Microbiology for the Graduate Entry
Medical Programme in RCSI.

Professor John Isaacs

John 1Isaacs is Professor of Clinical
Rheumatology and Director of the Wilson
Horne Immnuotherapy Centre at Newcastle
University, and consultant rheumatologist at
the Freeman Hospital.

He graduated from London University with a
first class degree in Physiology and
Medicine, followed by junior posts in London (Hammersmith
Hospital) and Harvard (Beth Israel Hospital). He was
subsequently registrar on the Hammersmith Renal Unit before
moving to Cambridge with MRC funding, to read for his PhD in
Immunology.

Over the past 20 years his work has focused on the potential
of novel immunotherapies to treat rheumatoid arthritis, ranging
from target identification to early and late stage clinical trials. He
has performed several pioneering translational studies in patients
with inflammatory disease, challenging existing dogma and
informing the design of subsequent generations of therapeutic
agents.

Currently his team is preparing for a first-into-man study, in
rheumatoid arthritis patients, of a tolerogenic dendritic cell
vaccine that has been developed in Newcastle. In 1999 he
received the British Society for Rheumatology Michael Mason
Medal, awarded for excellence in clinical or scientific research,
and in 2010 presented to ‘Heberden Round’ to the Society.

John Isaacs moved to Newcastle University in 2002, where he
developed the translational and innovative Wilson Horne
Immunotherapy Centre for early phase studies of novel
immunotherapeutics. Nationally he chairs the Arthritis Research
Campaign’s Clinical Study Group for Inflammatory Arthritis,
developing an internationally competitive research strategy for
the UK. He is also a member of the Committee for the Safety of
Medicine’s Expert Advisory Group on Clinical Trials.
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Arthritis Ireland

2012 WINNERS

Arthritis Ireland’s Service Innovation Awards and Grants
Programme celebrates Arthritis Ireland’s three decades of
commitment and support to improving patient services as
well as academic advancements in Ireland.

The initiative provides a platform for awarding excellence,
while also offering research and education opportunities
for clinicians, health professionals and rheumatology
departments across the country.

1. Research Assistant Grant: (Sponsored by Roche)

Noirin Nealon Lennox, Waterford Regional Hospital
Subject: Acceptance and change in a rheumatology
pain management programme

. Innovation in Patient Healthcare: (Sponsored by MSD)

Dr Malik Aizad Mumtaz, Cork University Hospital
Subject: Establishment of video capillaroscopy service for
early identification of patients with life-threatening
features of scleroderma

Educational Project: (Sponsored by Abbuie)

Oriel Corcoran, Waterford Regional Hospital, &
Eimear Lyons, Our Ladies Hospice, Harold’s Cross
Subject: Fit for Work Strategies and Solutions

Dr Alan Barry, Dr Darragh O’Neill & Prof Oliver FitzGerald
St Vincent’s University Hospital

Subject: Development of a web-based rheumatology
educational programme for GP trainees

. Education Travel;

Alexander Businos & Niall Halliday, Beaumont Hospital
Subject: Integrated Hand Therapy Clinic

Presentations will be made to each of the winners at the
Irish Society for Rheumatology autumn conference.

For more details go to: Arthritis Ireland

‘Little Things make a Big Difference

-
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Dr Etaoin Kent

Dr Kent is a Lecturer with the Royal College of Surgeons in
Ireland at the Rotunda Hospital. She works in the perinatal unit
with Prof Fergal Malone. She has interests in perinatal medicine,
publishing research on topics including placental health, twin
pregnancies and eclampsia. She teaches on the topic of prenatal
diagnosis both in the RCSI and on the Trinity MSc in Clinical
Chemistry.

Professor Piet van Riel

Prof. dr. Piet van Riel is Head of the
Department of Rheumatology at the |
University Medical Centre Nijmegen, The
Netherlands. After graduating in Medicine
from the Catholic University of Nijmegen in
1978, Prof Dr van Riel trained in Internal
Medicine at St. Radboud Hospital,
Nijmegen. In 1983 he completed his PhD thesis and went on to
receive rheumatology training at the Academic Hospital
Nijmegen.
Prof. dr. van Riel is an active member of many professional
societies, including the Dutch Society of Rheumatology, of which
he was Chairman from 2003 up to 2009, the American College of
Rheumatology and the British Society of Rheumatology. From
1999 to 2003 he was Chairman of the EULAR Standing Committee
for International Clinical Studies Including Therapeutic Trials.

Prof. dr. van Riel’s research interests include clinical research
in rheumatology, clinical pharmacology and clinimetrics. He is on
the editorial board of a number of journals, and has authored or
co-authored several books and over 500 international
publications with currently a h-index of 49 Clinimetrics in
Rheumatology.

The development, validation and implementation of methods
to assess the disease in different rheumatic diseases both in
randomized clinical trials as well as in daily clinical practice.

Dr Andrew McCann

Andrew McCann has an in-depth knowledge of the taxation and
social welfare systems in Ireland and is known nationwide for his
clear, direct and relevant advice on all things related to social and
civic entitlements and rights. Author of the well-known Know
Your Rights: A Guide to Your Social and Civic Entitlements and
Know Your Rights: A Practical Guide to Living in Challenging
Times, Andrew is a frequent guest on national and local radio and
TV3's Ireland AM. Andrew is also the development manager of
the Fingal Citizens' Information Service in Swords, Co. Dublin.

ISR Board Members

Spring Meeting
2013

Professor David Kane

Trinity College, Dublin, Ireland and was ;
conferred MB BCh BAO BA in 1991, PhD in -
2002 and FRCPI in 2006. He has trained in g 1
rheumatology with Prof. Barry Bresnihan »{-:“ _

and Prof. Oliver FitzGerald at St. Vincent's v
University Hospital, Dublin, Ireland and with

Prof Roger Sturrock, Prof Iain McInnes and m

Dr Peter Balint at Glasgow Royal Infirmary, Glasgow, United
Kingdom. He was appointed as Senior Lecturer in Rheumatology
at the University of Newcastle in 2003 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 arthroscopy and synovial biology. He is a
member of the European Working Party on Musculoskeletal
Ultrasound and the OMERACT special interest group on
musculoskeletal ultrasound, previous organiser of the BSR
Musculoskeletal Ultrasound course and is Faculty member of the
EULAR Musculoskeletal ultrasound course. He has served as a
Board member of the Irish Osteoporosis Society and is currently
Honorary Treasurer of the Irish Society for Rheumatology.

Prof David Kane attended medical school at ( )

Dr Sinéad Harney

Dr Sinéad Harney graduated from UCG in

1994 and did her specialist training in

Rheumatology and General Medicine in

Dublin. She completed her training in .
Oxford in 2005 and was awarded a DPhil by
thesis titled “Major Histocompatibility
Genetics of 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 40 publications. She is
currently the secretary of the Irish Society of Rheumatology and
a board member of the TUE committee of the Irish Sports Council

Professor Gaye Cunnane
PhD, MB, FRCPI

Gaye Cunnane is a Clinical Professor in
Rheumatology at Trinity College Dublin
(TCD) and a Consultant Rheumatologist at
St James’s Hospital. After graduating from
TCD, she completed her basic clinical
training and then undertook research
studies examining key prognostic markers
in early inflammatory arthritis under the
guidance of Profs Barry Bresnihan and
Oliver FitzGerald, in association with units in
Zurich, Cambridge, Stockholm and Leiden. This was followed by
a 3 year clinical and research Fellowship at the University of
California San Francisco, USA. She then moved to the UK as
Senior Lecturer at the University of Leeds. In 2003, she returned
to Ireland to take up her current consultant post. Professor
Cunnane has been the National Specialty Director in
Rheumatology since 2005 and oversees a comprehensive

page 9



ENBREL

IS Different

A unigue mechanism of action

e  Enbrel is the only fully human soluble tumour necrosis factor
(TNF) receptor '345¢

e |t works differently than MAB's '

No neutralising antibodies’

» Enbrelis not associated with the production of neutralising antibodies in humans

Enbrel has a short half life (<3 days)

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

Efficacy

* Registry data and Cochrane Review data support efficacy & safety of Enbrel *#
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for-Rheumatology -

Irish Society for
Rheumatology Board Members

PRESIDENT
Dr Gary Wright
The Irish SOCiety fOI' Consultant Rheumatologist
. Musgrave Park Hospital
Rheumatology wishes to express Belfast
its gratitude to all its sponsors HONORARY SECRETARY
and in particular to the following Conmtint Rhcumatoigis
¢ . H ’ Cork University Hospital
Major Exhibitors Cork
o HONORARY TREASURER
AbbVie Ltd Professor David Kane
Consultant Rheumatologist
MS D Ireland Ltd Adelaide and Meat_h Hospital, Tallaght
Pfizer Healthcare Dublin 24
Roche Products (Ireland) Ltd BOARD MEMBER

Prof Gaye Cunnane
Consultant Rheumatologist
St. James's Hospital

Dublin 8
A.Menarini Pharma Ltd BOARD MEMBER
Actelion Pharma UK Ltd Co?\g:l\tlael')l(taFl{‘:e?erFa::;T:grist
Amgen Irelan d Ltd Mid-WesteggoF::dch;IT:I Hospital

Limerick

Arthritis Ireland

Bristol-Myers Squibb Pharma BOARD MENSER

Dr Donough Howard

Eli-Lilly & Co. (Ireland) Ltd C°";‘£;irr‘:\0ﬁeﬁ(f;:ti‘t’a"l’9ist
Fannin Ltd Bublin 9
H BOARD MEMBER
Hosplra Ireland Ltd Dr Frances Stafford
Servier Laboratories Ltd Consultant Rheumatologist
Blackrock Clinic
Swedish Orphan Biovitrum Ltd Co. Dublin
UCB (Pharma) Ireland Ltd BOARD MEMBER

Dr Suzanne Donnelly
Consultant Rheumatologist
Mater Hospital
Dublin 7

BOARD MEMBER
Dr Miriam O’Sullivan
SpR Representative
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teaching programme for Specialist Registrars in the Republic of
Ireland. She is also the Director for Basic Specialist Training
(Trinity Scheme) at the Royal College of Physicians of Ireland and
has additional roles as Intern Tutor for TCD and Director of Post-
graduate Training at St James’s Hospital. She has established a
clinical research programme in Rheumatology at St James’s and
is author of over 50 original publications. Her particular interests
include teaching, early arthritis, connective tissue disorders and
cardiovascular disease.

Dr Sandy Fraser

Consultant  Rheumatologist,  General
Physician and Honorary Senior Lecturer
Mid-Western Regional Hospitals,
Dooradoyle, 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 Seronegative 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 Paul Emery and
Professor Doug Veale he has 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
in the Mid-Western Region in August 2006.

Donough Howard

Donough Howard is a Consultant
Rheumatologist at St James’s Hospital and
Hermitage Medical Clinic. 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 publlshed
in the fields of vasculitis and also has subspecialty interests in the
fields of scleroderma

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 vyear Arthritis
Foundation Postdoctoral Fellowship, which T - 5 )
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.

Spring Meeting

2013

Dr Suzanne Donnelly

Dr Suzanne Donnelly graduated from Trinity
College Dublin and trained in both Ireland
and the UK, being appointed consultant
rheumatologist at St George's Hospital and
Medical School, University of London in
2002. Suzanne returned to Ireland in 2005
to a part time position alongside Dr Conor
McCarthy as Consultant Rheumatologist in the Mater
Misericordiae University Hospital. Her clinical and research
interests include systemic autoimmune disease and Systemic
Lupus Erythematosus.

Suzanne has held academic posts in medical education since
1996 including as Lecturer in Clinical Medicine in Trinity College
Dublin; Clinical Lecturer in Rheumatology in the Nuffield
Department of Medicine, University of Oxford and in St Georges’
Hospital Medical School London. Suzanne joined UCD as Director
of Clinical Education in 2008 and led the design and development
of medical clinical education in the early years of the programme
and was responsible for a series of innovative educational
strategies across all disciplines. Among these was the
development of a patient educator programme on behalf of UCD
in association with Arthritis Ireland which raises the profile of
arthritis by introducing rheumatology patients to medical
students in their first weeks in college. She also led the first
national undergraduate curriculum project in Ireland in any
subject, published as the ISR Undergraduate Curriculum in
Rheumatology in 2009, available on the ISR website. Suzanne
has contributed to a number of undergraduate and specialist
textbooks including the best selling Medicine at A Glance , now
in its 4th edition, and The Rheumatology Handbook (2011).
Suzanne has presented papers in medical education
internationally, her educational research interest is in the area of
student and doctor assessment and clinical handover.

Suzanne is an ISR nominee to the board of Arthritis Ireland,
and until recently was a board member of the Irish Raynauds and
Scleroderma Society, to which she continues as medical advisor.
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RA
treatment
Is changing

It's time to change your
ideas about ORENCIA®

- T LORENCIA

(abatacept)

ORENCIA” is 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: 250 mg powder for concentrate for solution for IV infusion containing abatacept
per vial. Each ml contains 25 mg of abatacept, after reconstitution; 125 mg pre-filled syringe for SC injection. Each pre-filled syringe contains 125 mg of abatacept in 1 ml. INDICATION: Rheumatoid arthritis (IV
infusion and SC pre-filled syringe): 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 (OMARDs) including methotrexate (MTX) or a Tumour Necrosis Factor (TNF) -alpha inhibitor. A reduction in the progression of joint damage and improvement of
physical function have been demonstrated during combination treatment with abatacept and methotrexate, See SmPC. Polyarticular Juvenile Idiopathic Arthritis (p/lA) {IV infusion only}: Orencia 250 mg powder
for concentrate for solution for infusion is indicated for treatment of moderate to severe active pJIA in paediatric patients 6 years of age and older who have had an insufficient response to other DMARDs including at
least one TNF inhibitor. DOSAGE AND ADMINISTRATION: Treatment should be initiated and supervised by specialist physicians experienced in the diagnosis and treatment of RA. Orencia 250 mg powder for concentrate
for solution for IV infusion. Adults and elderly: Patients weighing < 60 kg: 500 mg (2 vials). Patients weighing = 60 kg < 100 kg: 750 mg (3 vials). Patients weighing > 100 kg: 1000 mg (4 vials). Treatment of pJiA:
Paediatric patients, 6 to 17 years of age, weighing less than 75 kq:10 mg/kq paediatric patients weighing or more: to be administered adult dosage, not exceeding a maximum dose of 1,000 mg.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.Children: Use in children below 6 years of age is
not recommended. Orencia 125 mg solution for injection (SC pre-filled syringe) Adults and elderly: Treatment should be initiated with a loading dose using an intravenous infusion. Following this loading dose, the first
125 mg subcutaneous injection of Orencia should be given within a day, then 125 mg subcutaneous injections once weekly. Patients who are unable to receive an infusion may initiate weekly injections of subcutaneous
Orencia without an intravenous loading dose. Patients transitioning from Orencia IV therapy to SC administration should administer the first subcutaneous dose instead of the next scheduled intravenous dose.
Children: Administration in children below 18 years of age is not recommended. The continuation of treatment with abatacept should be re-assessed if patients do not respond within 6 months. CONTRAINDICATIONS:
Hypersensitivity to the active substance or excipients. Severe and uncontrolled infections such as sepsis and opportunistic infections. WARNINGS AND PRECAUTIONS: Allergic Reactions: Caution in patients with a
history of allergic reactions. Orencia should be discontinued if a patient develops serious allergic or anaphylactic reaction. Infections: Caution should be exercised when considering the use in patients with a history of
frequent infections, or underlying conditions which may prompt to infection. Treatment with Orencia should not be initiated with patients with active infections until infections are controlled. Screening for tuberculosis
and hepatitis B should be performed prior to therapy. Any patient who develops a new infection should be closely monitored and Orencia should be discontinued if a patient develops a serious infection. Monitor
patients for signs of infection when transitioning from TNF-antagonist to Orencia. Co-administration of Orencia with biologic immunosuppressive or immunomodulatory agents could potentiate the effects of abatacept
on the immune system. Treatment with immunosuppressive therapy may be associated with progressive multifocal leukoencephalopathy (PML). Orencia treatment should be discontinued if neurological symptoms
suggestive of PML occur, and appropriate diagnostic measures initiated. Malignancies: The potential role of Orencia in the development of malignancies is unknown, 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 simultaneously or within 3 months of discontinuation of Orencia. 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 for up to 14 weeks after last dose treatment. UNDESIRABLE EFFECTS: In adult placebo-controlled trials the following adverse drug reactions were reported, Very
Commeon (= 1/10): upper respiratory tract infection including tracheitis, nasopharyngitis. Common (= 1/100 ta < 1/10): Lower respiratory tract infection (including bronchitis), urinary tract infection, herpes simplex,
rhinitis, pneumonia, influenza, leukopenia, headache, dizziness, paraesthesia, conjunctivitis, hypertension, flushing, blood pressure increased, cough, abdominal pain, diarthoea, nausea, dyspepsia, mouth ulceration,
aphthous stomatitis, vomiting, liver function test abnormal (including transaminases increased), rash (including dermatitis), alopecia, pruritus, pain in extremity, fatigue, asthenia, injection site reactions. Uncommon
(= 1/1,000t0 < 1/100): Tooth infection, onychomycosis, herpes zoster, sepsis, musculoskeletal infections, skin abscess, pyelonephritis, pelvicinflammatory disease, basal cell carcinoma, skin papilloma, thrombocytopenia,
hypersensitivity, depression, anxiety, sleep disorder, migraine, dry eye, visual acuity reduced, vertigo, palpitations, tachycardia, bradycardia, hypotension, hot flush, vasculitis, blood pressure decreased, bronchospasm,
wheezing, dyspnea, gastritis, increased tendency to bruise, dry skin, urticaria, psoriasis, arthralgia, amenorrhea, menorrhagia, influenza like illness, weight increased. Rare (= 1/10,000 to < 1/1,000): Bacteraemia,
gastrointestinal infection, lymphoma, lung neoplasm malignant, throat tightness. See SmPC for further details. LEGAL CATEGORY: POM. MARKETING AUTHORISATION NUMBER Orencia 250 mg concentrate for
solution for infusion - EU/1/07/389/001, 1 vial pack Orencia 125 mg solution for Injection - EU/1/07/389/008, 4 pre-filled syringes with needle guard. MARKETING AUTHORISATION HOLDER: Bristol-Myers Squibb
Pharma EEIG, Uxbridge Business Park, Sanderson Road, Uxbridge, Middlesex UBS 10H. FURTHER INFORMATION FROM: Bristol-Myers Squibb Pharmaceuticals, South County Business Park, Leopardstown, Dublin or
medical.information@bms.com Tel: 1-800-749-749, DATE OF PREPARATION: December 2012.
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Simponi 50 mg Selution for Injection nmmmsqsﬂmmmummlmm
scribing Information [Refer to full SPC vg Simponi |

Uses: Simponi (golimumab) s a human 1gG1x lnlihuﬂv that lmnrlllsas the bislogical activity ol TNF-c. Each pra-fillad pan or pra-
filled syringe containg 50 mg of goli Arthritis {RA): Simponi, in combination with methotrexats
(MTX), is indicated for: the of mods to sevare, active rheamatoid arthritis in adults when the response to diseasa-
modifying anti-rheumatic drug (DMARD) therapy including MTX has been inadequete; the treatinent of severe, sctive and progres-
sive rhaumatoid arthritis in adults not previously treated with MTX. Simponi, in combination with MTX, has been shown to reduce
the rats of progression of joint damage as measured by X-ray and to improve physical lunction; Psoriatic Arthritis (PsA): Slmﬂl.
along or in i with MTX, is indi for the of active and prograssive PsA in adults whan tha resp

Put everyday life back in their hands

The first monthly subcutaneous anti-TNF with
proven efficacy in RA, PsA, and AS'

Malanoma {all TNF- Iﬂuclum agents including Shl!wul and Marke| cell carcinoma [other TNF-blocking agents) have been reparted,
periodic skin i is y for patients with risk factors for skin cancer. Heart Failure: Simponi should
b used with caution in patients with mild heart failira [NYHA class I'll) and discontinued in the event ol worsening symptoms of
heart failure. Neurological events: Use of anti-TNF therapy, including Simponi, has been associated with cases of new anset or ex-
rbation of clinical ic avidenca of I demyelinating disorders, inchudi ipl

sclerosis and periph v ] of Simponi should be considered if these disordars develop. In
patients with a history of the benefits and risks of Simponi treatment should be carefully considered before
Inrﬁmn of therapy. Swrgery: Patients requiring surgery whilst on Simponi therapy should be closely manitored for infections.

OMARD Mrapv has Imn mlfnnum &nrmuni has Imn shawn 10 reduce the rate of progression of peripheral joint damage | ls
subtypes of the disease and to improve physical function.

I & patient develops symptoms suggestive of a lupus-like a\rmlloma Iuihmu mmmms:mm and
is mm for antibodies against double-stranded ONA, must be di i ions: There have

ray in p
Spondylitis .‘.ﬁ&' Slmm'nu is indicated for trestmant of severe, activa AS in aduhts who have respondad inadequately to conven-
tional therapy. Desage -d administration: Simpani should be injected subcutaneously. Treatment should be initiated and supar-
vised by qualified physi d in the diagnosis and of RA, PsA or AS. Aftar proper training in

been post reports of aplastic ansemia, and thrombocytopaenia in pllbms
iving TNF-blockers, O ias includk in have heen reported infrequently in clinical trials. Pati | be
odvised to seak medical amﬂun if thery an snnns and wmpmms m-m of blood dyscrasias. Discontinuation should be

injection techniqus, patients may sell-inject, if their physician deams it appropriata. RA: Simponi 50 mg given once a month, on the
same date each month, concomitantly with MTX. Psd: Simponi 50 mg given once a month, on the same date each month, alone or in
combination with MTX. AS: Simpaoni 50 mg given once & month, on the same date sach month. Clinical response is usually achisved
within 12-14 weeks of treatment (3 or 4 doses). Continued therapy should be reconsiderad in patients wha show no evidence of
tharapeutic benafit within this time pariod. In patients weighing mare than 100 kg who do not schieve an adequato clinical response
after 3 or 4 doses, incressing the dose of golimumab to 100 mg once 8 month may be considerad, taking into sccount the increased

in pationts with signifi il Itis that live vaccines should not
bn w Alergic Wan lactic reaction or other serious allergic reaction occurs, administration of
i should be di d i and suitable mitiated, The nesdie cover of the pre-filled pen contains latax

and may cause allergic reactions in those sensitive to lntex. Special populations: Adverse avents, serious adverss evants and seri-
ous infections in patients aged 265 ware comparable to those observed in younger patients. However, caution should be exercised
whan treating the eldarly, particular attention should be paid to infactions. Simponi contains sorbitol (E420). Patiants with rare ha-
rwmvpmuom of fructose lmulmncu sheud not take Simponi. Interactions: Combination of Simponi and other szll!hlra

risk of certain serious adverse reactions with the 100 mg dose compared with the 50 mg dose. I a patient forgets to inject Simponi d o treat the as Simponi, inchuding anakinrs and s not

on the planned dats, the forgatten dose should be injectad as soan as the patient remembers. The patient should be instructed no1 mm-mum of Smmnm is not recommended during pregnancy or breast-feeding. Women of dﬂclﬂhurw potential should
to inject a double dose. Mmmb%nm}mdmnhmnlnwnﬂ Pm s | ynr:.'lnn‘ 58 ad and continue its use for af least & months after the last Simponi reatment. iﬂlml'iqrctmm
renal and heapatic knpairment: Simponi is not ehis Patients with a h it { 1/10); upper respiratory tract infection; Comman (= 1/100): bacterial infections, viral ink sinusitis,

ity to golimumab or any af tha excipiants; Patients with l:lm IuhartulameBl or other savere infaction such as msls anﬂ op- fungal nm:m lnnlml.llml: i ion, insomnia, dizzi i by
portunistic infections; patients with moderate or severe heart failure (NYHA class 11I/1V), Ps ions and Warni and ab pnln nausea, alanine anmi f i d,

Patients must be monitored closaly for infection before, during and for § months after cessation of reatment. Exercise caution whan
considaring Simponi in patients with chronic infection or a history ol recurrant infection including use of

nlopecia, is, pruritus, rash, pyrexia, asthenia, injection site reaction, impaired healing and

pressive therapy. Simponi lhuuldnulbegmn hmumm chinically |mpumm l:M u!llmon Patients should be advised of the

potential risk factors. B g sepsis and luding TBI, invasive tungal and op-
portunistic infactions, including fatakities, hm Imm reported. Thera was o greater incidence ol serious infections, including op-
porwunistic infections and TB, in patients g goli 100 my with patiens raceiving golimumab 50 mg. Serious

infections have occerred in patients on concomitant immunosuppressive therapy that, in addition to their underlying disease, could
predispose them to knfection There have been reports of active TB in patients receiving Simponk. Patients should be evaluated for
activie or latent TB before Simp All such tasts the Patiant Alart Card provided with the product.
I active TB is diagnosed, treatment with Simponi should m! be initinted. i lmm T8 Is diagnosed, lnmmmvmh anﬂ-Tn therapy
must ba intinted before initiation of Simponi. Pati be d k madical advice if siy

ot TB appear. Hepatitis B {HBV) reactivation: Reactivation of HBY occurred in patiants receiving Si it chronic carriers.
Some cases had a fatal outcome. Patients should be tested for HBV infection befora m-m‘mmmmm Malignancies
and lymphoproliferative disorders: Caution is sdvised when considering Simponi treatment in patients with history of mallnmw or
continuing treatment in patients who develop 8 malignancy, additonal castion should b ised in patients with i d risk.
for malignancy due to heavy smoking. A risk for the development of malignancies in children and adolescents cannot be excluded.

chest discomfy mmmd mhamnmanu nmmpmmmmmmdmm SPC. Overdose: Single doses
up to 10mglkg without toxic effect. Pa 0.5 mi solution in a pre-filled syringe
1.0 miTwe 1 glass) with eﬁmd medlatmmrm steel) and a nsedle cover (rubber containing latax) in a pra-filled pen or pre-filled
syringe. Si itable in packs ining 1 pre-filled pen or 1 pre-filled syringe. Legal Category: Pflscnnﬂm Iinl\r Mudl:m
Authorisation Number ; Pre-filled Pen EU/\OHS4B/001; Pre-tilad Syringe EU/ J i
Holder : Janssen Biologics B.V, Einsteimweg 101, 2333 CB Leiden, The ol Text: 2012 Further
information is available on request from- MSD, Red Dak North, South County Business Park, Leopardstown, Dublin 18 or from www,
madicings.ie. £ Marck Sharp & Dohma Ireland (Human Health) Limied, 2002 AR rig | Date of F abruary 2013

v of Produet € Nov 2012. For full text se wwwmedicines ie.

Ref 1: Simpan 5

O MSD Red Oak North, South County Business Park, Leopardstown, Dublin 18, Ireland, www.msiis
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(@) Remicade

INFLIXIMAB
Futures Remade

The IV anti-TNF for patients that:’

* have a rapidly progressive disease
* have a history of co-morbidities

e are unable to self inject

* need medical supervision

mmnnmmmm ¥ i [Refer to full SPC text before prescnbing
i infli i5a nhlmm’ human mmlne IqG'l munoclunsl antibady nrnducad in mullna h\dlndum ceils by
re:mnnmnlDNn m:hmlngy Each vial contains 100mg of i o Arthritis (RA): R inn with matho-
trexate (MTX), is indi d for the i ul' signs and ¥ as well as the improvemeant in ph\rsncar function, in auun patients with active RA
whan the P o di aifyi h drugs {DMARDs), including MTX, has been inad and in adult patients with severa, activa
and progressive disease not prswwshu treamd with MTX or other DMARDs. In these patient pouulm:ons. a reduction in the rata of the progression of joint

damage, as measured by X-ray, has been namnnsualad Adult Crohi’s Diseasa (CO): Ry de is indicated for the of ly to saverely active
CO in adult patients who have not o, or arg il of, & full and ad course of therapy with a id and/for an i
and fistulising active CD in adult patients who have not ded despite a full and ad course of tharapy with i {
drainage and immuncsuppressive tharapy). Paediatric Crohn’s Disease (CD); i isindicated for the of severe, active CD in child d
aged 6o 17 years .m hava not responded to conventional therapy including a comticosteraid, an immunomodulator and primary nutrition therapy; or who are intoler-
&t to of have iogns for such i ive Colilis (UC): i is indi for the of Y ta severely active UC in adult patients

vho have had an mad D [l ional therapy including corticosteroids and 6 ine (6-MP) ar hiopti {AZA), or who ara intolerant to o
heve medical indications for such ies. Paediatric ive Cofitis {UC): Remi is indicated for of severely active UC, in children and adoles-
cents aged 6 to 17 years, who have had an inad o to marsp\r m:!udmn corticosteroids and 6-MP or AZA, or who are intalerant to or have
medicel ¢ i ions for such i (ASE i 8 for the of severe, active AS, in adult patients who have re-
sponded inadequately to conventional therapy, Psoriatic Arthritis (PsA): Remicade is ind d for the of active and progressive PsA, in adult patients when the

respanse to previcus DMARD drug therapy has been inadequate. Administration should be in combination with MTX or alone in patients who show intolerance to MTX or for
whaom MTX is contraindicated: A reduction in the rate of progression of peripheral joimt damage in patients with polyarticular symmatrical subtypas of PsA has been mea-

sured by X-ray. Psoriasis (Ps0): Remi isi for the of 1o severe plague Ps0 in adul! nauanls \Mlu failed to respond 1o, or who have 8 cmem-
dication to, or are intolarant to nlher s-memu: lharaw including cyclosporing, MTX or PUVA. Dosage and adi de should be admi

initiated and supervised by p P d in the di is and of RA, CO, UC, AS, PsA and Ps0, ! should be ini i ¥ over a 2
hour period. All patiants i Remicade should be ob for at least 1 1o 2 hours post infusion for acute infusi fated by ap bl lrmnnﬂ haalth-
care professianals, Sfmrwrad infusions across aa‘mm::amns. In carefully selected adult patients who have tolerated at least 3 initial 2- Iwurmlusmlns ofﬁimlcada finduction
phase) and sre g therapy, may be given to administering subsequent infusions over a pariod of not less than 1 hour. If an infusion reaction
OCCUrs in iation with & infusion, a slower infusion rate may be considered far future infusions if isto be conti infusions at doses >§ mg/

kg have not bean studied. B4: 3 mg/kp given as an intravenous infusion followed by additional 3 mg/kg infusion doses at 2 and 6 weeks ahter the first infusion, then every 8 weeks
thereatter. Adult moderately fo severely active C0-5mg/kg given as an intravenous infusion followed by an additional Smg/kg infusion 2 weeks after the first infusion. if a patient
does not response after 2 dosas, no additional treatmant should be given. Adult, fstubsing, active C0:Smgfkg intravanous infusion followed by additionsl Smg/kg infusions at 2 and
& weaks after first infusion. If & patient does not respond after 3 doses, no additional treatment should be given, UC: Smg/kg given as an intravenous infusion followed by additional
Semgfkg infusion doses at 2 and 6 waeks after the first infusion, then every 8 weeks. Chnical response is usually achisved within 14 weeks of reatment (3 doses). AS: Smgfkg given
a3 an intravenous infusion followed by additional Smg/kg infusion doses at 2 and 6 weeks after the first infusion, then every 6 to 8 waeks, If & patient does not respond after 2 doses,
no additional treatment should be givan. PsA: Smo/kg given as an intravenous infusion pariod followed by additional Smg/kg infusion dosas at 2 and 6 weeks after the first infusion,

then avery 8 weeks thereatter. Ps0: Smg/kg given as an i infusion followead by additi 5mg.ﬂ:g infusion di at 2 and 6 weeks after the first infusion, than every 8 weeks.

If o patient shows no response nllm 4 doses, no additional u'aalment should be givan, i ! icade can ba readmini d within 16 waeks following the last infusion,
The satety and efficacy ot i after a Remi free interval of more than 16 weaks has not been established in either CO or RA. The safety and efficacy of readministration
in AS, other than every & to 8 weeks and in PsA and UC, ather than every 8 waeks, has not been established. Readministration with one singla Remicade dose in Ps0 after an interval of
20 weeks suggests reduced efficacy and a higher of mild to infusion ions when A ta the mmal induction regimen, Limited axpanenca from retreatment,
using a reinduction regimen suggests a higher incidence of -nl'usmn reactions, some serious, when pared to 8 weekly In case therapy is inter-
ruptad in any indication, and thare is & need to restart de should be reinitisted as a single dose followed by the o dose igns. Pagdiatric

€0 (6 to 17 years): 5 ng/kg given as an intravenous nfusion fnlhmad by additional § mg/kg infusion doses at 2 and 6 weeks after the first infusion, then every 8 waeks thareafter. If a patient
does not respond by 10 weeks, no additional treatment should be given. UC (6 to 17 years): 5 mg/kg given as an intravenous infusion over a 2-hour periad followed by additional 5 mg/kg infusion
doses at 2 and & weeks alter the fsrsl m!usmn. then every 8 weeks thereafter. Available data do not support further mllmmab lrkalmnnnt in paediatric patients not responding within the first 8
weeks of Contra-indi or other severs infections such as sepsis, and ions; patients with a history of hypersensitivity to infloémab,
other murine proteins or any of the excipients; patients with moderate or severe heart falure [NYHA class [1I1AV), P ons and Warni Infusioim Acute infusion reactions including
annplm‘sctlc reactions ma\u mlup d»urmg {within seconds) or within a few hours following infusion. If acute infusion reactions accur, the infusion must be i [ iately. E ]

sueh as ad ids and an artificial airway must be available. Antibodies to infliximab may develop and have been i with df of
infusio i should be given anu turther Flamucude infusions must not be administered. In chnical studies, delayed hypersensitivity reactions have been reported. Available
data suggest an increased risk for delayed h de-free intervals. Infections: Patients must be itnred closely for infect ncluding tub losis, before, during and
up to & months after treatment with Remicade. Exercise caution with use of Remicade i lll patients with chronic lnTer:nun clr a history of recurrent infection. Patients should be advised of potential risk factors
for nfections. Supprassion of TNF may mask symptoms of infection such as fever. Ti losi bac!anal fect sepsis and i, invasive fungal, viral and other opportunistic infactions,
have been observed, some of which have been fatal, Infections were reported more freq) ¥ in ions than in adull P Thare have been reports of active wherculosis in patients re-
caiving Remicade. Patients should be evaluated for active or latent tub losis before Remicad, All such tests should ba recorded on the Patient Alert Card provided with the product. If active tu-
beroulosls is diagnosed, Remicade therapy must not be initiated. If latent tuberculosis is di with anti therapy must be initiated balule Initiation of ﬁamncede Pullenls on Rem-
cade u'saumnl shaulrl be advised to seek medical advice W sympioms of wherculosis appear. An invasive funqal infection such as aspergill
COCCH i should be in patients if a serious systemic illness is waith expartise in the di i and ul invasive lunsal lnlachuns should
be consulted at an ear!v sage. Patiznts with fistulising CD and scute suppurative fistulas must not initiate ﬂemucm!e tharapy until possible source of infection is excluded. Hepatitis 8 (HBV] reactivation: Re-
activation of HBV occurred in patients receiving Remicade who were chronic carriers. Some cases had a fatal outcome. Patients should be tested for HBV infection before initiating treatment with Remicade,
Hepatobiliary events: Very rare cases of jaundice and non-infectious hepatitis, some with features of autoimmune hepatitis have been observed. Isolated cases of Iver failure resulting in liver transplantation or

daulh huvu ncculml Vaceinations: It i Js recommended that live vaccines not be given concurrently. Prior to initiating i therapy it is that iatric patients be brought up to date with all
It a patient develops symptoms suggestive of a | liks d fallowing with Remicade and is positive for antibodies against doubl dod DNA,

must be discontinued. Na\uralogmfamls Anti-TNFe agents have been associated with cases of nw onset or of clinical and/or radi ic evidence of per and CNS

disorders, including Guillain-Barrd symfrnm and multiple sclerosis. In patients with a history of dsm\relmnq msnfdsra the benafits and nshs of anti-TNF wreatment should ba carefully considered before mmaann

of Remi therapy. Di of Remi should be i if these di devalop. Mal and A risk of the P of and other mafi

in patients (including children and adolescents) cannot be excluded. Coution s advised in patients with history of malignancy and in patients with increased risk for malignancy dua to heavy smoking. Rare postmar-
keting cases of hepatosplenic T-cell ymphoma have been reparted which were usually fatal. All Remicade cases have occurred in patients with €D or UG treated concomitantly with AZA or 8-MP. Caution should be
axercisad in patients with PsO and a medical history of pp! therapy or prol d PUVA Patiants with UC at increased risk for, or with a prior history of dysplasia or colon carci-
noma should be screened for dysplasia before therapy and at regular intervals throughout IhBII' dlsﬂase course. Melanoma and Merkel cell carcinoma have been reported, periodic skin examination is recom-
manded, particularly for patients with risk factors for skin cancer. Hear! failure: Remicade should be used with caution in pabenas with mild haan failure (NYHA clnss {Hli and dusconlmueu in face of new or worsen-
ing symplums of heart failure, um Panenls raqmnnq surgery whilst on Remicade therapy should be closely moni d for i i of Remi therapy should be
idared in patients with confi it ml:ludmn ytop i and thromb P S.oacmi fations: Particular anention should be paid when
lleahnq the elderly (265 years) dua to & greater of serious infections seen in Remi weated patients. Some of these had a fatal outcome. Interactions: No interaction studies have been performed.
of Remicade with ather bislogical th ics used 1o treat the same conditions as Remicads, includeng anakenra and ab isnot ded. Itis ded that v be given
y with Remi Fertility, P and i wumen of chi ing potential should use adequate cunwace;mun and continue its use for at least & monlhs after the last Remicade treatment.
ion of R da s not  during prag y or breast-feading. A ion of live vaccines to inf; i utero is not d for & months following the mother's
last infliximab infusion duning p m:w i fertility and nenaral P e function are unknown. Sida aﬂo".'u- Ia"w!:anwnamwlﬂ'\ﬁral fact Upper respi tract infection,
sinusitis, abdominal pain, nausea, mhmnn rclaledrsantmn pmn cnmmunelﬂmlod.’m‘samml e i anaemia, ymphad thy, allergic respi symptom, depression, insom-
nia, vnmg-u dizzingss, pi ¥ ion, ec is, hot Imsﬁ. flushing, lower tract infection, , dy apistaxis, gastro-
diarrhy h ! raflux, ion,hepatic function i i d, new onset or worsening psoriasis including pustular psoriasis {primarily
palm & soles], ||r|||:urlu rash, pwnms hypariudmsns. dl\f skin, lungal dermatitis, eczema, alopecia, armmlula m\m]nm ba:k pum. urinary tract infection, ches‘rpam fatique, va injection site reaction, chills and
oedema. In phase 3 clinical stidies, 18% of influd treated patiants It wnh&% of placeb d an infusion mlaladreacuun In p k reporting, i i

FRAELL WATENT 000

ara the most common serious adverse event. The most freq y reported opp with 8 mnmalny rate of >5% include 15 and aspengl Dther less com-
mon and rarely reported side eflects are listed in the SPC. Overdose: No case of o\larrloss has baan repqm Single doses up to 20mg/kg have baen administered without toxic effects. Package Quantities: Type

| vials, with rubber stoppers and al crimps by plastic caps, ining a i nuwdar i 100mg). Legal Category: POM Marketing Authorisation Number : ELU/1/93/116/001 Marketing
Authorisation Holder : Janssan Biologics BV.. Einsteinwag 101, 2333 CB Leiden, The ds Date of 2012 Remicade/PI-IREN2-12/40 Further information is available on request from: MSD, 9 MSD

Rad Dak North, South County Business Park, L i Dublin 18 or f ie. © Merck Sharp & Dohme Ireland {Human Haaﬂh}ﬁmhsm 2012 All rights reserved. Date of Preparation: Fabruary 2013,
Reference: 1: Romicade Summary of Product Chasacterstacs Newesnber 2012 For full text see www.medicines.is.



PROTELOS |

Strontium ranelate

Improve
Strength

Reduce
Fractures?

Protelos is proven to be an effective
long term 1% line osteoporosis
treatment option in postmenopausal
women, to reduce the risk of vertebral
and hip fractures, and in men at
increased risk of fracture'

sachet
daily

v i iy bl kit Neow 5 : ;

Mwymm {>1/10); comman (>1/100, <1/10}; uncommon (>1/1,000, <7/100); rare (>1/10,000, <1/1,000}; very mk&nm-mmmu%m the avallable
data). Common:nausea (7.1% vs, 4,6%), and diarrhoea (7.0% vs. 5.0%), headache (3.3% vs. 2.7%), mamory loss (2.5% vs. 2.0%), disturbance of consciousness (2.6% vs. 2.1%), dermalitis (2.3% vs,
2.0%), eczema (1.8% vs. 1.4%), venous thromboembolism (2.7% vs. 1.9%), increases in blood creatinine phosphokinase (1.4% vs. 0.6%), Rare: DRESS Very rare:Severe cutaneous adverse reactions- SIS

and TEN. Frequency was unknown include: paraesthesia, dizziness, vertigo, alopecia; oral mucosal irritation; bronchial hypereactivity, hepatobiliary disorders. hepatitis, bone marrow failure, insomnia,

e —— dyspepsia, gastroesophageal reflux, constipation, flatulence, dry mouth, malaise, Undesirable effects associated with hypersensitivity skin reactions include pyrexia, lymphadenopathy and eosinophilia. See
--- SERVIER Summary of Product Characteristics for further details. Presentation: Box contalning 28 sachets. Legal Category: POM. Marketing Authorisation Numbers and Holder: £U/1/04/288/001-006, Les

e Laboratoires Servier, 50, rua Carnot 82284 Suresnes cedex France. Date of Preparation or Last Review: 2012 Full p g information is available from: Servier Laboratories, Block 2,

West Pier Business Campus, 0ld Dunleary Road, Dun Laoghaire, Co. Dublin. Tek: {01) 6638110, Fax: (01) 6638120, Date of Preparation of item: November 2012
1. Protelos Summary of Product Characteristics PRTPAOD4



W

/
f

g

Yvonne D'Arcy (Pfizer), Donough Howard, Bernadette Lynch & Gillian Dodd (Pfizer) Allister Taggart, David Kane, Maurice Barry & Paul Reid (Pfizer)
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Celine Jordan, Maureen Kennelly & Joan Sherlock (UCB)
St e pdLelniL i minu

Eli-Lilly

+ New Age Kurling
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TRUST in HUMIRA

l 0 YEARS OF EFFICACY DATA FOR RA IN LABEL'

INDICATIONS
THE MOST OF ANY SELF-
ADMINISTERED BIOLOGIC!

MORE THAN

85 COUNTRIES

YEARS OF CLINICAL TRIAL
EXPERIENCE, BEGINNING WITH
RHEUMATOID ARTHRITIS (RA)

CLINICAL TRIALS IN THE LARGEST PUBLISHED
ANTI-TUMOR NECROSS FACTOR (TNF)
CROSS-INDICATION SAFETY DATABASE®

B i fon for injecti filled :n.a._'_‘_:. dHuniia dDma 0 amisolotion far intection fe diatri Refertos Ebeadict ch i

Presentation: Each i Bm15~ng|(' dmrpre rrllrd.pcr\.pfe ﬂll-rdvyvlngt awral tairs 40mg of adali Indications: K th:im{ﬂvA}:.' ifa i ith Isindi dfor the of moderate tosevere, active RA In adult
patients when the response to di fying uzs(DMARDs)-m.w"m Humira'rsalsoindicamdfur of severe, active and p ot R adules not previowsly with . Humira
Isinappropriate. Humira has been tareduce th f i i dal dby Xray and [ phwsical function,

ran be givenas ...case of i * whent with amage as
B I ;uvemle pathic arthaitis (JIA): ¢ l h etk is mmta\ed!m he teew of ‘mwe]m mchnldr-euandadoleuem aged 410 17 years who have had aninadequate response 1o
one urwreDMAnDs_Hum&aun be given yin case of intol ° th ate of when Lun‘lmxd‘ rment with te b inappropriate. H has not been studied in children less than 4 years, Psoriatic arthititis (PsA): Humnira is indicated
for th of active and PsAinadults whrnthc response top ious di ifyi ,;-..u ! tic drug therapy has b o . Humira has tareduce the raieotp!c\grﬂs unofpenph:raljolmdamageas measurrd by ¥erayin
pztlon(sw-mpoiyamcular sv":memcJisub!ypesnhwmseaﬁeand p physical funcrion. Ankylosing sp fitis (A5): Humlralsmdlca(ed[or(he of adufts with active AS who b responsetoc iy, Aoial
loarth (Sp.i\) non-radiogr phic Hunma Isindicated for the treatment of adults with severe axial spondyloarthritis wllhuul f nngraphu: evidence of AS but with nh|=uwr sgns ohnﬂunm.umn I:yclp\.-.uedl’_RPanu,.l’ol MR wha have had an inadequate
FESPONSE Lo, Of are intol ti-infl v drugs, Crohn's disease (CD): Humiraisindicated for vere, active CO, in patients wh pite a full and adequate course of therapy with a corticosteroid
and/or ani ot whaoare toor have m:dlca-tu«tra.nuncatlum‘or such therapies. Paediatric Ciohn's I:,‘ Hi dicated for th ofww:xea:. ive Crohr s disease in paediatric patients (610 17 years) who have had an
i resp | therapyincludingp ¥ py. a corticosterold, and animmunomodulator, of wha are Intolerant to o have contraindications for suchthm:lpm Psoriasis {Ps): Humirais indicated for the trearment of moderate o
severe chronic plague psoriasis in adult patients who faited pand 1o or who have a comraindication 1o, of are intolerant to other systemic therapy including cyclosp PUVA, Ulcerative eoliis (LUC): Humira is indicated for treatment of
moderate to severe active ul-.elalwn\rolm\ |n<|du|lp4||rrllsw+|u have had aninadequare respanse to con' apy including cortle ids and &-mercaptoputine {6-MP) or azathiop (AZA), or whoa lerant to or have medical contraindications for
suchtherapies. Dosage and should be initiated and supervised by specialist physici periencedinthe f'i=gﬂﬂ=i( of conditions for which Humira is indicated. Patients treated with Humira should be given the special
alert card. Aherpmper u.nnmgmm;ecnmll.-chnlque panems may seif-inject with Humira if thesr physici thatitis appropri ical follow-up as necessary. During treatment with Humira, other concomitant therapies (g corticosteroids
andfor i yagents) dbeop d. A, P;..\ AS or SpA non-radicgraphic: 40mg ad f every other week as a single dose via subeuta njection RLA: o exp eadecrease in their respanse 1o Humira
may benefit f increase in dose intensity kol 1Mfrmaybean:cd for dose interruption, forinstance before surgery or iFa serlousinfection cccurs. Available data suggest that te--muuduuannu.fliurm.\aker d.swmmuanmior 70 days or longer
|:sdtedlnmzsammagmmiesol'chmtal respnnsunds‘mnaa uption, For RA, iA, Psﬂandﬂiavnllabhdatawwsl tlullh!:lmlcal response is usually achieved within 12 weeks of i of arefully
reconsidered ina patient ot resp i this time period, |IA: Asedlol)ytars' 24mgfm - body surface areat d every other week via subcu:ammumemnn The volume fa(m]n:(mmshasedonlhepalmls height
and weight (see SmPC for hnghund sing chart). A 40mg, s avallable for patients who need to administer remhan the Iull-tcmgdose Age 130 17 years: 40mg admi y ather week via
)uriacearea C0: The rec if 3 i tion dase regi for adult patients with o severe CDis Blmg at k A by 40rmg at Week 2, In :awlh:rensarm{ocamre- i herapy, gi '.I.f:Umgal Week B{doseunbe
{as four injections in dayui asrwolln:ctlons perdayfmtwucunsecuuudays) BOmg at Week 2, canbeusedwrthtl‘leawall!nesslhatthemk(ur advelsemnmsmglm during i tion. Ahenndn i the rec dose is -lOmg
every otherweek via subt infection, ly,if a patient h PP Hurmuandmsandsympwmsofdlseaﬂrecm Humiramay b of. There is i = efi afrer i h g
During mai cOrtic éd r“'beupered.nac:ovdanrewnh cl.m(alpm. guidels P edemase |ﬂ\>ml b fr in desing frequency 1o 40mg Humira every week. somepu.e«u
We y fit from ¢ gh Week 12, (_u- tired the apy should b hy di apm:n: ne: rrspoa-dmgm:humhvsurn:penm Paediatric CD: patients <40Kg: tion
dcm:reglmen n“ﬂmgat Week Nolbwzd by 20“13.1‘ Week 2via SC injection, In :392 ofmr.lfor a ap the regi g at a5 two injecti d; ,)}‘mngatWe!k 2,can be used with the awareness
that mgml.fm 5 higher during Lign, Aﬁer induc therec dedd 510mgeverynfher week\n: SCinjection pamn[s perience insufficientresp: umu?ﬂwgevﬂywe!k. Fudenls:d[!l(g dr.mhle
-] g for the those patier s <40Kg Conti hould be carelully considered ina subject not responding by week 12. Psorlasis: The recommended dose of Humica for .\dul\p.menls|i-\mmmldnseu{mmg di ed by
T s by g yother week starting one week after lht initial dose, Continued therapy beyond 16 wieeks should be carefully rec de tient nat e petiod, UC: Thereo Humira induction dose regi fi
adult patients withmoderate tosevere UC is lﬁOmg at wcuko(dc-sc canbe adm-n.ste:rdasfuwmj::tmnslnwdayud as twainjections per day fof two consecutive days) and El)mgal week 7. After induction . the rec o g every othe
week via subcuraneousinjection. During may be dinaccordance with cli mcn.pracnreguumlmes Some pahents o exp e dec = in their 1esponse may benefit froman inc in dosing frequency to 40mg
Hurmira evéry week, Available data suggest lm.clmnmresmnw is usua!lya:‘ hin 2-8 weeks of £ d therapyis not ients not responding within thi f f.€ indications: Active uberculosis or other severe
Infections such as sepsis, and oppartunistic Infections; moderate to severe heart Failure (NYHA class /1) and hyp sitivity b inynhhecx(lplrnts d Warnings: Infections: Patients taking ThF ists are susceptibie to
serious infections. impai funeti y increase the risk for developing infections. P b i Ius!ly!clr |r|fm:(|0ns mr]udmg:ubﬂculesls,before during and for 4 thsafter with Humira with Humira shoutd
ot be initiatedin patients with active, chronic of jocalised infections until infections are controfled. In p o have b losis and p have travelled in areas of high risk of tuberc uloslsm endemic mycoses, such as histoplasmosis,
coceidicidarmycosis, or I)I.:i:mnyrosr&.rhensk d fins of trea b Humira shodd b sidered priof o initiating therapy (see Oppurmmmr infections). Patkents who develop a néw infection whil g el with Humira should b
closely andund: acompl fon. Administrat u[bIumua1huu!dhcdl'mDﬂtmurdd.1pallenldl.vcl&:psAnrwscrwusm&-cllan of Sepis, andauplUprlaleanllmluuudolant-fungalthcl»pyahwld be itiated heinfectianisc
Pnysmarsshuuid exercise cauuclnwhenc d he use of Humnitain p witha hi v r:curr-ngmecuonnr h tying conditionswhich may predisp (olm’ectuons -ncludlngth: useof rDm:omlaant immunosuppressive medications. Serious
infections: Setiousinfections, including sepsis, due tobacterial, mycobacterial, imvasive fungal, parasitic, viral, or other-opportunistic infections suchas fisteriosis, legis i d in patients receiving Humira. Other serous infections
seenin chinicalirials include paeumania, pyelonephritis, septic anhruuurldsepn:asmua Haquuhnuonor faralbu(mmem«.sck lated with infections have b 1T ) Tuhzrmlnm.w-: ding tivarionand of tubercubosis, has been
reported in patients receiving Humira. Repors included cases of p initiation af therapy with Humisa, all patients must be evaluated fer both active or inac we{‘htem ) ruberculosi smﬁecmm Appropriate scresning
tests, should be performed in all patients, local recommendations mayapply Hactive wbmulom is

ignosed.Hurrum‘herapymust notbeinitiated. IFfatent tuberculosis is suspected, aphymlerlwﬂh p ofbere consulted and
the b:mhij’nsﬁ ba!.mce otlherapy with Humira should be considered. If inactive (Tatent”} wberculosisis diagnosed, Appropriate ireatment must be started wllh berculosls prop bef h m.z-.mon of Humira,. am:hn accordance with local
rec hah eralor significant risk faczors for tuberculosls despite a negative test for tuber culosis, uberculosis prophyl hould als be considered before the inith F Husmira and withapast history of
latent arace \.-rtumuculummwhnm:nmequ..:g course aftreatment cannot be confirmed, Some patients who have | ly d treat 1 for latent of active tuberculosis have redeveloped tuberculosis while being treated with Humira, Other opportunistie

infections: Opportunistic infections, inchuding invasive fungal infections have been observedin patients rcccmngHumnra Thesc infections have not conss: beenrecognisedi taking TNF-antagonists and this resulted in delays in appropriate treatment,

the
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sometmes resulting in fatal outcomes. For patients who develop the signs and such as fever, malaise, weight loss, swears, cough, dy andforp r other seripus systemic liness with or without concomitant sheck, aninvasive fungal
infection should be suspected and admintstration of Humira should be promply discontinued. Diagnosis and Fempiric antif hefag Irllmsemnenrsmouldbe-madem(msull.mon with a physiclan with appropriate expertise. Hepatitis 8
Reactivation: Reactivation of hepatitis B (HBV) has oceurred in pahrnl'.secemns.\TNr antagonist inchuding Humira, who are chronic carriers of this virus (i.e.surface antigen positive), with some |uult(nme) Patients should be tested for HBY infection before
mmaungnoatmcnl P.mmts that test positive sh ac ionwith a physician, In pati who develop HBV reactivation, Humira should be stopped and effective anti-viral therapy wi houid be initi Carriersof HBV
d for signs and To factive HBY infection throughout therapy and for several manths following termination of Humira Newrological events: Humira has been a‘.son.m't.l.un |arccasps with new onset or exacerbarion of clinical
-.ymplom-nnd,i’o! radiographic evidene eof central nesvous system demyelinating disease including multiple sclerosis and aptic neuritis, :.ncpe||phvraldenq.-ﬂunungdme.«se including Gudlain-Barré synd A= hould be cisedwhen deting Humirain
patients with pre-exlsting of recent-onset central or peripheral nervous system demyelnating disorders, Allergic reactions: Postmarketing serious allergic reactions incheding anaphylass have been reported very rarely, If an anaphylactic reactionor other serious allergic
reaction ocours, admimistration of Humira should be. d-xon:»nu:d-m'ncd-a:rlyarda')proprmtuhelapy -nnmlcd The needée coves of the syri nge < contains natural rubber (latex). This may cause severe allcrgu- reactions in patients sensitive tolatex. Malignancies and
Wmphoproiferative disorders: bn clinical trials, more cases of malignancies inchuding | been observed among patients recelving a TNF-antagonist compared with control patients. These data cannot exclude a possible risk of malignancy in
patients Including children and adolescents wreated with TNF antagonists: Funthermore, there is anincreased backgraund lymphama rhk in RA patients. Rare postrarketing cases of heg pl T-celllymg have been identified in patiems tr
adalimumals. Some of these cases have ot curred inyou lngada,ll patients on cone rmlan: treatment with azathioptine of G-mercaptoputine used for inflammatory bowel disease. Th 'pv ential risk witht hr cambination of azathioprine or G-mercaptopurine and Humira
should be carefully considered. A risk for the & P P T-ci pati treated with Humira cannot be excluded. Caution should b wedin considering Humira tre of patientswith a history of malignancy. All patients, and in
particular patients with a medical history of extensive |mmunosuppm ssant :hprapvrwp‘.nnaq is patients with a history of PUVA treatment should be examined for the presence of non melannnu skin cancer prior toand during treatment with Humira. Caution should
alsobe exercised when using TNF-antagonists in COPD patients, a5 well as in patients withincreased risk of malignancies due to heavy smoking. With current data itis not known if adaSmumab treacment influences the risk for developing dysplasia o colon cancer, All
patients with LIC whoare at increased risk for dysplasia or colon carcingma (&g patients with long-standing LIC ar primary sclerosing cholangitis), or who had a prios history of dysplasia o colon carcinoma should be screened for dysplasia at regular intervals before
therapy and throughout their disease course. This evaluation shoubd include calonsc opy and biopsies perlocal recommendations. Haematologic reactions: Pancytopaenia including aplastic anaemia has rarely been reported with TNF blocking agents. Adverse events of
the haematologic system, including cytopaenia (eg thrombocytopaenia, leucopaenia) have been reported with Humira, Patients should be advised to seek immediate medical attenth o-uf(M,’de\u--opsugnsa-*dwmpwms s%us(rumbloaddys(usu.ts Vaccinations;
Patients an Humisa may receive concurrent vaccinations, except for live vaccines, ltis recommended that J1A patients, if possible, be beought uplomw hall tions in agreement with current im d prioe toinitiating Humira thesapy.
( 0ugeswchﬂ'l Failure: Hurnira should be used with caution in patients with mitd heart failure (NYHJ\ (Iasslﬂl}anddasrummd pati fop new of i fc ive heart Failure, i process: Humira may resultin the
ib .| a patient develops sympe Fa fugus-hik foliowing with Hi i pe it fnramlbad»esagamst r]r:ubh: slra:‘.d:dDNA further treatment with Humira should not be given. Surgery: There
nIxmu:edsafﬂye:.peraenceofsurgrcalprncedulesmpauenlsueaudwnh Humira. The IMghaIfI;[essfHumura heutd b ich whena surgical procedure is planned, and the p.a! iz should be monitored for infections. Small bowel obstruction: Fallere
o respond totreatment for CD mayindicate the presence of fived fibrogie stricture that may requise surgical treatment. J\u.ulahtemq.m@eu m.n Humira dosas not caus y I The freg) y of serlous infections among Humira
treated subjects over 65 years of age was higher than those under 65 years of age. Som:uhhqsel;ada faral o Parl.'|<_ular B g the risk for infection should paid ing the elderly. i bination of adal b with ath
biologic DMARDS (e.g. anakinra and abatacept) or other TNF -antagonists is ot ¢ dl Administrationof adali isnot rec 1g pregnancy. Women of chi i g pote wial should ol contrac
continueits use for at least five months after the last Humé A ion of lve Uaccmes o ﬂf=n" posedtoadal b 5 notrec ded for § mn-n(hsr‘ollnmr\glhe mother’s last ada tion dui W not
breast-feedfor at least five his after the last Hi Driving and machi amay have a minor influence on the ability to drive and use machines, Side Effects: From clinical trials unless marked 1 wln:huldu(alesspon[aneous reporting data.Very
commen 2 1/10: Respiratory tract infections (inchuding lower and espiratory tract infection, pneumania, sinusitis, phatyngitis, nasopharyngitis and preumonia hetpes viral), leuc opaenia (Including neutr opaenia and agranulocyrosis), anaemia lipids increased,
headache, shdominal pain, nnuscubdvomlllng,tlwarcdh\rer unz},mes rash {including exfoliative rash], musc pain, inpection site reaction (incloding injection site erythema), Comman = 1,/100 to < 1/10: Systemic infections (including sepsis, candidiasis and
Influenza),i linfections (incleding g itis wiral), skin and soft tissue infections (including paronychia; (rlluhm Impetig, necrotising fasciitis and herpes zoster), earinfections, oral mfﬂcnnns{mcmdmghmp@ssm\pl'n oral herpes and toothinfections),
r»umrxumwn.\u Infections (mr.l.:dmguulww.lgmal mycatic infection), urinary tractinfectians {Including ¢ ), fungal lons, joint infections, benig: plasm, skin cancer excluding melanorma (including basal cell carcinoma and squamous cell
carcinomal,th b‘uu\:ymsls yeallergies (including seasonal aliergy), hypolataemia, eric acid increased, blood sodium abnormal, hypoc alcaemia, hyperglycaemia, Flyncp-lwfwraem a, athydrahuu maod alterations (including
dcprtssuonj anuiety, |nsomma paraesthesias {inc |Ldll’|3 hypoaesthesia), migraine, nerve root complession, visual impairment, conjunctivitis, blepharitis. eye swelling. vertigo, tachycardia, hypa  flushing, haematoma, cough, asthma, dy LGl
disease, sicea synd) , worsening and new onset of psoriasis (including palmplanter pustular psoriasis) 1, alopecial, pruritis, urticaria, bruising (including purpura), dermatitis (including eczema ,cnyré'-nclaﬁls hyperhydrosis,
mutrleﬁ.||.nr~-\.{|m.uxlmgblmnr|nl-r|e-'>lmr.ph\mu.ne increased), haematuria, renal impairment, £ hest pain, cedema, pyrexial, coagulation and bleeding disorders (including activated partial theomboplastin time prolonged), aut d positive (including
double stranded DN A antibody), blood lactate debydrogenase increased, impaired healing. Uncommon 2 1/1000ta < 1/100: Opportunistic infections and tuberculosis (including coceldioidon h\nom h-s\opl-urn'\sn-.\nr‘mv:r).;.utcr-um avum complex infection]),
neurologicalinfections (including viral meningitis), eye infections. ons, diverticulitisL, lymphoma, solid argan neoplasm (including breast cancer, lung neapk pathic thrombocytopaenic purpura, sarcoidosisL,
cerebrovascular accidemt ], tremes, neuropazhy, diplogia, deafness, tinnitus, myocardial infarctio

arrhythmia, congestive heart failute, pulmonary embaolism1, chronic obstrse .n.epulrv-nnaryd <ease Terstiti al lung disease, pneumonitis, plearal effusion, pancreatitis,
dysphagia, face oedema, cholecystitis and cholelithiask whinincreased, hepatic steatosis, night sweats, scar, thabdomyolysis, systemic hupus erythem, tion, vascular anerial occhision, acTtic aneurysm,
rombophlebitis. Rare 2 o : Leukaemial. anaphylaxisl, demyehinating isoeder c optic neuritis, Gulllain-Barré syndrome} 1. pant
thrombophlebitis. R 1/10,000 0 < 1/1,000: Leuk 1 ylaxis], demy ting disorders (e.g. opt tis, Gulllain-Barré synd }1.p

tesus, nocturia, erectile dysfunction, inflamms
fopaenia, multiple sclerosis, cardiac arrest. pulmonany fibr osis1, intestinal perforation], reactivation of hepatitis

BLautoimmune hepatitis1, erythema mul 1, cutas vasculitis1, Stevensoh . demal, lupus- 4 1vcryrare-c1,n’w;>oo ver failure] Not knowr: Hepatosplenic T-cellymghomal, Merkel Cell Carcinomal Prescribers
should o [i] h istics for further i ion on side aﬁa(ls.f‘ o Mo dose-f .ng toxicity wa g clinical trials, The high d::s d h:mren muttiple intravenous doses of 10mg/fkg
{approximately 15 times the ded dose). Storage Conditi Store inarefrigerator at 2- 8°C. Keep inthe outer carton, donot freeze, Legal Category: POM. Marketi 2 A isation Numbers /Py fal: EUS1/03/256/001 ;1 pack contains 2
carvons each cant v 1 simgle use vial Py sterile injection syringe, needie and vial adapter, Pre-filled Syringe ;U1 /03/256/003; Each carton containg 2 single use pre-fi i ina blister, Pre-filled Pen: £U/1/03/256/008; Each carton contains 2 single
use pre-filled pens in a blister, Further i availabile fiom AbbVie Limited, Block B, Liffey Valley Office Campus, Quarmyvale, Co. Dublin. Date of revision of PI: November 2012 Pl,fzst,,roo? References: 1. HUMIRA [summary o‘prcdun.ln.hn aLlcr-st]
AbbVie Limited; November 2012. 2. Data on file, AbbVie Inc. 201 2. 3. Burmester GR, Panaccions R, Gordon KB, et al Adalimumab: lang-term safety in 23 458 patients from global clinical trials in rheumatoid arthritls, juvenie idiop arthritis, ank .

psoviatic arthritis, psoriasis and Crohn's disease [published anline ahead of print May 5, 201 2] Ann Rbheum Dis, doi:10.11 36 fannrheumdis- 201 1-201 244
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Front L - R; Gaye Cunnane, Frances Stafford, Miriam O'Sullivan, Sinead Harney, David Kane.
Back L- R: Sandy Fraser, Gary Wright, Michael Dineen, Donough Howard.

page 22



Spring Meeting
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P %) _, Irish Rheumatology Health
é " Professionals Society

IRHPS Spring 2013 Update

Welcome to the Spring Conference 2013.

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 though our bursaries.

We had a successful meeting in Belfast in September with speakers from within
our ranks as the 2 highest scored Abstract Submissions presented their work —
many thanks to Derek Deeley and Jennifer Aston. Their presentations are now
available to IRHPS members on the members section of the website
(www.irhps.ie). We also had an interesting presentation on Motivation
Interviewing from Kathy Gomas — again available in the members section of the website.

= TGHERSIILN R DUy

Rhona Galway
and Miriam Molloy
Belfast September 2012

Congratulations go to Oriel Corcoran who won IRHPS/Pfizer
bursary to attend the American College of Rheumatology
meeting.

WwWw.irhps.ie

Remember 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

Congratulations also to our newest recruits as committee
members — Derek Deeley and Sarah O’Driscoll — welcome!!

Rhona Galway
IRHPS Chair

Left to right - Yvonne Darcy (Pfizer), Miriam Molloy,
Oriel Corcoran & Gillian Dodd (Pfizer)
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Hospira

Biologics BioLogical Confidence

t’s about
P . confidence

>

Hcspira is one of the major companies producing and marketing biologics globally

With over 14,000 employees in 70 countries Hospira Biologics is built on

] . 0 . Global bielogics producer - built on foundations of excellence
strong foundations of excellence in innovation, service and support

Experienced manufacturer of biologics

Hospira Biologics use their extensive biologics expertise to manufacture their marketed products

; ’ v ) . Extensive biologics manufacturing expertise
both in their own facilities and through rigorously evaluated manufacturing partners

Proven efficacy and safety

We work hard to ensure our products not only meet stringent efficacy and b . et R it i1t o
5 = ¥ i oven ernca and safety combined with a range ol additional benetits
safety requirements, but also offer the practical features you find useful 2 ANC Aty ERlgC 0T

Strong heritage of delivering more

Hospira is a global company with a strong heritage of over 70 years, with access
to the resources and skills needed to harness the very latest technological advances
in biologics development.

Our philosophy is simply to deliver more in everything we do

Date of preparation February 2013 1E/13/001
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Michael Dineen (CEO), Rhona Galway (IRHPS Chairperson), Stanley Roberts, Andrew Cairns,
Mr Edwin Poots (MLA, Minister for Health), Gary Wright & Clare Wright Mr Edwin Poots (MLA, Minister for Health), Gary Wright & Michael Finch

e I ey

e

Gary Wright presenting the Life Time Achievement Award 2012: Life Time Achievement Award 2012: Dr Walter Boyd -

Dr Walter Boyd to his daughters accepted by his daughters Jackie & Julie

3 g -~ : - > st = 1 4
et : ) _‘ & ‘ - : -—4?‘--.- ,ﬁ s ;

-

e = - =

Back: David Kane, Prof Rodney Grahame, Jeff Lee, Mr Edwin Poots (MLA, Minister for Health), Gary Wright, Sandy Fraser,
Oliver FiztGerald, Donough Howard, Allister Taggart, Allister Taggart, Rosie Bell, Aubrey Bell.
Front: Madeleine Rooney, Sinéad Harney, Gaye Cunanne, Frances Stafford, Sandra Taggart
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Help Protect Your
Post-Menopausal
Patients From
Osteoporotic
Fractures

Updated NOF*
guidelines recommend
800-1000 IU of vitamin D
per day for adults =50 years®

FOSAVANCE® 70 mg/Z800 U Tabdets (70 my alendronic acid as alendronate sodm trihydrate and 70 ) f2800 1L} {vitamin DI!P
FOSAVANCE® 70 mg/5600 1L Tablats (70 mg alendronic acid as alendronate sodium tribydrate and 140 micrograms (5600 1U} colecalcieral {wiamin D.

ABRIDGED PRODUCT INFORMATION Refer to Summary of Characteristics belore ing. PRESENTATION FOSAVANCE® 70 mq/2800 If.l
Tablets Capsule-shaped, white to off-white tablats marked with an outiine of a bone image on ane sade and ‘710" on the other, containing 70 mg
alendronic acid as alendronate sodum tribydrate and 70 micrograms (2800 1U] colecaleifers] (vitamin D} FDSWANEE' 0 mg/5600 U Tablats MDd'lﬁNl

should be for an i famur fracture. Causa of gefeoporosis other th
consdered. Hypocalcasmia must be wrramd hefore initiating therapy with Fosavance’. Othag
vitamin 0 should also ba effe before starting Tt
not suitable for comection of vitsmin D deficiency. In patients with these conditions, seru
munitored during therapy with Fosavance’. Due to the positive effects of alendronate in in

rectangle-shaped, white to off-white tablets, marked with an outfine of a bone imaga on one side, and "270° on the other, 70 mg &l

acsd as alendronate sodium tribydrate and 180 micrograms (5600 IU) colecalciferol |vitamin D). USES Treatment of postmenapausal ostenporosis in
patients at risk of vitamin [ insufficiancy and for “Fosavance’ 5600 for patients not receiving Vitamin [ supplementation. Fosavance’ reduces the risk
of vartebral and hip fractures. DOSAGE AND ADMINISTRATION The recommended dose is one- tablat once weekly, Patients shoidd be i

if they miss & dose of FOSAVANCE they should take one tablet on the mormng aftes thay remember. They should not take two tablets on the same day
Ibut shouhd return 1o taking one tablet once a week, a5 originally scheduled on their chosen day. Due to the nature of the disease processin osteoporosis,
‘Fosavance’ is intended for long-term use. The optimal duration of bisphosphonate treatment for has not been established. The need for
continued treatment should be m—evn.llsmd nerlauncdnr based on the benafits and patential risks of FOSAVANCE on sn individual patient basis,

may oeour y in patients taking wncom:wus in whum ulmm
increase the L andfar b
overproduction of calcitriol {e.g. leukasmia, lymphom, aari:mdngrs} les ani serum WM\K
that may Rot absnrh witamin n 'atignts p ,
1he Lapp lactase o gly b of SUCrase isnma I Drug i i
taken at the same time, Msmh' Hlathud b fincluding mineral ), cali antacids, ang soe ici

interfere with absorption of alendronate. Therelore, patients musr wait at least 30 minates after taking almdronm bduru taking any other aral
mmfu:mar product. Since NSAID use is asseciated wih gastreintestinal irraation, caution should be used during concométant use with alandronats.

partcularly stter 5 or more years o use, P be ad Talbow the Far adequate

must be taken with water only {not mineral water] a1 feast 30 minutes before the first food, beverage, or medicinal product finchuding antacids, calcam
supplamants and vitamins} of the day. Other beverages lincluding mineral waterl, food and some medicinal products are ikely to reduce the absorption
of alendronate. The folowing instructions should be followed exactly in order fo minimise the risk of cesophageal frritation and refated reschions: =
Swallow ‘Fosavanca’ only upon arising for the day with a full glass of watar (not kess than 200 ml or 7 .oz} » Patients should onty swallow FOSAVANCE
whaole. Patients should nat crush or chaw the tablat or allow the tablet to dissalve it their mouths because of o potential for oropharyngeal ulcaration.
= D oot B dovwm wnnl atter the first food of the day + Do nat lie down for at least 30 minutes after taking Fosavance’. « Do not take at bodtime or befora
rising for the day. Pabenis should recerve supplemental calcium if intake from diet with vitamin 0 should be
conssderad on an individual basis taking nta account vitamin D wtake from vitamins and dietary EIPD!I[GI’HEHE Equnvalence of 2800/ of vtamin 0,
weakly m ‘Fosavance’ to dady dosing of vitamin [ 400 1U has not besn studied. Equivalence of intake of 5600 1U of vitamin D, weekly in FOSAVANCE 0
daily dosing af vitamin O 800 1U has not been studied. Use in the eiderly: No dosage adj s Use in renal Mo dose
adystmant is necassary for patients where GFR is greater than 35 mimin. m:mdrnnaba is not racommendad for patients with rénal impairment whara
GFR is <35 mifmin. Use in children and Nat and ather factors which
dalay oesophageal emptying, such as stricture or achalasia. Inability to stand or sit upright for at laast 30 minutes. Hypersansitivity 1o slendronate ot

fei Olestra, mineral pils, orkstat, and bite acid | may impair the limrmn ul mm D,
Anticonvulsants, cimetidine and thiandes may ncraase the catabalsm of vetamin D. Additional vitamn D suppl d on an
individunl basis. Use in pregaancy and lactation: ‘Fosavanca’ ks only intended for use In postmancpausal women and Ihatmm it should nat be used
turing pregnancy of in breast-foeding women. There are no adequate data from the use of 'Fosavance’ in prégnant women. It is not known whether
abendranate is axcrated nto human breast milk. Colecalcifaral and soma of its active msumlnns pass nmu breast mék. Fertility Thera are no data on
fetal risk in humans. Howevar, thera is a thaoretical risk of fetal harm, prodomnantly skelatal, if altar a course
of bisphosphonate tharapy, EFFECTS ON ABILITY TO DRIVE AND USE mu:mas Carntain kmr:n reactions that have been raparted with FOSAVANCE
may affact some patients’ ability to drive or oparate nery. Indivad o may vary. SIDE EFFECTS Froquencies ara defined
Bs: vary common [21/10], common {z 11108 to < 1/10), uncamman (= LR M e 1/100}, rare {z 1/10,000 to < 171,000}, vary raro (< 1/10,000)

Immune system disorders:

Rare: hypersensitivity reactions including uricena and angioedemsa

any of the excipients. Hypocalcasmia. PRE Alendronate tan cause local irritation of the upper gastro-mtestingl mucoss and

worsen any underlying disease. Because thera is a p i the undarkying d . caution should be

to patients with active upper gastro-ntestinal Dmblems such as dysphagia, cesophagesl diseass, gastritis, duodenitis, or ulcers, or with & recznt

hagtory fwithin tha previous year) of gastro-intestinal disease such as pepfic vlcer, or active gastro-intestinal bleeding, or surgery of the upper gastro-

intestinal tract other than pyloroplasty, In patients with known Bamett's oasophegus, pﬂscnbars should consider the benefits an(l pnteamal risks of
an individual patient basis_ | reactions | d requiring such

wicers and cesophagesl erosions, rarely followed by oesophageal strictures. have been reparted in patents receiving alendronate. Physicians shoukd

ba alert to any signs or symptoms of a possible cesophageal Nacnun. and patients should be instructed to discontinue alendronate and seek medical

and Rars: aftan in with 0 condibons
Nervous system disorders: Commaon: headache, dizziness' Uncomman: dysgeusia’
Eye Uncamman: eye nflammation [uveitis, sclantis, or apiscleritis]
Ear and labyrinth disordors: Comman: vertige'
Gastrointestinal dizorders; Common: pam, diprrhoea, ulcer,
, acid regurg NBUSEA, vomitEng, gastritis,
oesophagitis, oosnnhageal arasions, mlan- Rare: geal stricture, oropharyng
| UPPEr gastrgi | PUBS (perf) ulcer! bleeding)

attention if they develop ritation such as dysph. pain o ! pain, o new or hearthim
The risk of severe cesophageal adverse reactions agnear w be nrcaver in patients who fail to take alendronate properly andlor continuse to take

g after | irritation. It is very impartant that the full dasing instructions are provided to, and
undarstond by the patient. Patients should be mrwmnd that failire to follow these instructions may increase their risk of oesophageal problems. While
n increased risk was obsarvid in extensive chnical trials with alendranate, thre have been rare (post-marketing] reports of gastric and ducdernal
lenss, some sevens and with compbcations, Dsteoneciosis of the jaw, galwah essociated with tooth extraction andfor local mis:mm :m:mnmg
osteamyalitis) has ban reported cancer
Mary of these patients wera also receiving

recaiving oral

ostaonecrosis of the jaw: potency of

o 0 ap
i% of |l‘|s |aw has nlso bean reported in patients with
The rouuwmq mk factoes should be considered when evaluating an individual’s risk of duveloping
(highast for ic acid), routs of (see abave) snd cumulative dose, cancer,

Skin and subcutaneous tissue disorders: Comman- alopeciat, prutitus’ Uncomman: rash, erythema Rare: rash with phatosansitivity, severe

skin reactions including Stavens-Johnson syndrome and toxic epidarmal necrolysis'

Musculoskeletal and connective tissue WVary commar: musculoskeletal bane, muscle or jaint) pain which is sometimes severs'

disorders: Common: joint swelling' Rare: osteonecrosis of the jaw’, stress fractures of the proximai femaral
shaft' atypical subtrochanteric and di femaral fract class advarsa
reaction}

General disorders and administration site | Common: astheniat, heral pedema’ i ransient 8% in an agute-phi

response {myalgia, malaise and rarely, fever), typically in association with initistion of treatment’

smnlmn, a history of dental disease, poor oral hygsena, paniodantal disease, invasive dental
and poorly fitting ﬂnv\!urus A dantal with dentistry should be considered prior to treatment with oral
dental status. While on treatmant, these patients should avaid invasive dental procedures o possible. For pabents
whn szzlnp mune:msls ol rhe jaw whle on bisphosphonate therapy, dental surgary may exacerbate the condation, For patients requiing dental
procedures, there are no data avaiable to suggest whather af treatment reduces the risk of ostaonecrosis of the jaw.
Dusring bisphosphonate treatmant, all patients should be encouraged to maintain good oral hygiene, receive routine dental check-ups, and repart any
oral symptoms such 2s dental mobsity, pain, or swalling. Clinical judgment of the treating physician should guide the managemeant plan of sach patient
haged on |nH|v|duaI hanefitfrisk assessmant. Bone, joint andfor muscle pain has been mpcneﬂ in patients taking bisphosphonates. In post-markating
h ly bean savere andior 9. Tha tims to 13 ,. waried from one day to several months after
Starting lr\eatmuu. Most patients had rallerof symptoms after stopping usavmem A sybset had rscurrance of symptems when rechafienged with the
seme madicinal product or another bisphosphonate. Atypical subtrochanteric and diephyseal femoral fractures have been reported with
bisphosphonate therapy, primarily in patients recaiving long-term treatment for ostecporosis. These transverse or shost obligue, fractures can ocour
anywhere slong the femar from just below the lesser troch 10 jisst above the dylar fiare, Thesa fractures r after minimal or no trayma
and some patients experiance thigh or groin paim, often associated with imaging features of strass fractures, weeks to months bafore presenting with
a completed femoral fracture. Fractures are often bilateral; therefore the contralateral famur should be examined in bisphosphonats-treated patiants
who have sustained a femoral shaft fracturg. Poor hesling of these fractures hes also been reponed, Discontinuation of bisphosphonate therapy in
patients suspected 1o have an atypecal famur fracture should ba considerad pending evaluation of the patient, based on an indivdual benefit risk
assessment, During bisphosphonate reatment patients should be advised to report any thigh, hip cr groin pain and any patient presenting with such

'Frequency in Clinigal Trials was similar in the drug and placeba group, ' This adverse reaction was identified through post-marketing surveillance.
The frequency of rare was estimated based on relevant clinical irmals. “ldentified in postmarketing experience

and uppes g adversa reactons, such as upset stomach, heartburn,
oesaghagitis, gastritis, or ulcer, may result from oral overdose. Mo specific infarmation is availabla on the treatment of overdose with alendronate.
In case of ovardose with FOSAVANCE, mifi or antacids should be given to bind alendronata, Owing to the risk of oesophageal irritation, vomiting
should not be induced and the patient should ramain fully upright Colecalciferol Vitamin O toxicity has not been documentad duning choonsc therapy
in generally healthy adults at a dose less than 10,000 IU/day. In a clinical study of healthy adults a 4,000 I daily dose of vitamin D, for up to five months
was not associated with hypercalciuria or hypercalcaamia.
PACKAGE lll.llNTlTlS ‘Fosavance’ 70 mqﬂm U Tablets 4 tablets, ‘Fosavance' 70 mg/5600 U Tablets 4 tablets. POM Date of review: June 2011
numbers: " 70 mg/Z800 IU Tablets EU/05310/002 Fosavance” 10 mg/S600 1L Tablets EL/TA0S310/007 Marketing
.lllinmm“ Holder: Merck Sharp & Dohme Limited, Hertford Road, Hoddesdon, Hertfordshive EN1I SBU UK. Further information is avadabie on
request from: MSD, Red Dzk North, South County Business Park, L , Dublin 18 ar i @ Merck Sharp & Dohme Ireland
{Human Health] Limated, 2012. All nghts reserved. Date of prpB{EIIDH Saplamhm 012

e MSD Red Dak North, South County Business Park, Leopardstown, Dublin 18, freland

.gwraqamd irish™
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ISR 4oth Anniversary Gala Dinner:
Titanic Belfast - Thurs 2oth Sept evening

ISR Presidents
Back: Michael Molloy, Oliver FitzGerald, Jeff Lee
Middle: Stanley Roberts, Aubrey Bell, Ronan Kavanagh, Allister Taggart
Front: Gary Wright, Gaye Cunnane, Eoin Casey

Eoin Casey & Carmel Silke

Dinner Guests
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(febuxostat)

A daily response’

For a destructive

ADENURIC 80 mg and 120 mg film-coated tablets: Abbreviated Pmscﬂbing Information Please

isease?

UT!

colchicine or indornethacin with no dose adjustments necessary. No dose adjustment necessary when

consult the Summary of Product Characteristics (SmPC) for full prescribing inf ion, P
Film-coated tablets containing 80 mg or 120 mg febuxostat, Also contains lactose monohydrate. Use:
Treatment of chronic hyperuricaemia in conditions 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 umol/L) after 2-4 weeks, 120 mg once daily may be considered. Elderly: No dose adjustment
ired, Renal impai t: Mo dosage adjustment necessary in patients with mild or moderate renal
impairment. Efficacy and safety not fully evaluated in patients with severe renal impairment. Hepatic
impairment: Recommended dosage in patients with mild hepatic impairment is 80 mg. Limited
information available in patients with moderate hepatic impai t. Efficacy and safety has not been
studied in patients with severe hepatic impairment. Ch:!dren and adolescents: Safety and efficacy in

children under 18 has not been blished Orgarl No experience therefore not
rect ded. Contra-indicati Hyp y to the actwe |ngredlent ortoany of the exclplenu
Warnings and pi lar discrders: HgE { in patients with |

heart disease or hﬁftfﬂurm Praduct allergy/h itivity: Advise p of signs/

symptoms of allergic/hypersensitivity reactions and monitor closelyI for symptoms. Stop treatment
immediately if serious reactions occur, including Stevens-Johnson syndrome, and do not re-start
febuxostat at any time. Acute gouty attacks (gout flare): Do not start treatment 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
NSAID or colchicine is recommended. If a gout flare occurs during treatment, do not discontinue.
Manage the gout flare concurrently as appropriate. Continuous treatment decreases frequency and
intensity of gout flares. Xanthine deposition: As with other urate lowering medicinal products, in
patients in whom the rate of urate formation is greatly increased (e.g. malignant disease and its
treatment, Lesch-Nyhan syndrome), the absolute concentration of xanthine in urine could, in rare
cases, rise sufficiently to allow depaosition in the urinary tract. As there has been no experience,
febuxostat is not recommended for use in these populations. Mermplapunna?‘azah'zmprme Not
recommended in patlents ooncornltantly d with mercaptopurine/azathioprine. Where
combination cannot be closely. Dose reduction for n':erl:a;:vmpunne.lIr
azathioprine is recommended. Theophyﬂme Use with caution in patients concomitantly treated with
theophylline. Monitor theophylline levels in patients starting febuxostat therapy. Liver disorders: Liver
function test is recommended prior to the initiation of therapy and periodically thereafter based on

dmini d with hydrochlorothiazide. No dose adjustment nacessary for warfarin when administered
with febuxostat. DesrpramanefCYPzDé substrates: Co admlmstratuon with other CYP2D6 substrates is
not expected to require any dose adjustment for those comp 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 post-marketing experience: Common
(1-10%): Gout flares, headache, diarrhoea®, nausea, liver function test abnon‘nalmes" rash, oederna
Uncommon (0.1=1%): Blood thyroid stimulating hormone increased, d mellitus, hyperlipid
decrease appetite, weight increase, decreased libido, insomnia, dizziness, paraesthesia, hemiparesis,
somnolence, altered taste, hypoaesthesia, hyposmia, atrial fibrillation, palpitations, ECG abnormal,
hypertension, flushing, hot flush, dyspncea, bronchitis, upper respiratory tract infection, cough,
abdominal pain, abdominal distension, gastro-oesophageal reflux disease, vomiting, dry mouth,
dyspepsia, constipation, frequent stools, flatulence, gastrointestinal discomfort, cholelithiasis,
dermatitis. urticaria, pruritus, skin discolouration, skin lesion, petechiae, rash macular, rash
maculopapular, rash lar, arthralgia, arthritis, myalgia, musculoskeletal pain, muscle weakness,
musde spasm. muscle 1.Ight.ness. bursitis, renal failure, nephrolithiasis, haematuria, pollakiuria,
, fatigue, chest pain, chest discomfort, blood amylase increase,
platelet caunt decrease. W&C de:rease. lymphocyte count decrease, blood creatine increase, blood
creatinine increase, h . blood urea i , blood triglycerides increase, blood
cholesterol increase, haernatocntlc de:rease. blood lactate dehydrogenase increased, blood
potassium increase, Rare (0.1-0.01%): Pancytopenia, thrombocytopenia, anaphylactic reaction**, drug
hypersensitivity™*, blurred vision, weight decrease, increase appetite, anorexia, nervousness, tmmtus,
pancreatitis, mouth ulceration, hepatitis, jaundice**, S o

Johnson Syndrome**,
generalized rash (serious)**, erythema, exfoliative rash, rash follicular, rash vesnr.ular, rash pustular rash
pruritic**, rash erythematous, rash morbilliforn, alopecia, hyperhidrosis, rhabdomyaolysis**, joint
stiffness, musculoskeletal stiffness, tubulointerstitial nephritis**, micturition urgency, thirst, blood
glucose increase, activated partial thromboplastin time prolonged, red bload cell count decrease,
blood alkaline phosphatase increase. *Treatment-emergent non-infective diarrhoea and abnormal liver
function tests in combined Fhase Il| studies more frequent in patients concomitantly treated with
colchicine. **Adverse reactions coming from post-marketing experience. Rare serious hypersensitivity
reactions including Stevens-Johnson Syndrome and anaphylactic reaction/shock have occurred in
post-marketing experience. Hypersensitivity ions to fek can be iated with the
follcw-ng symptoms: skin reactions characterised by infiltrated maculopapular eruption, generalised or

clinical judg Thyroid disorders: Caution in patients with alteration of thyroid function. L

Contams Iactose Patients wnh rare heredltary problems of galactose |ntcleranr.e. the Lapp Iactase
should not take this medi

rashes, also skin lesions, facial oedema, fever, haematologic abnormalities such as
thrombocytopenia, and single or multiple organ involvement (liver and kidney including

Mertaptopurmefazathlopnne On L'he basis of the mechanism of action of febuxcvstat on xanthine
oxidase inhibition concomitant use is not ded. Mo data is available reg g the safety of
febuxostat during cytotoxic chemotherapy. Theophylline: Inhibition of XO may cause an in:rease inthe

buloi titial nephritis). Gout flares commonly observed soon after treatment start and in first
months. Frequency decreases after time. Gout flare prophylaxis is recommended. Please consult the
SmPC for further information. Pn:k wm 80 mg and 120 mg tablets: 28 film-coated tablets. Legal
category: POM. Marketi ber: EU/1/08/447/001 & 003. Marketing authorization
holder: Menarini International Operations Luxembourg S.A., Avenue de la Gare, L-1611 Luxembourg,

Luxembcurg Marketed by' A Menarini Phamaceutncals Ireland Ltd. Further information is available

theophyliine level. Caution d if these sul es are given concomitantly, monitor theophylline
levels in pati stamng fet therapy. Naproxen and mher mhibrtors of g!ucuromdanon Can
be co-admini d with nap 1 with no dose adijt of gluet on req to A M i Ph

Monitoring of serum uric acud is recommended 1-2 weeks aft.er start of u‘eatrnent with a potent inducer
of glucuronidation. C of tr an ind mlght lead to increased plasma levels of
olchicine/inde 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

ticals Ireland Ltd, 2nd Floor, Castlecourt, Monkstown Farm,
Monkstown. Glenageary, Co. Dublin or may be found in the SmPC. Last updated: January 2013.
References: 1. Adenuric SmPC. December 2012. 2. McQueen, EM., et al. Nat Rev Rheumatol, 2012,
8(3): p. 173-81.
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IN DMARD-IR AND TNF-IR RA PATIENTS, ROACTEMRA
WHEN COMBINATION WITH MTX IS NOT AN OPTION... STANDS OUT!

—* 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 (OMARDs) 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.?

ABRIDGED PRESCRIBING INFORMATION (For full prescribing information, refer to the of Product CH istics [SmPC]) * Tacili E e for Salution for infusion

Indications: (il In ci with [MTX), for the of adult patients with moderate to severe active rheumataid arthritis (RA} wha have had an inadequate respanse or intalerance to one or more DMARDs or TNF antagaonists. In these patients,
Rodctemra can be given as monotherapy in case of intalerance to MTX or where continued with MTX is - RoActemra has been shown to reduce the rate of progression of joint damage as measured by X.ray and to improve physical function
whaen given in comk with G} As py (in case of i @ 1o MTX or whare with MTX is inapprog orin ion with MTX, for the treatment of active systemic juvanile idiopathic arthritis {sJIA) in patients » 2 years
af age, who have responded inadeguately to previous tharapy with NSAIDs and systamic i . Dazage and i imn: Tr shauld be initisted by heslth d in the disgnosis and of RA or w]lA and all
patients should be given the Patient Alert Card, BA Patients: Recommended pmlogy = 8mgkg dibuted te a final valume of 100ml, given once every 4 weeks by iv infusion over 1 hour. For Dn:lcﬂt.. waighing > 100kg, deses > B00mg per infusion are not
recommended. No data on doses above 1.2g. Dose adjustments: Dase modification, interuption or in some cases disconti of RoActemra rec ded in the event of raised liver enzymes, low absolute neuunphd count (ANC) or low platelet count (see

SmPC for details). In patients not previowsly treated with RoActemra, initiation not recommended in patients with an ANC below 2 x 10%. Closely monitor renal function in potients with moderate to severe renal impairment as RoActemra has not been studied in
these patients. Mo data in patients with hepatic impairment. sJi4 Patients: Mo data in patients < 2 years of age. Posology: Bmg/kg for p.'mcnts = 30|:g or 12mglkg for patients = 30kg ance every 2 weeks by iv infusion over 1 hour. Check patient's weight at each

visit = refer to SmPC. In the evant of rased liver encymes, low ANC or low platelet count, e ar iyl MTX agnd mher medications where app{opnuw sm: SmPl’_‘ lr.-.r dalmh Reduction of RoActemra dose due
to laboratory abnormalities not studied in £JIA patients, Clinical improvement is generally sean mthm & weeks of starting RoActemra, netonsnder i therapy if no imy. seen in this ti Hypar ithvity to any o

of the product; active, severe infections. and Py Serious fatal‘ mfemnﬂs reported in nalnents recemng |mmur‘.Dsuppress|ue agents mcludmg RoActemra. Do not initiate in pauee\ts with active infection. If serious infection develops
intarrupt therapy until infection controflad, Caution in patients with history of i ions, ar other und s (0.9 i, diabetes and i itial lung disease) which may predispose pationts 1o infection, Vigilance for the timely
detection of serious infection recommended. Advise all patients and parents/guardians of sJiA patients t tact their heal immediataly when of an infection appear. Screen for latent TB prior to starting therapy. Trest latent

TB with standard anti-mycobacterisl tharapy before initiating RoActamra. Viral reactivation (e.g. hepatitiz B) reparted with bi oIogu: therapies for RA. Patiants screemng lelNe for hepatitis axcluded from clinical trial

Events of dwemcular peefn-moru as

complications ef diverticulitis reported uncommonly with RoActemea in RA patients, Exercise <aul.on in patients with a history of mtestinal ulceration or diverticulitis. Evaluate patiants with symptoms of complicate
ported - may be and p- ially fatalm pahema who b, P ¥ tigns during previows infusions even if they have received premedication with :leronds and anti-histarmi PRTOpT b be available
for immediate use in the event of an hylactic reaction with R an hyl reaction or ather serious hypersensitivity/sericus infusion related reaction coours, stop ade di nd )

the

Use with cauticn in patients with active hepatic disease or hepatic impairmant, Not recommended in patients with baseline ALT or AST = 5 x ULN; use with cawtlon in pahen:s with ALT or AST = 1 .5 % ULN. Monitor ALT and AST levels for RA and sJiA patients
according to SmPC - other fiver function tests mcludw bilirubin should be considered where indicated. If raised, follow desage recommendations in SmPC for RA and sJIA patients, Risk of neutropenia may be increased in patients previously treated with a TNF
A i therapy not rec ded in patients who develop an ANC < 0.5 x 10%| or platelet count < 50 x 10°%/pl. In patients not previously treated with RoActemra, initiation not recommended where ANC is below 2 x 10°1. Caution in patients with

low ﬁﬂelvl count; monitar neutrophils and platelats in R& and 514 patients according to SmPC. i reduced, follow dosage recommendations in SmPC for RA and sJla patients. Elevations in lipid parameters seen - refer to SmPC. Assess lipid parameters according
to SmPC, if elevated, manage patients according ta local guidelines for hypedipidaemia. Potential for central demyelination with RoActemra (urru\nlly wnknown; physicians should be vigilant for symptems of new onset disease. Immunomodulatery medicines may
increase malignancy risk in A patients. Do not give live and five attenuated vaccines concurrently with Rodciemra as safety not established - refer to SmPC for further details on immunisations. RA patients should have CV risk factors managed as part of usual
standard of care. Not recammended for use with other biological agents. Aivati d [MAS) is & sericus life-threatening disordor that may develop in sJIA pationts - RoActermra has not baen studied in patients during an active MAS episode.
Advize patients sxpariencing dizziness not to drive or use machines until dizziness resolved, Product containg 26, 55mg sodium per 1200mg. Drug Interactions: in RA patients, levels of simvastatin (CYP34A4) were decreased by 57% one week following a single doss
of tocilizumab to levels similar to or slightly higher than those cbserved in healthy subjects, Monitor patients taking medicines which are lndl\rldun‘ly adjusted and metabolised via CYPS0 344, 1A2 or 209 when starting or stopping RoActemra, as doses may need
1o be increased te maintain therapeutic effect, The effect of tocilizumaly on CYP450 anzyme amvaty may persist far savnrﬂl wen’ks aftar slopplng therapy. Refer to SmPC for further details n the effects of ReActemra on cytochrome CYP450, Fertility, Pregnancy
Lactation: Mo adequate data from use in pregnant women, Animal study showed an o risk of foetal death at high dase, RoActermra sheuld not be used during pregnancy unless clearly necessary, Women of childbearing
;lotcrmal should use effective contraception during and up to 3 months after treatment. No lactation data in humans, A decision on whclhcr to continue/discontinue breastfeeding or RoActemra therapy should be made taking into account the refative benefits 1o
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Efficacy

* Registry data and Cochrane Review data support efficacy & safety of Enbrel 7%
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