
• EULAR Congress 2013: The World of
Rheumatology Awaits You in Madrid

• Scientific Programme Will Offer 
Cutting Edge Basic and Clinical
Research Findings

• Primary Care Sessions Will Take 
Centre Stage in 2013 With More
Abstracts Than Ever

• PARE Focuses on Healthy Ageing

• Health Professionals in Rheumatology
Sessions Plan to Offer Findings 
From Excellent Research on 
Web-Based Support

• EMEUNET Reaches Out to 
Young Clinical Rheumatologists 
and Researchers

• Madrid – Take a Medical 
History Tour

A session on web-
based technologies
will discuss effec-
tive internet-based
applications to
support arthritis
patients.
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The annual 
EULAR Congress
is now a major
event in the calen-
dar of world
rheumatology.
The 2013 Con-
gress in Madrid
has much to offer.

One of the “hot”
sessions at this
year’s Congress
will feature re-
search on the car-
diovascular harm
done by 
untreated rheu-
matic disease.
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Scientific Pr ogramme W ill Of fer Cutting-
Edge Basic and Clinical Research Findings
The scientific programme of the 2013

Madrid Cong ress promises e ven
more than the usual ar ray of cutting-
edge rheumatology research in basic sci-
ence, clinical medicine (including primary
care), patient-oriented issues, and areas of
interest to health professionals in rheuma-
tology.

Prof. Ulf Müller-Ladner, who is Chair of
the Abstract Selection Committee f or the
EULAR Congress, said in an interview that
a total of 3,870 abstracts were submitted for

consideration to this y ear’s Congress. Sci-
ence abstracts account f or 3,614 of these,
with 14% being in the basic sciences and
86% in clinical medicine. Another 172 ab-
stracts concern research relevant to health-
related prof essionals, 48 concer n P eople
with Ar thritis/ Rheumatism in Europe
(PARE), and 36 deal with primary care. The
majority of abstracts this year have come
from Europe (2,344), followed by 790 from
Asia, 358 from Nor th America, 202 from
Africa, 155 from South America, and 23

from Australia. The top three countries in
terms of the number of abstracts submit-
ted ar e Gr eat Britain with 347 abstr acts,
Japan with 297, and the United States with
296, according to Prof. Müller-Ladner, who
is Prof essor f or Inter nal Medicine and
Rheumatology at the Justus Liebig Univer-
sity Giessen as well as Director of the De-
partment of Rheumatology and Clinical
Immunology, K erckhoff-Clinic Bad
Nauheim (Germany). He listed a n umber

EULAR Congress 2013: The W ide World of
Rheumatology Awaits You in Madrid

The ne xt Ann ual European Con-
gress of Rheumatology will take
place 12-15 June 2013, in Madrid.

The ann ual EULAR Cong ress is no w a
major e vent in the calendar of world
rheumatology. As ha ve pr evious Con-
gresses during the last decade, Madrid
2013 will pro vide a unique oppor tunity
for the exchange of scientific and clinical
information. 

This year’s Congress will be a platform
to facilitate interactions between patients,
physicians, scientists, health professionals,
and professionals representing the phar-
maceutical industry from both within Eu-
rope and around the w orld. In addition,
we will also contin ue our initiati ve of
closer cooper ation with primar y car e
physicians and professionals – a commit-
ment we started in London in 2011. 

EULAR Congresses have grown rapid-
ly in terms of participation and quality of
contributions. This partly reflects the in-
creased inter est in ar thritis and r elated
musculoskeletal diseases that is seen
around the globe. 

The e xpansion also r eflects the in-
creased availability of information on the
impact and burden of these diseases and
the significantly improved potential for di-
agnosis and treatment. 

The integration of health profession-
als and patient organisations within EU-
LAR has pro ved to be a consider able

stimulus for these advances. This integra-
tion will facilitate the implementation of
recommendations f or management/
standards of care of musculoskeletal dis-

orders in daily practice. 
The EULAR Cong ress 2013 in Madrid

will once again offer a wide range of top-
ics including clinical innovations as well as
translational and basic science. In addi-
tion, there will be meetings organised by
people with arthritis, health professionals,
and the health care industry. One central
activity of the Congress will be poster pre-
sentations and poster tour s with their
highly interactive exchanges among par-

ticipants. The Madrid Cong ress will f ur-
ther strengthen the reputation of the EU-
LAR Congress as a highly innovative and
informative venue for clinical and tr ans-
lational researchers, not onl y within the
different f acets of our discipline (e.g.,
pain, bone, mechanical, and inflammato-
ry disorders) but also for practising physi-
cians who will f ind updated high-quality
information on the management of dis-
eases commonly seen in daily rheumato-
logic practice. 

The city of Madrid is a f irst-time 
venue for the EULAR Congress, and it of-
fers an ambiance of astonishing architec-
ture, g alleries, m useums, theatr es, and
culinary pleasures under Southern skies.
Thus, Madrid will pro vide an e xcellent
background for scientif ic and clinical ex-
changes, international collaborations, and
renewal of friendships. We will take great
pleasure in w elcoming ph ysicians, pa-
tients, health professionals, and represen-
tatives of the pharmaceutical industry to
EULAR 2013, and hope that their stay in
Madrid will be inf ormative, educational,
and, last but not least, enjoyable. ■

Maxime Dougados, M.D. 
President of EULAR, professor of
rheumatology at René Descartes
University, and chief of the department
of rheumatology at Cochin Hospital,
Paris.

PROF. DOUGADOS

Continued on page 4
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Treating early for long-term 
success: The PRIZE in RA

Wednesday 12th June, 13:00–14:30
Hall 7
Chair: Tore Kvien

Thursday 13th June, 08:15–09:45
Plenary Hall 6
Chair: Juan Gómez-Reino

A programme funded and sponsored 
by Pfizer. Inc. All rights reserved

Treatment targets
in rheumatoid arthritis

The mosaic of RA: Assembling the 
pieces for optimal treatment outcomes

Thursday 13th June, 17:30–19:00
Hall 8
Chair: Bernard Combe
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of the “hot topics” to be discussed at the
2013 Congress.

In the area of rheumatic diseases be-
ing not only joint diseases but systemic
inflammatory diseases there are these:
On Thursday, there will be a presentation
on teaching lessons on inflammation
from cancer ther apy. Also on T hursday,
there will be a number of talks on assess-
ing inflammation during a Clinical Sci-
ence Session on moder n assessment of
disease activity in inflammatory arthritis.

On the topic of untreated rheumatic
diseases substantially increasing cardio-
vascular risk is a talk to be g iven on
Wednesday in an Outcomes Science Ses-
sion on cardiovascular risk in inflammato-
ry arthritis. The presentation will focus on
whether inflammatory arthritis should be
factored into gener al population car dio-
vascular risk algorithms . Another talk in
that session will co ver ways to moti vate
patients with RA to stop smoking. Anoth-
er will e xamine w hether the sur rogate
markers of cardiovascular risk ar e accu-
rate in RA. Look ing at disease g roups,
there will be numerous basic and clinical
science sessions that will focus on the IL-
1–dependent diseases , including gout,
fever syndromes , and Still’ s disease. On

Wednesday, there will be a Clinical Science
Session on the imag ing, diagnosis , and
treatment of chronic gout that will in-
clude presentations on the use of dual-en-
ergy computed tomography to visualize
crystals, how to make the dif ficult differ-
ential diagnosis of gout in joints and or-
gans, and long-term treatment for chronic
gout. Also on Wednesday, there will be a
Practical Skills Session on the use of ultra-
sound to distinguish gout from calcium
pyrophosphate deposition disease in a live
patient, while another session later that
day will addr ess hands-on scanning in

groups with patients with gout and CPPD.
A session on Thursday will focus on gout
and other crystal diseases.

But there is more than gout in the spec-
trum of IL-1–dependent diseases. In a Pae-
diatric Rheumatolo gy European Society
session on Wednesday, presentations will
cover IL-1 and its natural inhibitors, the Eu-
rofever Registry, and the e xpanding spec-
trum of autoinflammation.

Several presentations will examine the
real-world performance of the new small
molecule tofacitinib . A poster tour on
Thursday will f ocus on small-molecule
drugs, while on Friday there will be a Ba-
sic and Translational Science Session on
resolving inflammation through endoge-
nous pathways that will discuss develop-
ing small-molecule agonists to r esolve
inflammation. On Saturday, EULAR Pres-
ident Maxime Doug ados will co-chair a
session covering updates to the EULAR
Rheumatoid Arthritis Management rec-
ommendations. EULAR P ast Pr esident
Prof. Josef S. Smolen will speak on what
is new in “EULAR RA Management Rec-
ommendations 2013.”

Prof. Christopher Buckley, United King-
dom, w ho is Chair of the Scientif ic 
Programme Committee, is Ar thritis Re-
search Campaign Chair of Rheumatology
University of Birmingham. ■

Continued from page 2

Primary Car e Sessions W ill T ake Centr e
Stage in 2013 With More Abstracts Than Ever

The programme for the Primary Care
track within EULAR has been devel-

oped in collaboration between rheuma-
tologists with a special
interest in primar y car e and
general pr actitioners with a
special interest in rheumatol-
ogy. There is a need for a part-
nership betw een the
specialties and also in volve-
ment of professionals other
than gener al pr actitioners in
primary car e f or optim um
treatment of patients with
rheumatic disor ders, accor d-
ing to Dr. Stefan Bergman, who is asso-
ciate prof essor of experimental
rheumatology at Lund (Sweden) Univer-
stity. The Primar y Care tr ack was f irst
launched in London in 2011, underwent

further developments for Berlin in 2012,
and now has had even more fine-tuning
for the upcoming conference in Madrid. 

Both in London and Berlin,
there w ere about 100 r egis-
trants f or just this separ ate
track. T hese w ere mainl y
physicians, although other
professionals also were repre-
sented. Some of the sessions
attracted up to 250 people,
which could indicate an inter-
est on the part of people who
were not member s of a pri-
mary care profession, but also

that some from primar y care attended
the full conference. For Madrid this year
we still don’t know how many will reg-
ister for the Primary Care track, but the
Scientific Pro gramme Committee r e-

ceived more and better abstracts for the
primary care sessions for the 2013 Con-
gress than in the first 2 years of this un-
dertaking, said Dr. Bergman, who sits on
the Scientif ic Pro gramme Committee
representing the primary care track.

The feedback has been mainly positive
with regard both to the idea of inviting
primary care to EULAR and to the con-
tent of the sessions. The main change this
year is that w e have moved the sessions
from Friday-Saturday to Thursday-Friday
due to comments that the conf erence is
more lively on those da ys and with the
hope of attracting more people to the sec-
ond day.

The main f ocus has been on issues
that are of mutual interest for primary
care and rheumatology, such as early de-

Prof. Buckley and Prof. Müller-Ladner.

C
O

U
R

T
E

S
Y

O
F

P
R

O
F
. 

B
U

C
K

L
E

Y

DR. BERGMAN

Continued on following page

Eular 2013 preview digital.qxp  5/3/2013  10:36 AM  Page 4



2013 EULAR CONGRESS NEWS PREVIEW EDITION 5

tection of rheumatic disease, manage-
ment of comorbidities, side ef fects of
treatment, and the special prob lems of
monitoring and tr eating an often lif e-
long disor der. T hese ar e themes that
will be developed this year, and we aim

to g ive a good mix of invited speakers
and oral presentations of abstracts. The
attendees will be updated on the latest
advances in the tr eatment of rheuma-
toid arthritis and spondyloarthritis. Both
the opportunities and hazar ds of mod-
ern tr eatment will be pr esented. T he
collaboration and coor dination of care

between primar y car e and rheumatol-
ogy will be discussed from various per-
spectives. 

The primar y car e sessions also will
highlight the diagnosis and treatment of
disorders that ar e common in primar y
care, such as chronic pain, osteoar thri-
tis, and polymyalgia rheumatica. ■

Continued from previous page

Will doing these activities be 
challenging for your digital 

ulcer patients?

Digital ulcers (DUs) are a frequent and persistent problem for
patients with systemic sclerosis (SSc)1,2 and can significantly
impact their quality of life.3-11

Here on stand 57, hall 10 we’re talking not only about a
clinical management approach to help reduce the burden
of this debilitating condition, but also about earlier detection
via capillaroscopy.

To find out more and get some hands on experience with
capillaroscopy, come and join us during exhibition times.

Come to Stand 57 and let’s talk

Date of preparation: May 2013 TRA301

PARE Focuses on Healthy Ageing

Much of our w ork during 2013
focuses on “health y ageing,”
and we are particularly keen to

ensure that younger people are just as in-
cluded in this activity as older people, ac-
cording to Neil Betteridge, V ice
President, EULAR, representing PARE.

The subject is a “hot topic” political-
ly and in the area of research at the EU
level. To ensure the inclusion of young
people, we have used a subtitle of “Liv-
ing better, ageing w ell: g rowing up or

growing older with a rheumatic or mus-
culoskeletal disease (RMD),” said Mr .
Betteridge, in describing the concept
around which PARE (People with Arthri-
tis/Rheumatism in Europe) is f ocusing
its 2013-2014 activities, 

Candidates for the Edg ar Stene Priz e
Writing Competition were asked to dis-
cuss health y ageing. T he 2013 winner ,
Mette Toft from Denmark, will be hon-
oured on Wednesday evening during the
opening plenar y session. Earlier that

same day, Ms. Toft will present her essay
during the Joint Session on Healthy Age-
ing from 17:00 to 18:30. During this ses-
sion w e will also hear about acti vities
from the European Commission and the
European Inno vation on Acti ve and
Healthy Ageing presented by Maria Igle-
sia-Gomez, Head of Unit, DG Health
and Consumer s. Dr . Kir sten Minden
from the Charité in Berlin, Ger many,
will talk about the impor tant phase of

Continued on page 7
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Tracleer® (bosentan) Abbreviated Prescribing Information (Please refer to the full SmPC before prescribing)

Tracleer 62.5mg and 125mg film-coated tablets; 32mg dispersible tablets

Uses Treatment of pulmonary arterial hypertension (PAH) to improve exercise capacity and symptoms in patients

with WHO functional class III. Efficacy has been shown in primary (idiopathic and heritable) PAH, PAH secondary 

to scleroderma without significant interstitial pulmonary disease and PAH associated with congenital systemic-to-

pulmonary shunts and Eisenmenger’s physiology. Some improvements have also been shown in patients with PAH

WHO functional class II. Tracleer is also indicated to reduce the number of new digital ulcers in patients with systemic

sclerosis and ongoing digital ulcer disease.

Dosage and administration Treatment should only be initiated and monitored by a physician experienced in the

treatment of PAH or systemic sclerosis. Tablets are to be taken orally morning and evening, with or without food.

The dispersible tablets should be added to a little water on a spoon, and the liquid stirred to aid dissolution, before

swallowing. If necessary the dispersible tablet can be divided along the break-marks. The dispersible tablet has

been studied only in paediatric patients with PAH. Treatment should be initiated at a dose of 62.5 mg twice daily

for 4 weeks and then increased to the maintenance dose of 125 mg twice daily. In the case of PAH clinical

deterioration despite Tracleer treatment for at least 8 weeks, alternative therapies should be considered. However, 

some PAH patients who show no response after 8 weeks of treatment with Tracleer may respond favourably after 

an additional 4 to 8 weeks of treatment. PAH patients not responding well to 125 mg twice daily of Tracleer may

slightly improve their exercise capacity when the dose is increased to 250 mg twice daily. A careful benefit/risk

assessment should be made, taking into consideration that the liver toxicity is dose-dependent. If the decision to

withdraw Tracleer is taken, it should be done gradually while an alternative therapy is introduced. Controlled clinical

trial experience in patients with digital ulcers associated with systemic sclerosis is limited to 6 months and there

are no data on the safety and efficacy in patients under the age of 18 years. The digital ulcer patient’s response to 

treatment and need for continued therapy should be re-evaluated on a regular basis. Dosage in hepatic impairment

Mild: No dose adjustment required. Moderate/Severe: Contraindicated. Dosage in renal impairment: No dose

adjustment required. No dose adjustment is required in patients undergoing dialysis. Dosage in elderly patients: No

dose adjustment required. Children and patients with low body weight with PAH: Pediatric pharmacokinetic data

have shown that bosentan plasma concentrations in children were not increased by increasing the dose of Tracleer

above 2 mg/kg body weight twice daily (see section 5.2). Based on the pharmacokineticresults, higher doses are

unlikely to be more effective, and greater adverse event rates cannot formally be excluded in young children if the 

dose is increased. There is only limited clinical experience in paediatric patients under 2 years of age.

Contraindications Hypersensitivity to the active substance or any of the excipients, moderate to severe hepatic

impairment, baseline values of liver aminotransferases (AST and/or ALT), greater than 3 times the upper limit of

normal, concomitant use of cyclosporine A, pregnancy, women of childbearing potential who are not using a reliable

(barrier) method of contraception (see later).

Special warnings and precautions for use The efficacy of Tracleer has not been established in patients with severe

pulmonary arterial hypertension. Transfer to a therapy that is recommended at the severe stage of the disease (e.g.

epoprostenol) should be considered if the clinical condition deteriorates. The benefit/risk balance of Tracleer has not

been established in patients with WHO class I functional status of PAH. Tracleer should only be initiated if the

systemic systolic blood pressure is higher than 85 mmHg. Tracleer has not been shown to have a beneficial effect 

on the healing of existing digital ulcers.

Liver function Elevations in liver aminotransferases, i.e. aspartate and alanine aminotransferases (AST and/or ALT),

associated with Tracleer are dose-dependent. Liver enzyme changes typically occur within the first 26 weeks of 

treatment, but may also occur late in treatment. Recommendations are as follows:

intervals.

�5 and � 8 x ULN) and if the rise

is �3 and � 5 x ULN confirm by another liver test; if confirmed, a decision should be made on an individual

basis to continue Tracleer, possibly at a reduced dose, or to stop Tracleer administration.). Continue to monitor 

aminotransferase levels at least every 2 weeks. If the aminotransferase levels return to pre-treatment values

consider continuing or re-introducing Tracleer according to the conditions described below.

risks and when liver aminotransferase levels are within pre-treatment values. The advice of a hepatologist is

recommended. AST/ALT levels must then be checked within 3 days after re-introduction, then again after 2

weeks, and thereafter according to the recommendations above.

�8 x ULN rise in liver aminotransferases, treatment

must be stopped and re-introduction of Tracleer is not to be considered.

Haemoglobin concentration Tracleer has been associated with dose-related decreases in haemoglobin concentration.

In placebo-controlled studies, decreases were not progressive, and stabilised after the first 4–12 weeks of treatment.

It is recommended that haemoglobin concentrations be checked prior to initiation of treatment, monthly for the

first 4 months and quarterly thereafter. In the post-marketing period, cases of anaemia requiring red blood cell

transfusion have been reported. Women of childbearing potential Not to be initiated in women of childbearing

potential unless they practice reliable contraception and have a negative pre-treatment pregnancy test. Before the 

initiation of Tracleer treatment, the absence of pregnancy should be checked by a negative pregnancy test, appropriate

advice on reliable methods of contraception provided, and reliable contraception initiated. Due to potential

pharmacokinetic interactions Tracleer may render hormonal contraceptives ineffective. Therefore, women of child-

bearing potential must not use hormonal contraceptives (including oral, injectable, transdermal, and implantable

forms) as the sole method of contraception but should use an additional or an alternative reliable method of

contraception. In case of any doubt on the contraceptive advice, consultation with a gynaecologist is recommended.

Because of possible hormonal contraception failure during Tracleer treatment, and also bearing in mind the risk that

pulmonary hypertension severely deteriorates with pregnancy, monthly pregnancy tests during treatment are

recommended to allow early detection of pregnancy. Pulmonary veno-occlusive disease (PVOD) Cases of life threatening

pulmonary oedema have been reported with vasodilators (mainly prostacyclin) when used in those patients. Should

signs of pulmonary oedema occur in PAH patients, the possibility of associated veno-occlusive disease should be 

considered. There have been rare reports of pulmonary oedema in patients treated with Tracleer who had a suspected

diagnosis of PVOD. PAH patients with concomitant left ventricular failure No specific study has been performed. It 

is recommended that patients be monitored for signs of fluid retention. Should this occur, treatment with diuretics

is recommended, or the dose of existing diuretics should be increased. Treatment with diuretics should be considered

in patients with evidence of fluid retention before the start of treatment with Tracleer. PAH associated with HIV

infection (lopinavir+ritonavir and other boosted protease inhibitors) patient’s tolerability of Tracleer should be closely

monitored with special attention, at the beginning of the initiation phase, to the risk of hypotension and to liver

function tests. An increased long-term risk of hepatic toxicity and haematological adverse events cannot be excluded

when bosentan is used in combination with antiretroviral medicinal products. Due to potential for interactions related

to the inducing effect of bosentan on CYP450 patients should be monitored carefully regarding their HIV infection 

and the HIV therapy. Nevirapine: due to a marked hepatotoxicity of nevirapine that could cumulate with bosentan 

liver toxicity, this combination is not recommended. Other antiretroviral agents: No specific recommendation can

be made with regard to other available antiretroviral agents. Pulmonary hypertension secondary to chronic obstructive

pulmonary disease (COPD) Safety and tolerability of bosentan was investigated in an exploratory, uncontrolled 12

week study in 11 patients with pulmonary hypertension secondary to severe COPD (stage III of GOLD classification).

An increase in minute ventilation and a decrease in oxygen saturation were observed and the most frequent adverse

event was dyspnoea, which resolved with discontinuation of bosentan. Concomitant use with other medicinal products

Glibenclamide: Not recommended, due to an increased risk of elevated liver aminotransferases. Fluconazole: Not

recommended. Rifampicin: Not recommended. Concomitant administration of both a CYP3A4 inhibitor and a CYP2C9

inhibitor should be avoided. Hormonal contraceptives: Hormone based contraceptives alone, regardless of the route

of administration are not considered as reliable methods of contraception. Tracleer 32 mg dispersible tablets contain

a source of phenylalanine (Aspartame – E951). This may be harmful for people with phenylketonuria.

Pregnancy and lactation Tracleer is contraindicated in pregnancy. Tracleer may render hormonal contraceptives

ineffective. Before the initiation of Tracleer treatment in women of child-bearing potential, the absence of pregnancy

should be checked, appropriate advice on reliable methods of contraception provided, and reliable contraception

initiated. If there is any doubt about what contraceptive advice should be given to the individual patient, consultation

with a gynaecologist is recommended. Because of possible hormonal contraception failure during Tracleer treatment,

and also bearing in mind the risk that pulmonary hypertension severely deteriorates with pregnancy, monthly

pregnancy tests during treatment are recommended to allow early detection of pregnancy. Use during lactation: Not

recommended.

Ability to drive and use machines Tracleer may cause dizziness, which could affect the ability to drive or use

machines.

Side effects In 20 placebo-controlled studies, conducted in a variety of therapeutic indications, a total of 2,486

patients were treated with bosentan at daily doses ranging from 100 mg to 2000 mg and 1,838 patients were

treated with placebo. The mean treatment duration was 45 weeks. The most commonly reported adverse drug

reactions (as occurring in at least 1% of patients on bosentan and at a frequency at least 0.5% more than on placebo)

are headache (11.5% vs 9.8%), oedema/fluid retention (13.2% vs 10.9%), abnormal liver function test (10.9% vs

4.6%) and anaemia/haemoglobin decrease (9.9% vs 4.9%). Treatment with bosentan has been associated with

dose-dependent elevations in liver aminotransferases and decreases in haemoglobin concentration (see section 4.4,

Special warnings and precautions for use). Following is the convention used for frequency: convention: very common

(�1/10); common (�1/100 to �1/10); uncommon (�1/1,000 to �1/100); rare (�1/10,000 to �1/1,000); very rare (�
1/10,000). Reports from post marketing experience are included in Italics. No clinically relevant differences in undesirable

effects were observed between the overall dataset and the approved indications.

1 Frequency cannot be estimated from the available data.
2 Hypersensitivity reactions were reported in 9.9% of patients on bosentan and 9.1% of patients on

placebo.
3 Headache was reported in 11.5% of patients on bosentan and 9.8% of patients on placebo.
4 These types of reactions can also be related to the underlying disease.
5 Oedema or fluid retention was reported in 13.2% of patients on bosentan and 10.9% of patients on

placebo.

In the post-marketing period rare cases of unexplained hepatic cirrhosis were reported after prolonged therapy with

Tracleer in pat ients with mult ip le co-morbidit ies and therapies with medicinal  products .

There have also been rare reports of liver failure. These cases reinforce the importance of strict adherence to the

monthly schedule for monitoring of liver function for the duration of treatment with Tracleer.

Uncontrolled studies in paediatric patients with PAH (AC-052-356 [BREATHE-3]; AC-052-365 [FUTURE 1])

The safety profile in this population (BREATHE-3: n = 19, Tracleer 2 mg/kg twice daily; treatment duration 12 weeks;

FUTURE 1: n = 36, Tracleer 2 mg/kg twice daily for 4 weeks followed by 4 mg/kg twice daily; treatment duration 12

weeks) was similar to that observed in the pivotal trials in adult patients with PAH. In BREATHE-3, the most frequent

adverse events were flushing, headache, and abnormal liver function. In FUTURE-1, the most frequent adverse events

were infections and abdominal pain/discomfort. There were no cases of liver enzyme elevations in the FUTURE-1 study.

Laboratory abnormalities Liver test abnormalities In clinical studies, dose-dependent elevations in

liver aminotransferases generally occurred within the first 26 weeks of treatment, usually developed gradually, and

were mainly asymptomatic. In the post-marketing period rare cases of liver cirrhosis and liver failure have been reported.

The mechanism of this adverse effect is unclear. These elevations in aminotransferases may reverse spontaneously

while continuing treatment with the maintenance dose of Tracleer or after dose reduction, but interruption or cessation

may be necessary (see section 4.4). In the 20 integrated placebo-controlled studies, elevations in liver aminotransferases

�3 times the upper limit of normal (ULN) were observed in 11.2% of the bosentan-treated patients as compared to

2.4% of the placebo-treated patients. Elevations to �8 × ULN were seen in 3.6% of the bosentan-treated patients

and 0.4% of the placebo-treated patients. Elevations in aminotransferases were associated with elevated bilirubin (�2 

× ULN) without evidence of biliary obstruction in 0.2% (5 patients) on bosentan and 0.3% (6 patients) on placebo.

Haemoglobin A decrease in haemoglobin concentration to below 10 g/dL from baseline was reported in 8.0% of

bosentan- and 3.9% of placebo-treated patients respectively.

Overdose Massive overdose may result in pronounced hypotension requiring active cardiovascular  support.

Packaging quantity Tracleer 62.5 mg: 14, 56 or 112 film-coated tablets. Tracleer 125 mg: 56 or 112 film-coated

tablets. Not all pack sizes may be marketed. Tracleer 32 mg: 56 dispersible tablets.

Marketing Authorisation Holder and Numbers Actelion Registration Ltd Chiswick Tower, 13th Floor 389 Chiswick

High Road London W4 4AL UK

EU/1/02/220/001/2/3/4/5/6

Legal category Prescription Only Medicine

Date of PI preparation November 2012

Qualitative and quantitative composition: Each film-coated tablet contains 62.5 mg or 125 mg bosentan

(as monohydrate) respectively. Each dispersible tablet contains 32 mg bosentan (as monohydrate). Excipient: 3.7 mg

of Aspartame (E951) are present in each dispersible tablet other excipients Tracleer 62.5 mg and 125 mg film-coated

tablets: Pregelatinised starch; Sodium starch glycollate; Povidone; Glycerol dibehenate; Magnesium stearate; Film coat:

Hypromellose; Glycerol triacetate; Talc; Titanium dioxide (E171); Iron oxide yellow (E172); Iron oxide red (E172);

Ethylcellulose Tracleer 32 mg dispersible tablets: Cellulose microcrystalline; Calcium hydrogen phosphate anhydrous;

Croscarmellose sodium; Silica colloidal anhydrous; Tartaric acid; Tutti frutti flavour; Aspartame (E951); Acesulfame
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System organ class Frequency Adverse reaction

Blood and lymphatic system 

disorders

Common

Not known1

Uncommon

Uncommon

Anaemia, haemoglobin 

decrease, (see section 4.4)

Anaemia or haemoglobin decreases 

requiring red blood cell transfusion

Thrombocytopenia

Neutropenia, leukopenia

Immune system disorders Common

Rare

Hypersensitivity reactions (including 

dermatitis, pruritus and rash)2

Anaphylaxis and/or 

angioedema

Nervous system disorders Very common

Common

Headache3

Syncope4

Cardiac disorders Common Palpitations4

Vascular disordersa Common

Common

Flushing 

Hypotension4

Gastrointestinal disorders Common Gastrooesophageal reflux disease, 

Diarrhoea

Hepatobiliary disorders Very common

Uncommon

Rare

Abnormal liver function test, (see section 

4.4)

Aminotransferase elevations associated with 

hepatitis and/or jaundice (see section 4.4)

Liver cirrhosis, liver failure

Skin and subcutaneous 

disorders

Common Erythema

General disorders and 

administration site conditions 

Very common Oedema, fluid retention5
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transition and ho w teenager s with
RMDs can best be supported into adult-
hood. Dr . Heidi Zang i, from the Di-
akonhjemmet Hospital in Oslo, Norway,
will introduce the effect of mindfulness
training on patients with RMDs, and Dr.
Alexis Antoniou, a psy chologist from
Limassol, Cyprus, will give a talk about
subjective well-being and g rowing old-
er with an RMD.

EULAR has r eceived a lar ge number
of abstracts from all over Europe for the
2013 Congress, which proves how active
the EULAR member ship of PARE or-
ganisations is. 

The Abstract Session on F riday from
10:15 to 11:45 will sho wcase eight ab-
stracts displaying the variety of activities
in the P ARE member or ganisations.
Twenty-four poster s will be f eatured
close to the EULAR PARE Booth, which
is located in the EULAR Village. 

As in years past, the PARE Booth pro-
vides the latest information on projects
and activities of the Standing Commit-
tee of PARE, as w ell as a place to sit
down and meet European colleagues ,
making it a great place to network at the
Congress. 

The latest copy of Breakthrough, the
newsletter of the Standing Committee

of PARE, and the Stene Priz e Book let
2013 will be distrib uted at the booth.
Since the October edition of Break-
through was printed, it has been updat-
ed thr ee times b y online editions
reporting on PARE activities throughout
the year. These can be found on the EU-
LAR website in the section of PARE ac-
tivities for download. 

This year EULAR will once again pres-
ent “Latest ad vances in tr eatment and
management of RMDs,” Friday, 15:30 –
17:00. 

This session w as f irst introduced b y
EULAR in Berlin in 2012, w here it was
a g reat success. PARE delegates are al-

ways inter ested in r eceiving inf orma-
tion about the latest research and treat-
ment options w hen attending the
EULAR Congress. But most of the infor-
mation is not easy for a lay person to un-
derstand. Our selected
experts make sur e that their
talks are tailored to the PARE
audience. F or 2013 w e ar e
grateful to ha ve Prof. Philip
Conaghan, w ho will talk
about de generative diseases
such as osteoarthritis, and Dr.
Laure Gossec , w ho will in-
troduce the latest f indings in
biological tr eatment with a
special f ocus on its ef ficacy
and safety. 

The Joint Session on Family Planning,
Pregnancy, and Parenthood will be held
Friday, 13:30 – 15:00. This topic has been
dealt with in the past but is being repeat-
ed because of its great importance to so
many people. 

It is of particular interest both to our
younger audience and to representatives
of patient or ganisations gener ally. We
will hear from Prof. Mer cè Brat, a psy-
chologist from Spain, about how RMDs
impact the process of paternity. Prof.
Angela Tincani will provide the clinical
perspective on how people with RMDs
can be suppor ted to become par ents;
and Homair a Khan, a y oung mother
with RMD, will share her per sonal sto-
ry with us.

Another noteworthy PARE session is
the one on “R ebranding RMDs – w hat
is so special about RMDs ,” to be held
Thursday, 10:15 – 11:45. T here are still
many myths about RMDs – that they are
diseases affecting only older people, that
there is nothing w hich can be done to
help, etc. 

In tr uth, ther e ar e lif e-threatening
RMDs, and these diseases can af fect
even babies and childr en. In addition,
there are always positive steps that can
be taken to help manage an RMD. 

In the current economic climate, it is
difficult for RMD organisations to com-
pete with other disease ar eas. Diseases
such as cancer or hear t disease often
achieve political priority and, with it,
funds and attention. 

So w e all suf fer from the f act that
RMDs are not considered “sexy”! 

The PARE session will therefore look
at innovative ways to present RMDs. 

John Chur ch from Ar thritis Ir eland

will r eport on their marketing ef forts
that seek to change the image of RMDs
in Ir eland. T he R omanian League
Against Rheumatism w orked to gether
with artists on a joint project to improve

the image of RMDs in Roma-
nia, and their stor y will be
presented b y Ana Maria
Brezniceanu. Prof. Klaus Ma-
chold, of Austria, will talk
about the topic of early ac-
cess to specialists and
whether earlier ans wers ar e
really better answers. 

His colleague Dr . K arim
Raza, of the United King-
dom, will look at the topic of

access and r eferral, introducing prob-
lems and potential solutions in the con-
text of inflammatory arthritis. 

Be sure to attend the PARE session on
Saturday, 12:00 – 13:30: “The three mus-
keteers – equity f or all: a vailability, af-
fordability, and acceptability of arthritis
health care in Europe.” 

This session will include a talk on
how the economic crisis impacts people
with RMDs . K aterina K outsogianni
from the Arthritis Foundation of Crete
will g ive insight as to w hat the cur rent
developments mean for the people and
also for the organisation. 

As Greece is not the only country fac-
ing such challenges , w e will look f or-
ward to an eng aged discussion, and we
hope to hear some advice and solutions. 

Prof. Anthony Woolf from the Unit-
ed Kingdom will introduce the f inal re-
sults from the EUMUSC .NET project,
which has produced so m uch impor-
tant new data. He also will discuss the
next steps of the project, w hich has
been jointl y f unded b y the European
Commission and EULAR. It is EULAR’s
biggest ever project in ter ms of scope
and resources. 

Dr. T uulikki Sokk a will discuss the
question of how to impro ve quality of
life f or people with RMDs in Europe.
Maarten de Wit, my predecessor as Vice
President of EULAR representing PARE,
will discuss how patients can contribute. 

That’s not all. T here is a session on
“Gender dif ferences in car e and tr eat-
ment” on Thursday, 15:30 – 17:00. 

For the first time, we are approaching
the topic of treatment and care in a gen-
der-related context. 

In the past, what was mostly discussed

Continued from page 5

Diseases such as cancer or
heart disease often achieve
political priority and, with it,
funds and attention. So we all
suffer from the fact that RMDs
are not considered ‘sexy’!

MR. BETTERIDGE

Continued on following page
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Health Professionals in Rheumatology
Sessions Plan to Offer Findings From
Excellent Research on Web-Based Support
The EULAR Cong ress is the venue of

high-quality scientif ic sessions intro-
ducing health professionals in rheumatol-
ogy research and issues of interest in the
practical health prof essional w ork. T he
Congress offers topical sessions , two ab-
stract sessions, and joint sessions or gan-
ised to gether with rheumatolo gists and
PARE. In addition to the scien-
tific pro gramme, the health
professionals in rheumatology
are also r epresented with a
booth in the e xhibition ar ea,
which pro vides a g reat plat-
form for informal meetings of
health professionals in rheuma-
tology.

Prof. Kåre-Birger Hagen, who
is the EULAR Executi ve Com-
mittee’s V ice Pr esident r epre-
senting the Health Prof essionals in
Rheumatology, noted that one f eature of
the programme that is new this year will be
a pre-conference session for health profes-
sional delegates, to be held on Wednesday
from 13:30–14:30. In the session “Looking
forward to EULAR Madrid 2013,” Patricia
Cornell (United Kingdom), a Health Pro-
fessionals in Rheumatolo gy member of
the Pro gramme Committee, will ad vise
you on “Finding y our w ay around 
EULAR” and give hot tips for a successful
conference. Also you will have the oppor-
tunity to hear the incoming pr esident of
EULAR, Prof. Maurizio Cutolo (Italy), give
his per spective on “T he oppor tunities of
the health professional in EULAR.” 

The session on “W eb-based technolo-
gies to suppor t patients with rheumatic
diseases” will be one of the highlights of
the Health Prof essionals in Rheumatol-
ogy programme, occur ring on Wednes-
day at 17:00–18:30. 

The session will g ive par ticipants in-
sights into the possibilities of the using the
Internet to support arthritis patients and
to learn about effective Web-based appli-
cations to support patients. 

For e xample, a W eb-based self-man-
agement programme for adolescents with
arthritis will be presented in this session,

as well as a Web-based patient-
decision aid to support arthritis
patients to help them make de-
cisions about medication, said
Prof. Hagen, w ho is prof essor
in the department of health sci-
ences at the University of Oslo
(Norway).

“Optimisation of osteoarthri-
tis car e” is on the agenda f or
Saturday at 8:35–10:00. In this
session, there will be presenta-

tions from several European countries of
stepped-care models f or patients with
knee or hip osteoarthritis. The session in-
tends to pr esent the latest ne ws when it
comes to organisation of primary and sec-
ondary care of knee or hip osteoarthritis
patients.

Finally, there were a n umber of high-
quality abstracts submitted to the HP ses-
sions this y ear. In the abstr act session,
“Research: Building b locks f or better
care,” on Thursday at 10:15, there will be
presentations of research demonstrating
the effects of progressive muscle-strength-
ening using a Swiss ball in patients with
ankylosing spondylitis and strengthening
and stretching for people with rheuma-
toid arthritis of the hands. In addition, the
feasibility and effectiveness of using mo-
bile phones in data collection for research
purposes will be presented. 

In the session “Making progress in clin-
ical practice,” scheduled for Friday 14.06

at 10:15–11:45, tw o of the very interest-
ing presentations will address “Falls, fear
of falling, and risk f actors in adults with
rheumatoid arthritis” and “Pr edictors of
no improvement in subjective health per-
ception in ne wly diagnosed RA patients
with a good DAS28 response.”

Foot health, w ork, and psy chological
approaches are other topics that will be
highlighted in this year’s conference.

Also, at this conference the new chair
for the EULAR Standing Committee for
Health Prof essionals in Rheumatolo gy
(Susan Oliver, United Kingdom) and the
vice-president representing health profes-
sionals (to be elected at the gener al as-
sembly) will be installed. On the last
conference day, Saturday at 12.00–13.00,
the new leaders for HPs will introduce

themselves and pr esent the vision f or
their work in the session “V ision 2020:
Get to know your EULAR health profes-
sionals and future goals and objectives.”
At this session, tw o representatives for
the national member societies will also
present their experiences and visions for
working with EULAR health profession-
als. 

We hope that the session will facilitate
the comm unication and collabor ation
between the standing committee and
the national member societies. ■

PROF. HAGEN

was how the different RMDs have differ-
ent impacts and pr evalences in women
and men. 

Prof. Constantinos Phellas, of Cyprus,
will introduce his f indings on revisiting

gender dif ferences in health r esearch.
Dr. Marianne K ool from the Nether-
lands will look at the question of
whether ther e is an y e vidence that
women and men ar e affected different-
ly and cope differently with RMDs from
a psychological perspective. 

Dr. Georges Bertsias from Greece will
talk about women’s health issues in pa-
tients with RMDs , and T ommi Huh-
taniemi from Finland will f ocus on
“Masculinities: aspects of care and how
the medical discourse affects the lives of
men with physical disabilities.” ■

Continued from previous page

One presentation will include
data on mobile phone use for
research data collection. Another
will give data on the use of
stretching in patients with
rheumatoid arthritis.
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EMEUNET R eaches Out to Y oung Clinical
Rheumatologists and Researchers
EMEUNET is a EULAR W orking Gr oup of
young rheumatology clinicians and researchers
who have taken on the challenge of widening
collaborations, promoting education, and in-
tegrating with other EULAR activities.

EMEUNET was realized in 2009 to fa-
cilitate the achie vement of the 7th
strategic goal of EULAR f or 2012, to
bring on boar d high-quality, y ounger-
generation contrib utors in all EULAR
activities. Ov er the last 4 y ears, EME-
UNET has estab lished itself as the pri-
mary netw ork of young European
rheumatologists. EMEUNET aims to
enhance the quality of research and ed-
ucation among its mem-
bers, enab ling them to
contribute to the contin-
ued success of EULAR in
supporting excellent Euro-
pean r esearch, accor ding
to Dr. Caroline Ospelt, of
the Centre of Experimen-
tal Rheumatology Univer-
sity Hospital in Zürich and
Dr. Peter Mandl, Division
of Rheumatology in the
3rd Depar tment of Inter-
nal Medicine at the Med-
ical University of Vienna.
Both Dr . Ospelt and Dr .
Mandl ar e member s of
EMEUNET. 

To achie ve these goals ,
EMEUNET will do the fol-
lowing:
� Identify and evaluate the
needs of emerging clinicians and r e-
searchers.
� Develop and implement specif ic proj-
ects to address these needs. 
� Provide input to rheumatolo gists and
researchers 
� Represent emer ging rheumatolo gists
and researchers on the EULAR Executive
and Standing Committees. 

In order to achieve these aims, EME-
UNET will optimise comm unication
through regular get-togethers at interna-
tional rheumatology meetings, its inde-
pendent w ebsite, periodic ne wsletters,
and its network of Country Liaisons. 

The EMEUNET w ebsite (emeunet.eu-
lar.org) features a large collection of useful
links, including forums as well as an inter-
active database designed to promote collab-
orative w ork among y oung colleagues
working in the f ield. EMEUNET sends
out regular newsletters that feature recom-
mended sessions as well as highlights from
the annual EULAR and American College
of Rheumatology cong resses, including
special editions. Members of the Country
Liaison network play a key role and are re-
sponsible for communicating EMEUNET
projects/activities as w ell as calls , fellow-
ships, and other documents to the nation-
al societies and par ticularly to y oung
trainees and researchers in EULAR mem-

ber countries. EMEUNET currently has
more than 500 member s coming from
across Europe and is open to all rheuma-
tologists and r esearchers under age 40
who work in a EULAR member country.

The EMEUNET W orking Group is
the organisational core of the network
comprising 35 people, who meet biannu-
ally at business meetings during the an-
nual EULAR and A CR cong resses.
Working Group members participate in
at least one of the six w orking sub-
groups that deal with various aspects of
EMEUNET activities: education, coun-
try liaison, visibility, website, newsletter,

and peer mentoring. 
Working Group member s ma y also

serve as EMEUNET observers on sever-
al EULAR Standing Committees. EME-

UNET members may apply for a 3-year
term of Working Group member ship
through a yearly, competitive application
process. The work of EMEUNET is co-
ordinated b y a Steering Group , w hich
consists of the current chair, Peter Man-
dl; chair-elect, Pedro Machado; and past
chair, Laure Gossec. The Steering Group

reports on and r epresents EMEUNET
within EULAR. 

EMEUNET also hosts di verse social
events at both the A CR and EULAR an-
nual cong resses. Please keep y our e yes
open f or the EMEUNET Cor ner in the
EULAR Village at the 2013 Cong ress in
Madrid! In addition, do not miss the EME-
UNET W alking T our and Night Out
events! For more information, please vis-
it our website or the EMEUNET Corner
during the congress.

Like its member s, EMEUNET is just
coming of age. However, it is already on
the right track to fulfill its mission. ■

Like its members, EMEUNET is just coming of age. However , it is already on the right track to
fulfill its mission of widening collaborations and promoting education.
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Madrid – Take a Medical History Tour

Avisitor seeking to get fully in touch
with Spain’s vibrant medical histo-
ry would have to go on a tour of

the country, visiting such diverse cities as
Seville, T oledo, and V alladolid, among
others. But a good place to start is certain-
ly the city of Madrid. 

For even before it became Spain ’s cap-
ital in 1561, at the decision of Philip II (of
Spanish Armada fame), Madrid was home
to a rich medical tr adition, in par t an in-
heritance from its Moorish past. The pres-
ence of the ro yal cour t ther eafter onl y
heightened the importance and develop-
ment of medicine in the city. Many rele-
vant historical sites ar e still a vailable for
visitors to view.

Physicians w ere held in e xceptionally
high esteem in 15th-centur y Spain, and in
fact, they had their own special tribunals of
justice from 1422 on, separate from the reg-
ular arm of law, which could not be inter-
fered with by any civilian or other authority. 

This was in part a result of the patron-
age of the Spanish Cro wn, which main-
tained a long r elationship with some of
the most celebrated physicians in Spain. 

Among the most notab le of these
court ph ysicians w as the cele brated
anatomist V esalius, w ho, in the last
decade of his life, served as physician to
Philip II, who was responsible for much
of the early reorganisation of the Span-
ish medical establishment, in particular
the hospitals. 

There were 11 major medical institu-
tions in early Madrid, including the Hos-

pital del Campo del
Rey (f ounded be-
fore 1421), w hich
contained 12 beds
for w omen; the
Hospital de San
Antón (1438); the
Hospital de Santa
Catalina de los
Donados (1467),
which provided re-
lief to “honest eld-
erly ar tisans”; and
the Hospital de
Beatriz Galindo
(1500) or ganising
relief for 12 lay sick
people and f or 6
priests or other people “of quality.” 

These were among the hospitals con-
solidated by the Philip II in 1587, leaving
Madrid with four hospitals, the largest be-
ing the ne wly created General Hospital,
which centr alised hospital f acilities f or
the Spanish Court. 

By the 18th centur y, King Carlos III de-
cided to expand the hospital, and it was sig-
nificantly r emodeled b y the f amous
architect Francesco Sabatini. The hospital
was in service until 1965, and in 1977, it was
declared a national monument because of
its historic and ar tistic value. Restoration
began in 1980, and in 1986 the Reina Sofía
Art Museum opened there. 

One of Spain’s most important medical
fraternities and r esearch societies , the
Royal National Medical Academy, found-

ed in 1733, is still an active force. Ap-
proved by royal decree in 1734, the
Academy was founded in Madrid and
directed b y J oseph Cer vi, w ho w as
one of the most eminent ph ysicians
in service to the Spanish Cour t. 

Surgeons, as compared with regular
physicians, were originally not held in
high esteem, being mer e barber s for
the majority of this early period. 

The first college of surgery in Spain
was not f ounded until 1748 in Cadiz,
with the second in Bar celona (1764),
and the third in Madrid in 1778.

Some of the histor y of medicine’s
more interesting medical figures came
from Spain, many of whom had their
careers launched in or associated with
Madrid. 

One of the mor e inter esting f ig-

ures, physician and army surgeon Francis-
co Xavier Balmis, spans the global empire
that g ave Spain gener ations of world
hegemony. He brought the vaccine revo-
lution to the Spanish New World in a fash-
ion similar to that w hich Edward Jenner
wrought for English North America.

By order of King Carlos IV, the “Real Ex-
pedición Filantrópica de la Vacuna” (royal
philanthropic expedition of the smallpox
vaccine), under the medical command of
Dr. Balmis, embarked from Spain in 1803
with the aim of sailing round the world and
spreading the use of Jenner’s smallpox vac-
cine to all the Spanish possessions in the
New World and Asia.

On boar d the cor vette “María Pita”
with Dr . Balmis w ere thr ee sur geons,

Francisco Balmis brought smallpox vaccine to the Americas.
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Continued on page 13
Vesalius was a physician to the Spanish
Court.
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Edward Jenner’s smallpox vaccine
sailed to the Americas with Dr. Balmis.
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The first and only
selective T-cell
co-stimulation
modulator
approved for
the treatment
of RA*1,4-7

Now available in
both IV and SC 
formulations1

NEW
SUBCUTANEOUS
 FORMULATION1

Prescribing Information can be found overleaf.
* RA: Rheumatoid arthritis. References: 1. Bristol-Myers Squibb. ORENCIA® (abatacept) SmPC 2012. 2. Weinblatt ME, Schiff M, Valente R, et al. Arthritis Rheum. 2013;65(1):28-38. 3. Thaler KJ, Gartlehner G, Kien C, et al.

Drug Class Review: Targeted Immune Modulators: Final Update 3 Report [Internet]. Portland (OR): Oregon Health & Science University. 2012 Mar. 4. Choy EH. Clin Exp Rheumatol. 2009;27(3):510-518. 5. Moreland LW, Alten R,
Van den Bosch F, et al. Arthritis Rheum. 2002;46(6):1470-1479. 6. Emery P. Expert Opin Investig Drugs. 2003;12(4):673-681. 7. Weisman MH, Durez P, Hallegua D, et al. J Rheumatol. 2006;33(11):2162-2166.
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Adverse events should be reported. Reporting forms and information can be found at www.mhra.gov.uk/yellowcard. 

Adverse events should also be reported to Bristol-Myers Squibb Pharmaceuticals Ltd Medical Information on 0800 731 1736 or medical.information@bms.com.

ORENCIA® (abatacept) PRESCRIBING INFORMATION
See Summary of Product Characteristics before prescribing.
PRESENTATION: 250 mg powder for concentrate for solution for IV infusion containing 250 mg 
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 (DMARDs) 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 
(pJIA) {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 < 60kg: 500mg (2 vials). Patients weighing ≥ 60kg 
≤ 100kg: 750mg (3 vials). Patients weighing > 100kg: 1000mg (4 vials). Treatment of pJIA: Paediatric
patients, 6 to 17 years of age, weighing less than 75 kg:  10 mg/kg paediatric patients weighing 75 kg
or more: to be administered adult dosage, not exceeding a maximum dose of 1,000 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 Common (≥ 1/10): upper respiratory tract infection including tracheitis, 
nasopharyngitis. Common (≥ 1/100 to < 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, 
diarrhoea, 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 (≥ 1/1,000 to < 1/100): Tooth infection, 
onychomycosis, herpes zoster, sepsis, musculoskeletal infections, skin abscess, pyelonephritis, pelvic 
inflammatory 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 
AND BASIC NHS PRICE: Orencia 250 mg concentrate for solution for infusion - EU/1/07/389/001, 1 
vial pack: £302.40 Orencia 125 mg solution for Injection- EU/1/07/389/008, 4 pre-filled syringes with 
needle guard: £1209.60. MARKETING AUTHORISATION HOLDER: Bristol-Myers Squibb Pharma
EEIG, Uxbridge Business Park, Sanderson Road, Uxbridge, Middlesex UB8 1DH. Tel: 0800-731-1736. DATE 
OF PREPARATION: October 2012. Job No: 427UK12PM087

two f irst aid pr actitioners, f our male
nurses, and 22 boys, aged 8-10 years old
from an Orphan House in Madrid. The
expedition also car ried 2,000 copies of
Dr. Balmis’s translation of Moreau de La
Sarthe’s book on v accines, which were
to be handed out to medical and politi-
cal authorities wherever they landed.

Perhaps the most interesting medical as-
pect of the long v oyage was the w ay the
live v accine w as maintained during the
journey. T he initial v accination w as per-
formed in Madrid and car ried on to the
port of debarkation through sequential
vaccination in five of the orphans. During
the voyage itself, Dr. Balmis and his asso-
ciates sequentially vaccinated the 22 bo ys
kept on boar d ar m to ar m every 9 or 10

days, t hereby maintaining a viab le tr ans-
mission chain.

His voyage of vaccination visited ports
in the Caribbean and South, Central, and
North America, reaching up to San Anto-
nio, Tex., U.S.A. They then travelled to the
Philippines, Macao, among other destina-
tions, landing back in Spain in 1806.

Upon his return, Dr. Balmis was made

Continued from page 10

Once a hospital, the Reina Sofia was declared an historic
property in 1977 and is now a museum.
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Continued on following page

The Real Oficina de Farmacia, located in the royal palace, is
one of the oldest pharmacies in Europe.
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The Puerta de Alcalá sits in the middle of Calle de Alcalá, one of the oldest
streets in Madrid.
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The Plaza Mayor is one of the central
plazas in Madrid and is a great place
to eat, drink, and watch passers-by.
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Philip III was king of Spain and
Portugal from 1598 to 1621.
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Spain and the Indies.

At the height of Spain’s Golden Age,
the importance of medicine and a curios-
ity about human anatomy f ueled the in-
terests of some of Spain’s most renowned
artists, as sho wn b y man y paintings
housed in Madrid’ s Museo del Pr ado,
home to one of the world’s great collec-
tions of art. These include works by the
famed painter Diego Velázquez, depicting
a wide v ariety of then mor e common
medical conditions , including achon-
droplasia, cretinism, hydrocephalus, and
osteitis deformans. 

He also had a special f ascination, as
did man y R enaissance painter s, with
dwarfism, a condition he portrayed with
then unchar acteristic dignity and r e-
spect. The Prado also features Carreño
de Miranda’s similar representations, in-
cluding those of endocrine obesity. 

Visitors to Madrid can also e xplore the
historical Real Oficina de Farmacia (Royal
Pharmacy), one of the oldest in Europe, lo-
cated in a wing of the R oyal P alace in
Madrid. It was wholly dedicated to attend-
ing to the Spain ’s royalty for several cen-
turies. At a less august level, there is also a
Museum of Military Pharmacy in Madrid,
run by the Spanish Def ense Department,
which opened in 1928 and is a vailable for
viewing by appointment.

In addition, the Histor y Museum in
Madrid is housed in the former Real Hos-
picio de San F ernando, which has an en-
trance cr afted by Pedro de Riber a in the
1720s, which is considered one of the finest
examples of baroque ar chitecture in the
city. ■

Continued from previous page
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