
An international collaboration of experts has devel-
oped a cardiovascular risk calculator specifically for

RA patients that has the potential to become part of
routine rheumatology clinical practise in many parts of
the world.

The ATACC-RA (A TransAtlantic Cardiovascular risk
Calculator for Rheumatoid Arthritis) consortium from
eight rheumatology centres and seven countries
(Greece, the Netherlands, Norway, South Africa, Swe-
den, the United Kingdom, and the United States)
pooled data from 3,176 RA patients without cardiovas-
cular disease. Individual data were collected on CV risk
factors and outcomes and then combined with RA-spe-
cific information, such as disease duration, seropositivi-
ty, rheumatoid factor and/or anti-citrullinated protein
antibodies, 28-joint Disease Activity Score (DAS28), and
acute phase reactants.

During an average of almost 8 years of follow-up,
314 patients developed cardiovascular disease (CVD). 

Two possible models came out of multivariable risk
RA Risk Tool continued on page 2

International RA Risk
Tool for CVD Comes
Closer to Reality

Mechanical stress is the most important un-
derlying mechanism in osteoarthritis of

the knees while systemic processes might con-
tribute most to hand osteoarthritis, Dutch re-
searchers have found.

“How obesity results in osteoarthritis [OA] is
not quite clear, but several mechanisms are
thought to play a role, such as increased me-
chanical stress and systemic processes that are
associated with adipose tissue,” said senior
study author Dr. Margreet Kloppenburg, pro-
fessor of rheumatology at Leiden (the Nether-
lands) University Medical Centre. She will
present her study’s key findings on Friday
morning. 

“Adipose tissue is known to be a source of
active mediators, proinflammatory proteins
and hormones, influencing inflammation,
lipids, glucose metabolism, and insulin resis-
tance,” she said. “These systemic processes

Researchers Find
Triggers for Knee
And Hand OA Differ

Knee and Hand OA continued on page 2
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Schedule continued on page 14

EULAR Honours Best Research

At Wednesday evenings’s Opening Plenary Session, EULAR President Prof. Maurizio Cutolo presented awards for
the top abstracts in undergraduate clinical science research (top left), PARE (top middle), health professional
research (top right), clinical science research (bottom left), and basic science research (bottom right).
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score modeling for predicting the
RA-specific 10-year risk of CVD.
Each incorporated the traditional
risk factors of age, sex, current
smoking, presence of hypertension,
and ratio of total cholesterol to
HDL, but also either seropositivity
or DAS28. 

Both models demonstrat-
ed good discrimination and
calibration when compared
with the Framingham or
SCORE risk algorithms,
they found. 

“By pooling data from
many centres, it appears
possible to develop an RA-
specific CVD risk algo-
rithm which is more
accurate at predicting CVD
in people with RA than the currently
available risk algorithms, which have
been developed for the general popu-
lation,” members of the consortium
wrote in an e-mail. Elke Arts of Rad-
boud University Medical Centre in
Nijmegen, the Netherlands, will pre-
sent the consortium’s findings on Fri-
day morning.

The consortium is now working to
validate the ATACC-RA calculator,
with the ultimate aim of validating it
in completely independent cohorts.
The continued growth of the consor-
tium will help make this a reality
within the next couple of years. 

At last count, 13 rheumatology
centres and 10 countries are now in-
volved in the collaboration and mo-
mentum is growing, the consortium
members said. 

While they hoped to end up with a
single algorithm that worked equally
well across the world, they identified
significant heterogeneity across cen-
tres.

The end result may be a risk calcu-

lator that can be adapted to account
for the underlying risk of each pa-
tient population.

“This is part of the excitement
with an international collaborative
effort: it gives us the opportunity to
answer questions by comparing cen-
tres and populations that we all

wanted to answer but
were not able to answer to
date,” the investigators
wrote. 

Once validated, the con-
sortium hopes that the
ATACC-RA algorithm will
become part of routine
rheumatology clinical
practise, much the same
as the Framingham or
SCORE risk algorithms

are used currently in the general
population, but more specifically ap-
plied to patients with RA.

“This will help identify patients at
higher risk, so that we can imple-
ment CVD prevention strategies in a
personalised manner in an effective
and timely fashion,” they said. 

The consortium specifically chose
to assess potential risk factors that
would be easily available to the health
professional regardless of the setting
(e.g., primary, secondary, and tertiary
care, and even private practise). 

Once fully validated, they plan to
produce it in a user-friendly applica-
tion for computers or even smart-
phones.

The investigators had no conflicts
of interest to declare. ■

Abstract Session
Comorbidity and disease 

impact in RA
Friday 10:15-11:45

Amphi Bordeaux

also could result in the develop-
ment of OA. Our aim was to un-
derstand more about the link
between obesity and OA because
this insight could help us reach our
ultimate goal: to improve treat-
ment for OA patients.”

Dr. Kloppenburg and her col-
leagues reviewed records
from 6,628 participants in
the Netherlands Epidemi-
ology of Obesity (NEO)
study, a population-based
cohort of adults aged 45-
65 that is designed to in-
vestigate pathways leading
to common diseases and
conditions in overweight
and obese individuals. Par-
ticipants had a mean age
of 56 years and a body
mass index of 26 kg/m2; 56% were
women. The estimated prevalence
of OA was 10% in the knee, 8% in
the hand, and 4% in both.

Researchers measured weight
and fat mass, and calculated fat-free
mass. They also calculated odds ra-
tios (ORs) to test for associations
between surrogates for mechanical
stress (weight and fat-free mass)
and systemic processes (metabolic
syndrome) with OA in knees alone,
hands alone, or both knees and
hands. Adjusted ORs were calculat-
ed for each OA type in three
weight categories: less than 75 kg,
75-90 kg, and more than 90 kg. 

After adjustment for metabolic
factors, knee OA was significantly
associated with weight (OR, 1.49)
and fat-free mass (OR, 2.05). Simi-
lar results were observed for OA in
both the knees and hands. Howev-
er, in hand OA, investigators found
the opposite: Hand OA was signifi-
cantly associated with metabolic

syndrome, independent of weight
(OR, 1.46), and had no associations
with weight and fat-free mass.

“As we hypothesised, knee OA
was predominantly associated with
surrogates for mechanical stress,
whereas hand OA was predomi-
nantly associated with surrogates

for systemic processes,”
Dr. Kloppenburg said.
“But what we had not
expected was that surro-
gates for mechanical
stress were predomi-
nantly associated with
OA in both the knees
and hands. This suggests
that the co-occurrence
of knee and hand OA
may not be based on a
common underlying

pathogenic mechanism, but may
represent the presence of two dif-
ferent types of OA.”

Adjusted ORs for knee OA and
for OA of both the knees and
hands were greater in the higher
weight categories, but in hand OA,
ORs did not increase with weight.

“Our study supports findings
from clinical trials in obese patients
with knee OA demonstrating that
weight loss together with exercise,
which can potentially modify me-
chanical stress, is beneficial,” she
said. “It would be worthwhile to in-
vestigate whether weight loss also
is beneficial in hand OA.”

The investigators did not declare
any conflicts of interest. ■

Basic and Translational 
Science Session

Joint homeostasis in OA
Friday 8:15-9:45

Room 352

Final Algorithm May Be Adaptable
RA Risk Tool from page 1

Supports Weight Loss for Knee OA
Knee and Hand OA from page 1

Elke Arts Dr. Margreet
Kloppenburg

Congress Dinner at the Pavillon Dauphine
Friday, 13 June, 20:30-24:00
Price: EUR 95 per person (not included in the registration fee)
The Pavillon Dauphine was built in 1913. It was primarily used for recep-
tions of official delegations before being taken to state buildings such as the
Elysée.

Surrounded by gardens, it is ideal for fostering communication in the pres-
tigious setting of its elegant reception rooms in the Belle Epoque style. The
Pavillon Dauphine stands on the edge of the Bois de Boulogne, in the vicini-
ty of the major business centres, with easy access by metro.

The Congress Dinner is a great opportunity to dine and meet with friends
and colleagues from around the world in a relaxed atmosphere, enjoying the
unmatched charm and fascination of Paris. Those who have shared this
evening with us in previous years would not want to miss it. Come and join
us as well!©
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Tool Predicts Lymphoma,
Death in Sjögren’s Patients

The EULAR Sjögren’s Syndrome
Disease Activity Index is a help-
ful tool to predict development

of lymphoma and death among pa-
tients with severe Sjögren’s syn-
drome (SS), Spanish researchers have
found.

“Physicians have had an activity in-
dex tool for other diseases for a long
time, but there was noth-
ing for SS until recently,”
said lead study author Dr.
Pilar Brito-Zerón of Hos-
pital Clínic in Barcelona.
“In Spain, we have one of
the largest cohorts of SS
patients in the world,” so
it was a good opportunity
to test the EULAR Sjö-
gren’s Syndrome Disease
Activity Index (ESSDAI).

Researchers studied pa-
tient records from the GEAS-SS mul-
ticentre registry, a cohort of 921
patients with SS from 13 medical
centres in Spain. In the first of two
separate studies using patient data
from the registry that Dr. Brito-
Zerón will present on Friday morn-
ing, they calculated the ESSDAI
retrospectively for 904 patients at
time of diagnosis. The patients were
followed for an average of 79
months, during which 25 (3%) pa-
tients developed lymphoproliferative
disease.

The investigators found that the
following baseline features at diagno-
sis were most associated with lym-
phoma development: male gender
(hazard ratio [HR], 5.78), cryoglobu-
lins (HR, 4.44), monoclonal serum
band (HR, 4.23), C3 values less than
0.82 g/L (HR, 3.75), C4 values less
than 0.07 g/L (HR, 3.22), and older
age (HR, 1.04). Gender, low C3,
monoclonal band, and cryoglobulins
were “significant independent vari-
ables related to lymphoma,” the re-
searchers said.

Regarding ESSDAI, investigators
found that a score greater than 1 in
the constitutional (HR, 4.06) and
haematological (HR, 2.59) domains
was associated with the development
of lymphoma, with haematological
activity being independently associat-
ed. In the constitutional domain, pa-
tients with the highest degree of
activity – including fever greater than
38.5 C, night sweats, and/or involun-
tary weight loss of at least 10% –
showed the highest risk of develop-
ing lymphoma (HR, 9.11).

“We identified a specific haemato-

logical and immunological profile
(cytopenias, hypocomplementemia,
monoclonal band, and cryoglobuline-
mia) as laboratory predictors of
hematological neoplasia in these pa-
tients,” Dr. Brito-Zerón said. “If you
have an SS patient with these fea-
tures, you have to be very careful be-
cause this patient has a higher

probability of developing a
lymphoma.”

In the second study, the
investigators correlated the
baseline ESSDAI score with
mortality. After an average
follow-up of 75 months, 83
(9%) patients died. Deaths
were attributed to causes
related to SS (27 patients),
cardiovascular disease (20
patients), infections (17 pa-
tients), and other causes

(11 patients). The cause of death was
unknown in eight patients.

The active ESSDAI domains that
were associated with mortality were
the constitutional (HR, 2.66), pul-
monary (HR, 2.13), and biological
(HR, 3.01), with the pulmonary and
biological domains being indepen-
dently associated with death.

Further analysis revealed that activ-
ity at the constitutional, lym-
phadenopathy, haematological, and
biological domains was predictive of
death related to SS (HRs ranging
from 2.59 to 7.88), while activity at
the constitutional, cutaneous, pul-
monary, renal, neurological, and
haematological domains predicted
mortality related to infection (HRs
ranging from 3.7 to 9.29).

“Activity of constitutional and lym-
phadenopathy domains, closely relat-
ed to lymphoma, correlated with
death caused by SS itself, while activ-
ity in the main extraglandular sites of
involvement (in which high doses of
corticosteroids and immunosuppres-
sive agents are used) correlated prin-
cipally with death caused by
infection,” Dr. Brito-Zerón said.
“ESSDAI is a useful tool to score sys-
temic activity in patients with prima-
ry SS not only in prospective studies,
but also in clinical trials that evaluate
the efficacy of a specific drug.” ■

Abstract Session
SLE, Sjögren’s, and APS – 

clinical aspects 
(other than treatment)
Friday 10:15-11:45

Room 242

Dr. Pilar Brito-
Zerón

Researchers Shed Light
On Obesity, RA Paradox

Findings from a large interna-
tional study spanning 23 coun-
tries and over 3,500 rheumatoid

arthritis patients not only helps to
explain the obesity and RA paradox
but also highlights the need for
physicians to consider the effects
that obesity can have on disease ac-
tivity when developing manage-
ment plans for their
patients. 

Most observational
studies exploring the in-
fluence of increasing
body mass index and
rheumatoid arthritis have
identified a paradoxical
relationship between in-
creasing BMI and less ra-
diographic joint damage
in RA.

“Given that obese pa-
tients with RA may potentially ex-
hibit higher levels of disease
activity and that erosive disease is
associated with increased disease
activity, it raises the interesting
question of ‘Why are obese pa-
tients with RA less likely to have
erosive disease?’ ” said lead author
Dr. Christopher Sparks, a Clinical
Research Fellow at the University of
Liverpool in the United Kingdom. 

On Friday morning, Dr. Sparks
will describe his and his colleagues’
bid to solve the head-scratching
enigma by using data from the Me-
teor Foundation database to con-
duct a cross-sectional analysis of
first-recorded visit data for 3,534 pa-
tients with RA. 

Patients were stratified into an
early RA group of less than 12
months disease duration or an es-
tablished RA group if they had dis-
ease duration for more than a year.
They were then divided into BMI
categories: underweight (less than
18.5 kg/m2), normal (18.5-24.9
kg/m2), overweight (25-29.9
kg/m2), obese I (30-34.9 kg/m2),
and obese II (greater than 35
kg/m2). 

The results showed that patients
in both obese categories were sig-
nificantly more likely to have high
disease activity (28-joint Disease Ac-
tivity Score [DAS28] greater than
5.1), compared with patients with
normal BMI.

There were progressively
stronger associations as BMI cate-
gory increased from obese I to
obese II, the researchers found.

In both the early and established

cohorts, increased disease activity
in obese patients was driven by ery-
throcyte sedimentation rate and pa-
tient global Visual Analog Score
(VAS) rather than swollen or tender
joint counts, although the high VAS
scores did not reach statistical sig-
nificance in the established cohort.

The fact that the association be-
tween obesity and higher
disease activity appears to
be sustained throughout
the disease course in
obese RA patients, de-
spite treatment, may po-
tentially provide the
answer to the paradoxical
relationship between in-
creasing BMI and less ra-
diographic joint damage
in RA, according to Dr.
Sparks.

“If obese RA patients consistently
receive higher doses of DMARDs
[disease-modifying antirheumatic
drugs] with the aim of achieving an
unattainable decrease in the DAS28,
they may benefit from a decreased
incidence of erosions as a result,”
he said. 

The findings have important im-
plications for the treatment of
obese patients with rheumatoid
arthritis, Dr. Sparks said.

“Treat-to-target regimens are
used globally, with composite dis-
ease activity scores such as the
DAS28 utilised to guide treatment
choices,” he said.

This means that “if obese RA pa-
tients exhibit higher DAS28 scores,
these individuals may receive
greater doses of DMARD or bio-
logic medications, which can poten-
tially have toxic and harmful
effects.”

The key take-home message for
rheumatologists is the importance
of considering the potential influ-
ence of obesity on RA disease activ-
ity when making management
decisions for their obese patients.
Giving obese patients lifestyle ad-
vice and encouraging weight loss
during consultations is paramount,
he said. 

Dr. Sparks had no conflicts of in-
terest to declare. ■

Abstract Session
Epidemiology, Outcomes, and

Health Services Research
Friday 10:15-11:45

Room 352

Dr. Christopher
Sparks
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Balance the Risks, Benefits of Systemic Steroids in RA

Systemic glucocorticoids have
disease-modifying effects and
are frequently prescribed for pa-

tients with rheumatoid arthritis, but
balancing the risks and benefits can
be a challenge.

On Friday afternoon, Prof. Jo-
hannes W.J. Bijlsma will share recent
recommendations from the EULAR
Task Force on Glucocorticoid Thera-
py regarding clinical trials and daily
practise.

Registry data from Sweden and
Germany suggest that about half of
all RA patients use glucocorticoids,
and another recent study shows that
long-term use of low dosages of glu-
cocorticoids increased 34% between
1990 and 2010, according to Prof. Bi-
jlsma of University Medical Center
Utrecht, the Netherlands.

With increasing exposure comes
increased risk, however.

Recently reported findings from
the RABBIT (RA observation of bio-
logic therapy) study show that the
adjusted hazard ratios for death
among patients who used glucocorti-
coids for 12 months were 1.05
among those using 1-5 mg/day, 1.46
among those using greater than 5-10
mg/day, 2.0 for greater than 10-15
mg/day, and 3.59 for greater than 15
mg/day (Ann. Rheum. Dis. 2013
Nov. 29 [doi:10.1136/annrheumdis-
2013-204021]).

To assist clinicians with balancing
the risks and benefits, the task force
has previously developed evidence-

based recommendations on the man-
agement of systemic glucocorticoid
therapy in rheumatic diseases (Ann.
Rheum. Dis. 2007;66;1560-7). The
more recent guidelines from the task

force are evi-
dence-based and
consensus-based
recommenda-
tions on the
management of
medium- to
high-dose gluco-
corticoid thera-
py in rheumatic
diseases (Ann.
Rheum. Dis.
2013;72:1905-13).

“These new recommendations are
based on the most recent literature,
and – in contrast to the first recom-
mendations – also cover the use of
higher dosages of glucocorticoids to
make them more broadly applicable.
The recommendations now cover ed-
ucation and prevention, dosing and
risk/benefit ratio, and monitoring,”
he said.

With respect to education and pre-
vention, the task force advises:
� Explaining to patients, family
members, and/or caretakers the
goals of medium-/high-dose gluco-
corticoid treatment and the potential
risks associated with such therapy.
� Discussing measures to mitigate
such risks, including diet, regular ex-
ercise, and awareness of delayed
wound healing.

� Providing appropriate preventive/
therapeutic interventions to patients
with – or at risk of – glucocorticoid-
induced osteoporosis.
� Providing appropriate, practical
advice to patients and their treat-
ment teams regarding the manage-
ment of glucocorticoid-induced
hypothalamic-pituitary-adrenal axis
suppression.
� Providing an accessible resource to
promote best practise in the use of
medium-/high-dose glucocorticoids
to general practitioners.

Recommendations regarding dos-
ing and risk/benefit analysis include:
� Considering comorbidities – such
as diabetes, cardiovascular disease,
chronic infections, severe immuno-
suppression, and osteoporosis that
may predispose to adverse events pri-
or to starting glucocorticoids – and
maintaining especially tight control
in those with such comorbidities.
� Selecting the appropriate starting
dose as the expected minimum re-
quired to achieve a therapeutic re-
sponse.
� Constantly reviewing and titrating
the dose against therapeutic response
and development of adverse effects.
� Considering glucocorticoid sparing
therapy in those with anticipated long-
term medium-/high-dose therapy.

As for monitoring, the task force
recommends that all patients be
monitored regularly for frequent,
clinically significant adverse effects.

“Based on their individual risk fac-

tors, patients should be monitored
for diabetes, hypertension, lipids,
weight gain, oedema, osteoporosis,
hidden infections, osteonecrosis, my-
opathy, eye problems, skin problems,
and neuropsychological adverse ef-
fects,” according to Prof. Bijlsma.

Specific goals for monitoring in
daily practise (treating patients safe-
ly) and in clinical trials (obtaining
high-quality data on the occurrence
of adverse events) will also be cov-
ered during the session, as will key
messages with respect to safety.

“Glucocorticoids are very effective
anti-inflammatory and immunosup-
pressive drugs but their use is re-
strained by fear for and occurrence
of adverse effects,” Prof. Bijlsma said,
noting that many of the adverse ef-
fects can be avoided or dealt with
when glucocorticoids are used pru-
dently.

With regard to disease-modifying
effects in RA, 7.5 or 10 mg/day dos-
ing appear to be best, and duration of
therapy should be at least 6 months. 

However, optimal choices regard-
ing glucocorticoid use and monitor-
ing for adverse events are patient
specific, he said.

Prof. Bijlsma reported having no
disclosures. ■

Clinical Science Session
Clinical Use of Glucocorticoids

Friday 15:30-17:00
Room Ternes

Prof. Johannes
W.J. Bijlsma

Health Professionals Give Patient-Led Training High Marks
Aprogram designed to train health care staff to

better manage rheumatology patients will ex-
pand to meet demand, according to Rolf Greiff,
who will report on the impact
of the program on Friday
morning.

“The purpose was to im-
prove rheumatology training
of future physicians using pa-
tients with rheumatoid arthri-
tis [RA],” noted Mr. Greiff of
the Swedish Rheumatism As-
sociation. “However, the pro-
gram struck so well that it
soon came to be directed at
general practitioners, nurses, physiotherapists, oc-
cupational therapists, and others.” Mr. Greiff won
the first-ever PARE (People with Arthritis/Rheuma-
tism in Europe) abstract award for his work.

The education program began at the University
of Texas Southwestern Medical Center in 1988 and
was originally intended for clinicians only, he said.
It was introduced in Sweden as “RA – Instruktörer.”
The instructor is “a person with rheumatoid arthri-

tis who is trained to teach health care staff how to
conduct a joint investigation, provides information
on typical RA symptoms, and shares their patient
experience,” Mr. Greiff explained.

Rheumatology-specific training with an actual
patient provides the benefit of hands-on experi-
ence for general practitioners, nurses, physical
therapists, and others, he said in an interview.

“They become educated and guided in exploring
a joint of a patient, they learn how to practically in-
vestigate and recognise a swollen inflamed joint,” he
said. “This leads to early detection and diagnosis of
RA, improved treatment, and increased understand-
ing of what it means to live with these diagnoses.”

The program has succeded in part because of
“regular contact and follow-up with relevant edu-
cational institutions, follow-up evaluations of the
training sessions, and [implementation of] new
knowledge on RA in our education and skills de-
velopment of the instructors,” Mr. Greiff said.

In 2012, the Swedish Rheumatism Association
transitioned the business to its training company,
Reuma Development (RD), and demand for the RA-
Instructor training program is growing, he noted.

More than 100 training sessions conducted in
2013 involved more than 1,000 students in areas
including primary care, nursing, and physical ther-
apy, and the program received favourable evalua-
tions from participants.

“In 2014, we are organising competence devel-
opment for our group leaders, skills development
of those RA-Instructors we have, and we will also
recruit and train 10-20 new RA-Instructors,” he
said. In addition, the program website,
www.reumautveckling.org, will be updated to in-
clude videos of the instructors, introducing them
and presenting them in action.

Eventually, “We want to double the customer
list, complete over 250-350 training sessions per
year, and simplify and reduce administrative
costs,” Mr. Greiff said,

He had no financial conflicts to disclose. ■

Abstract Session
PARE

Friday 10:15-11:45
Studio A

Rolf Greiff
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For superior SLE disease activity reduction,
add BENLYSTA® to your patients’ treatment path.1-3,*,†,‡

BENLYSTA + standard therapy has been shown to be more 
effective than standard therapy alone in reducing disease activity.1-3,*,†,‡

Since 2011, over 16,000 patients
worldwide have received BENLYSTA.†,§

PRESCRIBING INFORMATION: BENLYSTA® � (belimumab) powder 
for concentrate for solution for infusion 120mg, 400mg. 

This medicinal product is subject to additional monitoring. 
This will allow quick identification of new safety information. 
Healthcare professionals are asked to report any suspected 
adverse reactions. Refer to Summary of Product Characteristics 
(SmPC) before prescribing. Benlysta is a human IgG1λ monoclonal
antibody specific for soluble human B Lymphocyte Stimulator protein. 
Indication: Add-on therapy in adult patients with active, autoantibody-
positive systemic lupus erythematosus (SLE) with a high degree of disease
activity (e.g. positive anti-dsDNA and low complement) despite standard
therapy. Dosage: Treatment should be initiated and supervised by a
qualified physician experienced in the diagnosis and treatment of SLE.
Benlysta infusions should be administered by a qualified healthcare
professional trained to give infusion therapy. Administration may result
in severe or life-threatening hypersensitivity reactions and infusion reactions
several hours after the infusion has been administered. Recurrence 
of clinically significant reactions after initial appropriate treatment of 
symptoms has also been observed. Benlysta should be administered
in an environment where resources for managing potential hypersensitivity
reactions and infusion reactions are immediately available. Patients
should remain under clinical supervision for a prolonged period of time 
(for several hours), following at least the first 2 infusions, taking into 
account the possibility of a late onset reaction. Patients should be made 
aware of potential risk of severe or life-threatening hypersensitivity and
potential for delayed onset or recurrence of symptoms. The package leaflet
should be provided to the patient each time Benlysta is administered. 
The recommended dose is 10 mg/kg intravenously by infusion over a 1 hour
period on Days 0, 14 and 28, and at 4 week intervals thereafter. Infusion
rate may be slowed or interrupted if the patient develops an infusion
reaction. Discontinue infusion immediately if the patient experiences 
a potentially life-threatening adverse reaction. Benlysta must be reconstituted
and diluted before administration. For instructions, see SmPC. Premedication:
An antihistamine, with/without an antipyretic, may be administered.
Discontinuation: The patient’s condition should be evaluated continuously.
Consider discontinuation if no improvement in disease control after 
6 months. Older people (over 65 years): Not recommended unless benefits
outweigh risks. Dosage adjustment not required. Renal impairment:
Dosage adjustment is not required. Caution in severe impairment. Hepatic
impairment: Dosage adjustment unlikely to be required. Children
(under 18 years): No data are available. Contraindications: Hypersensitivity
to belimumab or any excipients. Warnings and precautions: Not 
recommended in patients with severe active central nervous system lupus,
severe active lupus nephritis, HIV, history of/current hepatitis B or C, 
hypogammaglobulinaemia (IgG <400 mg/dl) or IgA deficiency (IgA <10 mg/dl)
and patients with a history of major organ transplant or hematopoietic
stem/cell/marrow transplant or renal transplant. Caution in patients

receiving other B cell targeted therapy or cyclophosphamide and patients
with a history of malignancy or who develop malignancy whilst receiving 
treatment. Administration may result in hypersensitivity reactions and 
infusion reactions which can be severe, and fatal. In the event of a severe
reaction, administration must be interrupted and appropriate medical 
therapy administered. Risk of hypersensitivity reactions is greatest with
the first two infusions; however the risk should be considered for every
infusion. Patients with a history of multiple drug allergies or significant
hypersensitivity may be at increased risk. Premedication including an 
antihistamine, with or without antipyretic, may be administered before 
infusion of Benlysta. There is insufficient knowledge to determine
whether premedication could diminish the frequency or severity of infusion
reactions. Patients have been reported to develop symptoms of acute
hypersensitivity several hours after the infusion has been administered.
Recurrence of clinically significant reactions after initial appropriate 
treatment of symptoms has also been observed. Therefore, Benlysta should
be administered in an environment where resources for managing such
reactions are immediately available. Patients should remain under clinical
supervision for a prolonged period of time (for several hours), following
at least the first 2 infusions, taking into account the possibility of a late 
onset reaction. Patients should be advised that hypersensitivity reactions
are possible on the day of, or the day after infusion, and be informed
of potential signs and symptoms and the possibility of recurrence.
Patients should be instructed to seek immediate medical attention if they
experience any of these symptoms. The package leaflet should be 
provided to the patient each time Benlysta is administered. Delayed-type,
non-acute hypersensitivity reactions have also been observed and 
included symptoms such as rash, nausea, fatigue, myalgia, headache, 
and facial oedema. The mechanism of action of Benlysta could increase
the potential risk of infections, including opportunistic infections and may
interfere with the response to immunisations. Exercise caution when 
considering use in patients with chronic infections or a history of recurrent
infection. Do not use in patients receiving therapy for chronic infection.
Patients who develop an infection while treated with Benlysta should be
monitored closely. There have been reports of progressive multifocal 
leukoencephalopathy (PML). Be alert to symptoms that patients may not
notice e.g. cognitive, neurological or psychiatric symptoms or signs. 
Monitor for any new or worsening symptoms or signs and if these occur,
refer to a neurologist. Suspend further dosing if PML is suspected until
it is excluded. Live vaccines should not be given for 30 days before, or
concurrently with Benlysta, see SmPC. Interactions: No interaction 
studies have been performed. Pregnancy and lactation: Limited data 
on use in pregnant women. Not to be used unless clearly necessary. 
Not known whether Benlysta is excreted in human milk or absorbed after
ingestion. Maternal IgG is secreted in breast milk so recommended to 
either discontinue Benlysta or breast feeding. Undesirable effects:
See SmPC for full details. Very common: Bacterial infections (e.g. bronchitis,

cystitis), diarrhoea, nausea. Common: Gastroenteritis viral, pharyngitis,
nasopharyngitis, leucopenia, hypersensitivity reactions, depression, insomnia,
migraine, pain in extremity, infusion-related reactions, pyrexia.
Uncommon: Anaphylactic reaction, angioedema, urticaria, rash. Rare: 
Delayed-type, non-acute hypersensitivity reactions. Basic NHS Costs:
Available as 120mg and 400mg vials containing white/off-white powder
for reconstitution to provide 80mg/ml belimumab. 1 x 120mg vial,
£121.50, 1 x 400mg vial, £405.00. Legal category: POM. Marketing
authorisation numbers: BENLYSTA 120mg EU/1/11/700/001, BENLYSTA
400mg EU/1/11/700/002. Marketing authorisation holder: Glaxo 
Group Limited, 980 Great West Road, Brentford, Middlesex, TW8 9GS, 
UK. Further information is available from: UK Customer Contact 
Centre, GlaxoSmithKline, Stockley Park West, Uxbridge, Middlesex 
UB11 1BT, UK. Freephone: 0800 221 441. Email: customercontactuk@gsk.com. 
Prescribing information updated: May 2014.

Persistent disease activity may have significant implications for your patients’ life journey.4,5 However, you may be uncomfortable 
with increasing the dosage of standard therapy, so perhaps it’s time to consider adding BENLYSTA. BENLYSTA is a targeted SLE 
treatment that offers superior disease activity reduction to standard therapy alone.1-3,*,†,‡ Isn’t it time to consider adding BENLYSTA 
before adding more of the same?

BENLYSTA® is indicated as add-on therapy in adult patients with active, autoantibody-positive systemic lupus erythematosus (SLE) with a high 
degree of disease activity (e.g., positive anti-dsDNA and low complement) despite standard therapy.1

BENLYSTA is a registered trade mark of the GSK group of companies.
©2014 GlaxoSmithKline group of companies. All rights reserved. Printed in the U.K. IIIDF/BEL/0066/14  Date of preparation: May 2014

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 GlaxoSmithKline
on 0800 221 441.

* The SRI response rate at Week 52 for BENLYSTA + standard therapy was
51.5% vs. 31.7% with placebo + standard therapy (p<0.0001). † Patients
with low complement and positive anti-dsDNA at baseline. ‡ BLISS-52 and
BLISS-76 pooled data.

§ March 2011 to November 2013 data sourced from Symphony Health
Solutions. Claims data based upon total unique number of patients that
have had at least one claim for BENLYSTA. Not all patients remain on
therapy with BENLYSTA. Individual results may vary.

References: 1. GlaxoSmithKline. BENLYSTA Summary of Product 
Characteristics. April 2014; 2. Navarra SV et al. Lancet. 2011; 377:
721-731; 3. Furie R et al. Arthritis Rheum. 2011; 63(12): 3918–3930;
4. Urowitz MB et al. Arthritis Care Res. 2012; 64(1): 132-137; 
5. Lopez R et al. Rheumatology 2012; 51: 491-498.
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Response to Anti-TNFs Might Be Measured in miRNAs

Measures of changes in microRNAs during
the induction phase of anti–TNF-alpha
therapy can be as objective as clinical and

inflammatory parameters for monitoring thera-
peutic response in patients with rheumatoid
arthritis, according to Dr. Chary López-Pedrera.

After anti–TNF-alpha treatment, significant
changes occur in the serum
levels of a number of micro- 
RNAs (miRNAs) that are asso-
ciated with autoimmunity, in-
flammation, cardiovascular
disease, and lymphocyte B
and T activation, Dr. López-
Pedrera, of Reina Sofia Hospi-
tal, IMIBIC (Instituto
Maimónides de Investigación
Biomédica de Córdoba), in
Córdoba, Spain, said in an in-
terview before her presenta-
tion of the research on Friday morning.

Deregulated miRNAs are closely correlated with
a positive response to treatment, underlying their
potential as biomarkers and novel targets for treat-
ment in patients with RA.

In a study conducted by Dr. López-Pedrera and
her colleagues, responders to anti–TNF-alpha ther-
apy had a stronger increase than did nonrespon-
ders in miR-16, miR-23a, miR-125b, miR-126a,
miRN-146a, and miR-223a.

It is too soon, however, to speculate on the
utility of miRNAs for predicting response to
therapy, Dr. López-Pedrera said. “Because of the
clinical heterogeneity of patients, our data must

be confirmed in larger studies. In addition, spe-
cific studies on the mechanisms underlying the
altered expression of those miRNAs after
anti–TNF-alpha treatment, as well as identifica-
tion of the mechanisms and cellular sources of
those extracellular miRNAs, are still required to
determine the utility of miRNAs for predicting
response to therapy.”

For the study, the researchers enrolled 95 RA pa-
tients; 54 were treated with infliximab, 25 with
etanercept, and 15 with adalimumab. At baseline
and after 6 months of therapy, serum samples
were analysed for miRNA in 10 patients, comple-
mentary DNA was transcribed and pooled, and
treatment response was assessed. With each pool
of samples, human serum and plasma miRNA
polymerase chain reaction arrays for 84 different
miRNAs were performed. Subsequently, a set of
selected miRNAs were analysed in a validation co-
hort consisting of miRNA from the sera of all pa-
tients in the study. Additionally, inflammatory
parameters were examined and correlated, as were
clinical and serological variables.

At 6 months of treatment, 86% of patients had
responded to the induction therapy and 18% had
achieved clinical remission. Irrespective of the
agent used, clinically important improvements
were noted in all disease parameters examined,
including the 28-joint Disease Activity Score
(DAS28), Simple Disease Activity Index (SDAI),
Health Assessment Questionnaire (HAQ), Visual
Analog Scale (VAS), erythrocyte sedimentation
rate (ESR), and C-reactive protein (CRP). Simi-
larly, rheumatoid factor (RF) and interleukin

(IL)-6 and -17 levels were reduced. 
Of the 10 miRNAs selected for validation, 6

(miR-16, miR-23a, miR-125b, miR-126a, miRN-
146a, and miR-223a) were significantly up-regulat-
ed by treatment. Patients who responded to
treatment had stronger increases in those miRNAs
than did nonresponders, in parallel with the reduc-
tion of TNF-alpha, IL-6, IL-17, RF, and CRP. In
correlation studies, there were multiple negative
associations between validated miRNAs and clini-
cal (DAS28, SDAI, HAQ, VAS, ESR, CRP), autoim-
mune (RF), and inflammatory parameters (IL-6).

“Because we did not perform a complete plas-
ma human microarray analysis, we cannot ex-
clude the complementary role of other circulating
miRNAs in the response to anti–TNF-alpha thera-
py in RA patients. Thus, complete human mi-
croarray analysis must be performed in larger
studies. In addition, because it has been demon-
strated that miRNAs can be aberrantly expressed
even in the different stages of RA progression,
they can be also investigated as potential biomark-
ers in understanding the pathogenesis of the dis-
ease and to monitor the disease severity, following
a similar protocol of study,” Dr. López-Pedrera
said.

Dr. López-Pedrera and her colleagues declared
having no financial conflicts of interest. ■

Abstract Session
Emerging concepts in genomics and genetics

Friday 10:15-11:45
Room 342

Dr. Chary López-
Pedrera

Biologics, Steroids’ BMD Impact Varies in Arthritis Patients
Treatment with biologics was asso-

ciated with less bone loss in the
wrists of patients with rheumatoid
arthritis, as well as the hip and lum-
bar spines of patients with ankylos-
ing spondylitis, compared with
placebo-treated patients, based on a
meta-analysis of 13 randomised con-
trolled studies.

However, no significant changes
in bone mineral density (BMD) in
response to biologics treatment
were found in the hip or lumbar
spine of patients with rheumatoid
arthritis (RA) or at the wrist of pa-
tients with ankylosing spondylitis
(AS).

In addition, corticosteroid use in
RA patients was associated with re-
duced bone loss at the wrist and in-
creased bone loss at the lumbar spine
but had no effect at the hip.

“What was unexpected is that, in
RA, TNFi [tumour necrosis factor in-
hibitors] helped the wrist but were
neutral on the lumbar spine and hip,
whereas in ankylosing spondylitis,
TNFi helped the spine and hip, but
that is where inflammation is com-

mon in AS,” senior author Dr. Janet
Pope said in an interview. “Thus, by
helping areas of inflammation, bone
density in those areas improve [with
TNFi] in AS and with TNFi and

steroids in RA at
the hand.”

Dr. Pope, pro-
fessor and chair
of the division of
rheumatology at
the University of
Western Ontario,
London, will pre-
sent the study
findings on Sat-
urday morning.

She and her associates hypothe-
sised that treating systemic inflam-
mation may mitigate the increase in
osteoporosis risk associated with in-
flammatory arthritis. They re-
viewed studies from 1960 to the
present and identified 11 studies of
RA patients and 2 studies of AS pa-
tients. They searched for appropri-
ate studies involving patients with
psoriasis and psoriatic arthritis, but
none were identified. The selected

studies were grouped by disease,
treatment type, and site of BMD
measurement; changes in BMD
were reported as the standardized
mean difference.

In RA patients, significantly less
bone loss was noted at the wrist
among those taking biologics
(change in BMD = 0.27 standard de-
viations [SD]; P = .009) and corti-
costeroids (change in BMD = 0.54
SD; P = .001 or less). Biologics had
no significant impact on the BMD
of the hip or lumbar spine; corti-
costeroids were associated with
more bone loss at the lumbar spine,
compared with placebo, but no dif-
ferences were noted in BMD of the
hip.

In AS patients, those taking biolog-
ics showed significant improvements
in BMD at the lumbar spine (change
in BMD = 0.98 SD; P = .001 or less)
and the hip (change in BMD = 0.38
SD; P = .002).

The results indicate that, in gener-
al, treating inflammation in RA and
AS can improve bone density in areas
involved in inflammation. However,

“steroids can improve bone density
in RA at the wrist but worsen bone
mass at the spine,” so when they are
used it is important to think about
the prevention or treatment of
steroid-induced osteoporosis, Dr.
Pope noted.

The study was limited by the lack
of data on psoriatic arthritis and pso-
riasis, and “we can’t generalise in the
longer term with these treatments
and don’t have data on methotrexate
or other” disease-modifying an-
tirheumatic drugs, she added.

The study was supported by an
unrestricted grant from AbbVie.
Some of the authors disclosed serv-
ing as speakers and/or consultants
for, and receiving research grants
from, multiple companies, including
AbbVie. ■

Clinical Science Session
Osteoimmunology, from bench to

bedside. How to interpret
new findings

Saturday 8:30-10:00
Meridien I (Renoir)

Dr. Janet Pope
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EULAR Names Six New Honorary Members

This year, EULAR awarded six
individuals with honorary
memberships for their service

in recent years as chairpersons of
various Standing Committees, as
well as other roles within the or-
ganisation. At Wednesday evening’s
Plenary Session, EULAR President
Prof. Maurizio Cutolo handed out
the awards.

Maria Batziou of Greece is past
chairperson of the Standing Com-
mittee of PARE and has been an ac-
tive member of the committee
since 2008. She is a member of the
Greek League Against Rheumatism
and also acts as a volunteer in the
Red Cross (Samaritan corps). Ms.
Batziou has studied theology at the
University of Athens and did post-
graduate studies in the field of He-

brew and the Old Testament at the
University of Athens, the University
of Edinburgh, and at the University
of Jerusalem. 

Dimitrios T. Boumpas is Profes-
sor of Medicine in the Department
of Rheumatology, Clinical Im-
munology, and Allergy at the Uni-
versity of Crete, Heraklion,
Greece. He is also a member of the
Institute of Molecular Biology and
Biotechnology at the Foundation
for Research and Technology – Hel-
las (FORTH) in Heraklion and a
member of the Biomedical Re-
search Foundation of the Academy
of Athens. Prof. Boumpas is past
chairperson of the Standing Com-
mittee on Education and Training.

Loreto Carmona is Scientific Di-
rector of the Institute of Muscu-

loskeletal Health (InMUSC) in
Madrid and Editor-in-Chief of the
journal Rheumatology International.
She is past chairperson of the
Standing Committee on Epidemiol-
ogy and Health Services Research.

Iain McInnes is Professor of
Medicine and Director of the Insti-
tute of Infection, Immunity and In-
flammation at the University of
Glasgow (Scotland). He has served
as abstract chairperson of the Pro-
gramme Committee and scientific
chairperson of the Program Com-
mittee for 2 years. Thereafter, he
was chairperson of the Standing
Committee on Clinical Affairs.
Prof. McInnes is currently EULAR’s
Liaison Officer to the American
College of Rheumatology.

Johannes Roth is a paediatric

rheumatologist and Professor of
Immunology at the University of
Münster, Germany. He is past chair-
person of the Standing Committee
on Paediatric Rheumatology and is
a member of the Programme Com-
mittee.

Thea Vliet Vlieland is Professor
of Rehabilitation and Physical
Therapy in the Department of Or-
thopaedics, Rehabilitation and
Physical Therapy at Leiden Univer-
sity Medical Center in the Nether-
lands. She was the convenor of the
Task Force on EULAR Recommen-
dations for the core non-pharmaco-
logical management of hip and
knee osteoarthritis. Prof. Vliet
Vlieland is past chairperson of the
Standing Committee of Health
Professionals in Rheumatology. ■

Stene Prize Essay Outlines Vision for RMDs in 2043
The 2014 Edgar Stene Prize was awarded to

Marinka Stein Due Sørensen of Denmark
for her essay entitled “Dancing Down the

Road of Life.” The Stene Prize is given in recog-
nition of the best essay written by someone
with a rheumatic or musculoskeletal disease
(RMD).

This year’s topic was “Vision 2043 – my ideal
world for people with a rheumatic or muscu-
loskeletal disease,” for which people with
RMDs were invited to write about changes
they would like to see to improve their lives
and to create a better world for people with
RMDs in the future.

Those changes could include social attitudes,
health and social care, the environment, travel,
and work opportunities. Some changes will
take longer to come about than others, so the
deadline for the vision of a better future was
set for 2043.

Ms. Sørensen’s winning essay was chosen
from among those submitted by the members of
the EULAR Standing Committee of People with
Arthritis/Rheumatism in Europe (PARE). The
essay can be read at www.eular.org/

index.cfm?framePage=/awards_stene_prize.cfm.
In addition to the prize of 2,000 euros, Ms.

Sørensen was provided with travel to Paris, hotel
accommodations, and an invitation to Friday

night’s Congress Dinner at Le Pavillon Dauphine.
The prize was established in honour of the

memory of the late Edgar Stene who himself
had severe ankylosing spondylitis. Mr. Stene was
a great promoter of cooperation between doc-
tors, patients, and community workers.

Judges for the award represent the three pil-
lars of EULAR (patients, health professionals,
and rheumatologists) and come from a num-
ber of different countries across Europe. This
year’s judges were Jolanta Grygielska (PARE
Board member from Poland), Lena Andersen
(winner of the 2007 Stene Prize from Den-
mark), Gerd Jenny Aanerud (member of the
Norwegian League Against Rheumatism), Pe-
dro Machado (rheumatologist from Portugal
and Chair of the Emerging EULAR Network),
and Jana Korandova (a nurse from the Czech
Republic representing the EULAR Health Pro-
fessionals in Rheumatology). In addition to
these judges, Diana Skingle, chairperson of the
EULAR Standing Committee of PARE, and
Marios Kouloumas, the EULAR Vice President
for PARE, helped to oversee the judging and
offer guidance. ■

Marinka Stein Due Sørensen won the Stene Prize
for her essay “Dancing Down the Road of Life.”

At Wednesday evening’s Opening Plenary Session, EULAR President Prof. Maurizio Cutolo presented honorary memberships to (from left to right) Loreto
Carmona, Dimitrios T. Boumpas, Thea Vliet Vlieland, and Maria Batziou. Iain McInnes and Johannes Roth were not able to receive their award in person.
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Paediatric Recurrent Pericarditis Series Gives Insights

Standardized treatment guide-
lines for recurrent pericarditis
in children are lacking, but new

data from the largest-ever published
case series could help clinicians im-
prove their management of this con-
dition.

On Saturday morning, Dr. Chiara
Di Blasi Lo Cuccio of CDC San
Francesco, Bergamo, Italy, will pre-
sent the findings from the multicen-
tre case series.

She and her colleagues conducted
a retrospective cohort study of 108
children, representing all consecutive
cases of recurrent pericarditis in chil-
dren with at least two recurrences
who were seen at seven referral cen-
tres in Italy from January 2000 to De-
cember 2010.

The 67 boys and 41 girls, whose
median age was 13 years at the time
of their first attack, had a mean of
4.8 recurrences during follow-up.
The pericarditis was idiopathic in
88% of cases, post-pericardiotomic in
10% of cases, and related to other
diseases, including familial Mediter-
ranean fever or systemic inflammato-
ry disease, in 2% of cases, according
to Dr. Di Blasi Lo Cuccio.

At disease onset, fever was present

in 77% of the children, and C-reac-
tive protein levels were elevated in
93%.

Pericardial effusion was also pre-
sent in 78% of patients at disease on-
set but was typically mild, while
pericardial rub and electrocardio-
graphic changes were detected in
fewer patients (28% and 45%, respec-
tively).

The children were followed for a
mean of 61.5 months, and during
that time, none of those with idio-
pathic disease developed a systemic
autoimmune disease.

However, the treating physicians
observed readmission in 75% of
cases, cardiac tamponade in 14%,
and transient constrictive pericardi-
tis in 3%.

Also, no children developed an in-
fectious disease during follow-up, al-
though at presentation, 45% of
patients had pleuropulmonary in-
volvement, she said.

Treatment included nonsteroidal
anti-inflammatory medications
(NSAIDs) in 80% of the children,
steroids in 63%, and colchicine in
62%.

“Refractory patients were treated
with immunosuppressive therapies,

including azathioprine in four cases,
methotrexate in two cases, intra-
venous immunoglobulin in one case,
antimalarials in five cases, and cy-
closporin A in one case. Anakinra
was used in 13 cases,” she said.

Recurrences were more common
in those treated with corticos-
teroids, with a mean recurrence
number of 5.9 in corticosteroid-
treated patients vs. 2.6 in patients
not treated with steroids, which
was a statistically significant differ-
ence, Dr. Di Blasi Lo Cuccio said.
The children who were treated with
corticosteroids also had significant-
ly more hospital readmissions (82%
vs. 60%) and side effects (25% vs.
8%) than did those who did not re-
ceive the drugs.

Conversely, colchicine treatment
was associated with a significant
50% reduction in the number of at-
tacks, she said, noting that the mean
number of attacks per patient per
year before colchicine treatment
was 3.7, compared with 1.6 after
treatment.

Children who were treated with
anakinra had a good response with
fewer side effects than in those treat-
ed with corticosteroids, but disease

tended to recur when treatment was
discontinued.

The findings of this case series are
important for those clinicians – typi-
cally paediatric rheumatologists –
who follow children with pericarditis
who experience recurrent disease;
prior to this study, the largest case se-
ries included only 15 children, Dr. Di
Blasi Lo Cuccio said.

“Overall, the long-term outcome
in the patients in this case series was
good, with no evolution in constric-
tive pericarditis, cardiomyopathy, or
systemic rheumatic diseases,” she
said.

Based on these findings, NSAIDs
remain the mainstay of therapy for
children with recurrent pericarditis,
and clinicians should use cortico- 
steroids with extreme caution, she
said, noting that anti–interleukin-1
therapy may be useful in very select
cases.

Dr. Di Blasi Lo Cuccio reported
having no disclosures. ■

PReS Session
Rheumatic diseases in children

Saturday 8:30-10:00
Room Maillot
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Gut Inflammation Affected SpA Therapeutic Decisions

Spondyloarthritis pa-
tients with microscop-
ic gut inflammation

appear to be more likely to
start anti-tumour necrosis
factor treatment sooner in
the course of their disease
than are those without gut
inflammation, according to
findings from a prospective,
observational study. 

Lead author Ms. Heleen
Cypers from the rheumatol-
ogy department at Ghent
University Hospital in Bel-
gium will present the find-
ings on Friday morning. 

Previous research by the
group had shown chronic
inflammation in the gut was
associated with more exten-
sive bone marrow oedema
of the sacroiliac joints, a
higher risk of progression
to ankylosing spondylitis,

and a higher risk of devel-
oping Crohn’s disease.

However, no information
existed on the impact of gut
inflammation on
therapeutic deci-
sion-making in
spondyloarthritis
(SpA). 

The current
study followed the
Ghent inflamma-
tory arthritis and
spondylitis cohort
(GIANT) compris-
ing 63 newly diag-
nosed patients
who underwent an ileo-
colonoscopy at baseline. Pa-
tients were not taking
anti–tumour necrosis factor
(anti-TNF) agents and were
followed for 18 months. 

The decision to start anti-
TNF treatment was made

by a rheumatologist who
was unaware of the pa-
tient’s gut history. 

SpA patients who had mi-
croscopic gut in-
flammation at
baseline were
more likely to
start anti-TNF
treatment sooner
than were patients
without gut in-
flammation, the
study found. Dur-
ing follow-up, just
under a third of
patients (9 of 31)

with normal gut histology
started anti-TNFs, com-
pared with over half (18/32)
of the patients with gut in-
flammation at baseline, the
data revealed. 

In most cases, anti-TNF
drugs were started because

first-line therapy had failed,
the study authors reported. 

According to Ms. Cypers,
the findings support the hy-
pothesis that bowel inflam-
mation in SpA induces a
more chronic, persevering
disease.

“The findings identify gut
inflammation as a marker of
a poor prognosis and have
relevance for therapeutic de-
cision-making in daily clini-
cal practise. It is conceivable
that assessment of gut in-
flammation will be included
in future models for risk
stratification of SpA,” Ms.
Cypers said in an interview.

The underlying mecha-
nisms explaining the link are
still under investigation, but
several studies have suggested
that inflammation in the gut
may be a triggering factor for

SpA development. Interac-
tions in the intestinal im-
mune system may also play
an important role, she said.

As well as ruling out the
interdependency of all of
these factors, future re-
search by the group will fo-
cus on prediction of
response to biologic therapy
based on gut histology and
whether therapies aiming at
treating microscopic gut in-
flammation can affect the
evolution of the disease.

The investigators had no
financial disclosures. ■

Abstract Session
Treatment of

spondyloarthritis: 
moving forward

Friday 10:15-11:45
Meridien I (Renoir)

Ms. Heleen
Cypers

Limited Bone Loss Observed With Low-Dose Glucocorticoids
Bone loss at 1 year is limited at the

low doses of glucocorticoids typi-
cally used to treat adults with chron-
ic inflammatory disorders like
rheumatoid arthritis, based on a
meta-analysis to be presented Friday
afternoon.

Glucocorticoid treatment at the
high doses used in transplantation
patients leads to considerable bone
loss, especially in the lumbar spine.
In contrast, bone loss is limited dur-
ing glucocorticoid treatment at the
lower doses used in chronic inflam-
matory disease, Prof. Maarten
Boers, professor of clinical epidemi-
ology at VU University Medical Cen-
ter, Amsterdam, will report, on
behalf of Merel M.E. Baak and co-
authors, a meta-analysis of prospec-
tive studies of 1,565 patients with
chronic inflammatory diseases (44
studies) and 635 transplant patients
(16 studies).

All patients in the meta-analysis
had at least two bone mineral densi-
ty measurements over at least 1 year.
None received bisphosphonates or
antiresorptive therapies, only vita-
min D3 and calcium were allowed.

Glucocorticoid doses ranged from
1 to 16 mg/day (mean 9 mg/day) in
the patients with chronic inflamma-
tory diseases and from 6 to 53
mg/day (mean 20 mg/day) in the
transplant patients. In those with
chronic inflammatory diseases, bone
loss at the lumbar spine at 1 year av-

eraged –1.7%. For the patients who
had measures of femoral neck bone
loss, the average loss was –1.3%. In
the transplantation group, average
bone loss was much higher: –3.6% in

the lumbar spine and –3.1% in the
femoral neck.

Among the 44 studies that report-
ed BMD in patients with chronic in-
flammatory diseases, BMD declined
from baseline in the lumbar spine by
as much as 6% in 1 study and in-
creased by as much as 2% in another.
The 39 studies that also reported
changes in femoral neck BMD de-
scribed a decline as high as 7% and
an increase as great as 4%.

“We sought to quantify the ‘pure’
effect of GC [glucocorticoid thera-
py], because so little high-quality in-
formation is available,” explained
Prof. Boers.

The data analysis in these studies
was limited to 1 year, but about two-
thirds of the patients with chronic in-

flammatory disease were on chronic
glucocorticoid therapy; in contrast,
almost all of the transplant patients
were just starting glucocorticoids,
Prof. Boers said.

“On average, the yearly loss in
chronic inflammatory disease treated
with a wide range of doses is limit-
ed, but starters have more bone loss.
The heterogeneity of studies sug-
gests that factors other than GC dose
are the main drivers in determining
bone loss. Although the data were
not available to study these factors, it
appears likely that disease activity is
very important and acts as a con-
founder. In other words, disease ac-
tivity leads to bone loss, and high GC
doses lead to bone loss. Effective
treatment of high disease activity re-
quires high GC doses, but the inter-
action of these factors may lead to
bone loss comparable to low disease
activity being treated with low dos-
es,” he explained in an interview.

Many rheumatoid arthritis patients
are initially treated with “bridge”
glucocorticoid therapy for a few
months, until the effect of
methotrexate is established, he said.
“We prefer ‘COBRA light,’ where pa-
tients are initially treated with a
higher dose of 30 mg, rapidly ta-
pered to 7.5 mg/day, and maintained
for at least 6 months. The 1-year re-
sults of the COBRA-light trial will be
presented in a poster session on Sat-
urday (SAT0050). Several groups are

advising to treat for longer periods,
and observational data suggest many
patients are kept on chronic therapy
for periods longer than 1 year,” he
said.

Local guidelines differ, but all
guidelines agree on the necessity of
prophylaxis in high-risk situations
and on screening for intermediate-
risk patients. Unfortunately, many
patients requiring antiresorptive
treatment according to the guide-
lines are still not receiving it, with
surveys showing about 70% uptake
in patients treated by rheumatolo-
gists and only about 30% in patients
receiving care from other specialists,
he said.

“Given the effects of starting GC
therapy in our review, we strongly
suggest all patients requiring GC
therapy for longer than 3 months at
any dose should at least be assessed
by DXA scan; postmenopausal
women, males age 70 or older, and
patients with other risk factors
should be treated with antiresorptive
agents from the start,” Prof. Boers
advised.

Prof. Boers and Ms. Baak and their
coinvestigators reported having no fi-
nancial conflicts. ■

Clinical Science Session
Clinical use of glucocorticoids

Friday 15:30-17:00
Room Ternes

Merel M.E. 
Baak

Prof. Maarten
Boers
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EULAR Releases Its First-Ever SpA Imaging Guidelines

Rapid advances in imaging, com-
bined with a new emphasis on
early diagnosis and treatment,

have led to the need for evidence-
based guidelines for imaging in axial
and peripheral spondyloarthritis, or
SpA. 

New EULAR guidelines, to be pre-
sented Friday afternoon, will address
which imaging modalities best visu-
alise each pathological element in
SpA. The recommendations, 12 in
all, put forward certain modalities as
optimal in diagnosis; in monitoring
and predicting outcomes; and in as-
sessing spinal fractures and osteo-
porosis, which are commonly seen in
SpA. 

“This is the first time that we’ve
tied together evidence to substantiate
how to use imaging if you want to
diagnose and monitor axial and pe-
ripheral SpA,” said Dr. Lene Terslev
and Dr. Peter Mandl, who formulat-
ed the recommendations along with
other key members of the EULAR
task force group on imaging in SpA. 

The 21-member EULAR task force,
which included rheumatologists and
radiologists, based the recommenda-
tions on an extensive literature re-
view and expert opinion. 

The guidelines are intended to be
useful to rheumatologists, radiolo-

gists, and general practitioners in dai-
ly clinical practise, according to Dr.
Terslev and Dr. Mandl. 

“We tried to address both the diag-
nostic utility as well as the use of
imaging for monitoring treatment,
including its potential to actually pre-
dict treatment effect,” said Dr. Ter-
slev, of Copenhagen University
Hospital, Glostrup, Denmark. There
have been previously published rec-
ommendations for ankylosing
spondylitis, which included imaging;
however, these are the first recom-
mendations that deal with the entire
SpA group.

Indeed, Dr. Mandl, of the Medical
University of Vienna, said that the
task force worked “to be as encom-
passing as possible to try and look at
the whole scope of the disease and
what it means in clinical practise.”

This also meant, he said, taking into
consideration the resources available
in clinical settings. Cost and availabil-
ity concerns were among the reasons
that the task force opted to preserve
X-rays in several diagnostic and mon-
itoring scenarios. 

The guidelines emphasize magnet-
ic resonance imaging (MRI) as an al-
ternative to radiography in
diagnosing axial SpA. “We’re still
considering X-rays as the first imag-
ing method to be used for the detec-
tion of sacroiliitis,” Dr. Mandl said.
“But in certain cases, such as in
young patients or patients in whom
symptom duration is very short, MRI
is an alternative. It is important to
emphasize, however, that if the diag-
nosis of axial SpA cannot be estab-
lished based on clinical features and
X-ray, and axial SpA is still suspected,
MRI of the SI [sacroiliac] joints is
recommended.”

MRI is also recommended for
monitoring axial SpA beyond the
structural changes that can be picked
up on X-ray. “MRI inflammatory ac-
tivity has been reported to be a pre-
dictor of a good clinical response in
axial SpA,” added Dr. Mandl. X-rays
can also help predict disease progres-
sion: “We have very strong evidence
for the presence of initial radi-

ographic changes predicting severe
outcome,” he said.

In peripheral SpA, the guidelines
highlight ultrasound and MRI for
supporting the diagnosis by detecting
enthesitis and other possible periph-
eral pathologies, such as tenosynovi-
tis and arthritis. Both imaging
modalities may be used for monitor-
ing disease activity, especially arthri-
tis and enthesitis, but no added value
was found for the use of ultrasound
contrast medium, Dr. Terslev said. 

The task force generally had more
and better evidence for its axial SpA
recommendations than for its pe-
ripheral SpA recommendations, Dr.
Mandl said. X-ray, MRI, ultrasound,
and, to a lesser extent, CT are the
main modalities featured in the rec-
ommendations, as the researchers
found only little evidence supporting
the role of other modalities in the
management of either axial or pe-
ripheral SpA. 

Dr. Terslev and Dr. Mandl declared
that they had no conflicts of interest.■

EULAR Projects in 
Musculoskeletal Imaging

Friday 13:30-15:00
Room 351

and Poster FRI0127

Dr. Lene Terslev Dr. Peter Mandl

Online Decision Aid Perceived as Useful
For Selecting an Antirheumatic Drug
An online patient decision aid to help encourage dia-

logue between physician and patient on selection of
disease-modifying antirheumatic drugs has shown po-
tential to improve patient participation in the decision-
making process, according to research being presented
by Ingrid Nota on Saturday afternoon.

The online decision aid (www.reumamedicatiekeuze-
hulp.nl) was developed to help increase communication
between doctor and patient, providing patients with
balanced information regarding available treatments in
an effort to help them understand the pros and cons of
various treatment options, including clinical informa-
tion as well as information on how the disease-modify-
ing antirheumatic drugs might affect quality of life,
according to Ms. Nota, a PhD student in psychology at
the University of Twente in the Netherlands.

Patients using the decision aid also will have an op-
portunity to “express their preferences, worries, doubts,
and questions” through interaction with the website
that the patient can then print and take to the rheuma-
tologist at the next scheduled appointment for further
discussion, Ms. Nota said. Patients begin the process by
getting a card from the rheumatologist with the poten-
tial drugs that may be prescribed and then visit the
website to make comparisons.

In a study of patients who were facing a decision to

initiate treatment with a new drug after consultation
with a rheumatologist, Ms. Nota and her colleagues re-
ferred 123 to the online decision aid. Another 158 pa-
tients who also had a consultation with a rheumatologist
to begin a new drug but were not given further assis-
tance served as a control group. Six weeks after the con-
sultation, all patients completed a questionnaire.

The decision aid was used by 57% of patients in the
intervention group, a majority of whom found that it
contained new information (70%); that they learned
from using it (71%); that it helped them gain insights
into their own personal preferences, questions, and con-
cerns (70%); that it helped spur discussion about prefer-
ences and concerns with their rheumatologist (60%);
and that it helped patients be a part of the decision
process about a medication (70%).

The project is financially supported by the Dutch
Arthritis Association. Ms. Nota had no financial conflicts
to disclose. ■

Joint Clinical / HPR / PARE Session
Patient education for people with inflammatory

rheumatic disease
Saturday 12:00-1:30

Amphi Havane

Bursaries Offered
For Health
Professionals

Each spring and autumn, EULAR
awards up to 10 bursaries for edu-

cational visits to health professionals
other than physicians working in the
field of rheumatology. The objective
is to improve the standard of re-
search and care in allied health pro-
fessions and to foster collaboration
across clinical units in Europe.

The amount of each bursary is
750-1,500 euros (the annual total
amount granted is 7,500 euros).

Recipients are required to submit a
report (maximum 1 page) to the EU-
LAR Secretariat after the stay, focus-
ing on the results that have been
achieved. Receipts for all costs need
to be provided.

The next application deadline is 30
September 2014. Bursaries will not be
granted to applicants who are already
abroad in a visiting programme. Ap-
plications should be submitted by e-
mail to the EULAR Secretariat at
gabriela.kluge@eular.org. ■
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ARAB LEAGUE AGAINST
RHEUMATISM (ARLAR) H21 3
ARD | RHEUMATOLOGY FROM BMJ M32 2
ASIF H14 3
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BE THE CURE H5 3
BIOIBERICA, S.A. P37 1
BIOMARIN PHARMACEUTICAL INC. M42 2
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BRISTOL-MYERS SQUIBB P06+P09+P29 1
BRITISH SOCIETY FOR 
RHEUMATOLOGY H3 3
CELGENE P35 1
CELLTRION HEALTHCARE M11 2
CLINICAL AND EXPERIMENTAL 
RHEUMATOLOGY M08B 2
CRESCENDO BIOSCIENCE M22 2
CROMA-PHARMA GMBH M38 2

Company Stand N° Level

CYTOKINE SIGNALLING FORUM H2 3
EMEUNET H11 3
EMIRATES SOCIETY FOR 
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INTERNATIONAL LEAGUE OF ASSOCIATIONS 
FOR RHEUMATOLOGY (ILAR) H12 3
JANSSEN PHARMACEUTICA NV M24 2
LABORATOIRE PIERRE 
FABRE SANTE M10B 2
LABORATOIRES EXPANSCIENCE M31 2
LCA PHARMACEUTICAL M20 2
LILLY P18 1

Company Stand N° Level

LUPUS EUROPE H6 3
MDT INT’L S.A. M13 2
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MEDI P13+M12 1+2
MENARINI M26B 2
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METEOR H16 3
MIVENION M23 2
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NOVARTIS PHARMACEUTICAL P23+P25 1
OXFORD UNIVERSITY PRESS M16 2
PFIZER ITALY P10+P28 1
REGENERON 
PHARMACEUTICALS, INC. M36 2
RHEUMATOLOGY NEWS /
FRONTLINE MEDICAL NEWS M08C 2
ROCHE P02+P03 1
ROMANIAN SOCIETY OF 
RHEUMATOLOGY H7 3
SANDOZ M04+M06A 2
SANOFI M36 2
SCANDINAVIAN JOURNAL
OF RHEUMATOLOGY M08A 2
SWEDISH ORPHAN BIOVITRUM M10A 2
TRB CHEMEDICA
INTERNATIONAL SA P14 1
TURKISH LEAGUE AGAINST
RHEUMATISM (TLAR) H1 3
UCB PHARMA SA P34 1
WISEPRESS MEDICAL BOOKSHOP M09A 2
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Amphitheatre Havane
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Poster Tours

Room 352AB
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Level 4

Posters Area

eular 2014 Situation Plan

11:50-13:20
Poster Tour Level 3
F1 Poster tour: RA - non biologic and small mol-

ecules
F2 Poster tour: Epidemiology, health services re-

search
F3 Poster tour HPR: Evaluating practice

Poster Tour Room 351
F4 Poster tour: RA: prognosis of outcome

Poster Tour Room 252
F6 Poster tour: Innate and adaptive immunity in

rheumatic diseases
F7 Poster tour: Crystal arthritis
F8 Poster tour: Orphan diseases

Poster Tour Room 253
F9 Poster tour: A walk in the treatment forest 

of SpA

Poster Tour Level 2, Paris
F10 Poster tour: The biology of rheumatoid

arthritis
F11 Poster tour: SLE, Sjögren’s and APS – clini-

cal aspects (other than treatment)

Poster Tour PARE Booth
F12 Poster tour: PARE II

13:30-15:00
What is New (WIN)
WIN Session 6 Grand Amphi

Clinical Science Session
Getting to the heart of connective tissue diseases

Room Ternes
Therapeutic drug monitoring Meridien I (Renoir)

How to Treat / Manage (HOT)
HOT Session 6 Amphi Bleu

Outcome Science Session
Glucocorticoids as confounders Amphi Bordeaux

Challenges in Clinical Practice Session
The psoriatic spectrum Meridien II (Matisse)

Basic and Translational Science Session
Future hot topics Room Maillot
Preclinical models of rheumatic disease. What
do they teach us? Room 342
Long non-coding RNAs/epigenetics Room 352

Health Professionals Session
Is it a Flare? Focus on patient self-reported dis-

ease activity measures in RA Amphi Havane

The Young Rheumatologist
What we have learnt - from exchange visits and
educational research projects I Room 242

EULAR Projects in Musculoskeletal Imaging
Room 351

Practical Skills Session
MRI Basic II Room 343
Improving your graphs and tables for publica-
tion and presentation I Room 353

PARE Session
Healthy Ageing I – growing up with an RMD

Studio A
15:30-17:00
What is New (WIN)
WIN Session 7 Grand Amphi

Clinical Science Session
Clinical use of glucocorticoids Room Ternes
Axial Spondyloarthritis: new name of an old 
disease Meridien I (Renoir)

How to Treat / Manage (HOT)
HOT Session 7 Amphi Bleu

Schedule continued from page 1

Schedule continued on page 16
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Be a part of one of the 
largest lupus research programmes
We seek investigators to participate
in studies of belimumab

If you are interested in taking part in this programme please contact:
US GSK Clinical Trials Call Centre +1 877 379 3718 • EU GSK Clinical Trials Call Centre +44 (0) 20 8990 446 • Email:  GSKClinicalSupportHD@GSK.com

A randomised, double-blind, 
placebo-controlled, 52-week study to 
evaluate the efficacy and safety of belimumab 
in patients of black race with SLE 

A randomised, parallel group, 
placebo-controlled, double-blind trial to 
evaluate the safety and efficacy of belimumab 
in paediatric patients with SLE 

A randomised, double-blind, 
placebo-controlled, 52-week study to assess 
safety in adults with lupus 

A randomised, double-blind, placebo-controlled
study to evaluate the efficacy and safety of 
belimumab plus standard care in adults with 
active lupus nephritis 

Clinical trials...

A 5-year, prospective, observational registry 
to assess safety and efficacy in adults with 
SLE treated with or without belimumab 

A global registry, collecting prospective data 
on pregnancies in women with SLE who have 
received belimumab 

Real-world studies...

Also recruiting…

A randomised, double-blind, placebo-controlled study to evaluate the efficacy and safety of belimumab, 
for the maintenance of remission in anti-neutrophil cytoplasmic autoantibody vasculitis 

The above clinical trial recruitment information is provided by GSK R&D.

Benlysta is indicated as add-on therapy in adult patients with active, autoantibody-positive systemic lupus erythematosus (SLE) 
with a high degree of disease activity (e.g. positive anti-dsDNA and low complement) despite standard therapy.

BREVAS
Belimumab in Remission of Vasculitis
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Outcome Science Session
Improving access to rheumatologists for patients
with inflammatory arthritis Amphi Bordeaux

Challenges in Clinical Practice Session
Arthritis and non pharmacologic treatments of
CTD: beyond standards Meridien II (Matisse)

PReS Session
Innate regulation of inflammation Room Maillot

Basic and Translational Science Session
Novel auto-antibodies Room 342
Organ manifestations in scleroderma Room 352

Health Professionals Session
Practical implementation of annual reviews in
patients with inflammatory arthritis – sharing
experiences Amphi Havane

The Young Rheumatologist
What we have learnt - from exchange visits and
educational research projects II Room 242

EULAR Projects in Health Professionals
How to get involved and how to influence the
work of EULAR Health Professionals Room 351

Practical Skills Session
Capillaroscopy II Room 353

PARE Session
Healthy Ageing II – growing older with an RMD

Studio A

SATURDAY, 14 JUNE 
Registration 08:30-15:30
Exhibition 08:00-15:00
Scientific Sessions 08:30-13:30
Congress Highlights Sessions 13:45-14:45

08:30-10:00
What is New (WIN)
WIN Session 8 Grand Amphi

Clinical Science Session
Early Systemic Sclerosis Room Ternes
Osteoimmunology, from bench to bedside. How
to interpret new findings Meridien I (Renoir)

How to Treat / Manage (HOT)
HOT Session 8 Amphi Bleu

Outcome Science Session
Optimal usage of longitudinal databases

Amphi Bordeaux

Challenges in Clinical Practice Session
Therapy of refractory autoimmune diseases

Meridien II (Matisse)

PReS Session
Rheumatic diseases in children Room Maillot

Basic and Translational Science Session
Dendritic cell biology for clinicians, role in vacci-
nation? Room 342
Cellular energy metabolism, immunity and
rheumatic diseases Room 352

Health Professionals Session
The Scleroderma Patient-centred Intervention
Network (SPIN): Meeting the challenges of re-
search into a rare disease Amphi Havane

The Young Rheumatologist
Funding of research Room 242

Practical Skills Session
Improving your graphs and tables for publica-
tion and presentation II Room 343
Ultrasound Advanced II Room 353

Joint Clinical / HPR / PARE Session
Facilitating a normal life – easy travelling for
people with RMDs Studio A

10:15-11:45
Poster Tour Level 3
S1 Poster tour: Inside and outside the joint.

What’s new in imaging?
S2 Poster tour HPR: Tracking the journey
S3 Poster tour: Treatment options in SLE, 

what is new?

Poster Tour Room 251
S4 Poster tour: Vasculitis
S5 Poster tour: Education in clinical rheumatology

Poster Tour Room 252
S6 Poster tour: Fibromyalgia and Back Pain
S7 Poster tour: RA anti-TNF
S8 Poster tour: Rehabilitation

Poster Tour Room 253
S9 Poster tour: Osteoporosis

Poster Tour Level 2, Paris
S10 Poster tour: Pathophysiology of scleroder-

ma and myositis
S11 Poster tour: SpA updates on pathogenesis

12:00-13:30
What is New (WIN)
WIN Session 9 Grand Amphi

Clinical Science Session
Update on classification and management of
myositis Room Ternes
Modern imaging techniques in osteoporosis

Meridien I (Renoir)
Advanced Imaging Applied in Clinical Trials

Room Maillot

How to Treat / Manage (HOT)
HOT Session 9 Amphi Bleu

Outcome Science Session
From the general to the particular

Amphi Bordeaux

Challenges in Clinical Practice Session
Treatment after TNF failure in patients with axi-
al SpA Meridien II (Matisse)

Basic and Translational Science Session
Role of hypoxia in rheumatic disease Room 342
Sterile inflammation Room 352

Joint Clinical / HPR / PARE Session
Patient education for people with inflammatory
rheumatic disease Amphi Havane

The Young Rheumatologist
Marketing rheumatology: Spreading the gospel

Room 242

Practical Skills Session
MRI Advanced II Room 343
Laboratory techniques II Room 353

PARE Session
Peer support in chronic diseases Studio A

13:45-14:45
Highlight Session
Clinical and Basic/Translational Highlight Session

Grand Amphi
Health Professional Highlight Session

Amphi Havane
PARE Highlight Session Studio A

Schedule continued from page 14

Satellite Programme Friday, 13 June
08:15-09:45
AbbVie, Room Ternes
Axial SpA: Treat-to-target in clinical practice
Chairperson(s): D. van der Heijde 
(The Netherlands)

08:15
Axial SpA diagnosis – a patient-centric approach

R. Landewé (The Netherlands)
08:30

Monitoring of disease activity and targeted thera-
py in patients with axial SpA

D. van der Heijde (The Netherlands)
08:45
Role of imaging in monitoring patients with axial
SpA W. Maksymowych (Canada)
09:00
Aiming for best patient outcomes: Perspective on
dose tapering and combination therapy in axial SpA

J. Sieper (Germany)

09:15
Questions & Answers All

08:15-09:45
Lilly, Amphi Bleu
Translating Scientific Concepts into Clinical
Reality: What are the practical implications for
Lupus patients?
Chairperson(s): R. van Vollenhoven (Sweden)

Continued on following page
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08:15
Welcome and Introduction

R. van Vollenhoven (Sweden)
08:25
Can new scientific insights pave the way to better
therapies for SLE? X. Mariette (France)
08:45
Management Paradigms For SLE: Treat To Target,
Treat To Remission?

R. van Vollenhoven (Sweden)
09:05
Bridging The Gap: Translating Clinical Trials to
Clinical Practice S. Manzi (USA)
09:25
Q&A - Panel Discussion All
09:40
Closing Remarks R. van Vollenhoven (Sweden)

08:15-09:45
Novartis, Amphi Bordeaux
The IL-17 pathway: a promising target to treat
spondyloarthritis
Chairperson(s): M. Dougados (France)

08:15
Welcome and introduction M. Dougados (France)
08:25
The evidence for targeting the IL-17 pathway in
spondyloarthritis D. Baeten (The Netherlands)
08:50
Targeting peripheral spondyloarthritis and skin
manifestations I. McInnes (United Kingdom)
09:15
Emerging perspectives in the treatment of axial
spondyloarthritis J. Braun (Germany)
09:40
Meeting close M. Dougados (France)

08:15-09:45
Sanofi & Regeneron Pharmaceuticals Inc., 
Room Maillot
New Findings for IL-6 Blockade in Rheumatoid
Arthritis
Chairperson(s): J. Smolen (Austria)

08:15
Opening Remarks J. Smolen (Austria)
08:20
Biological Functions of Cytokines and Their Cen-
tral Role in Inflammatory Diseases

E. Choy (United Kingdom)
08:40
Clinical Manifestations of Cytokine Activity in Pa-
tients With RA G. Schett (Germany)
09:00
New Clinical Findings for IL-6 Inhibition in RA

M. Genovese (USA)
09:20
Panel Discussion (Including Audience Q & A) All
09:40
Closing Remarks J. Smolen (Austria)

08:15-09:45
Janssen Pharmaceutica NV, Amphi Havane
Translating the IL-23/Th17 axis into therapeutic
opportunities for PsA
Chairperson(s): D. McGonagle (United Kingdom)

08:15
Welcome and introduction

D. McGonagle (United Kingdom)
08:20
Unique genomic links emerging for targeted therapy

J. Krueger (USA)
08:40
Animal models advancing mechanistic understand-
ing of psoriatic arthritis

J. Sherlock (United Kingdom)
08:55
New treatment options for psoriatic arthritis:
lessons from skin and joint

L. Puig (Spain)
D. McGonagle (United Kingdom)

09:30
Questions and closing remarks

D. McGonagle (United Kingdom)

08:15-09:45
AstraZeneca, Room 351
Uric Acid, Crystal Deposition Disease, and
Gout: Patient Perspectives
Chairperson(s): T. Bardin (France)

08:15
Welcome and Introduction T. Bardin (France)
08:25
Uric Acid – The Silent Epidemic

T. Bardin (France)
08:45
Questions and answers
08:50
Taking a New Look at Gout: The Role of Imaging
in the Clinical Management of Gout

N. Dalbeth (New Zealand)
09:10
Questions and answers
09:15
Uric Acid and the Importance of Getting to Goal

F. Perez-Ruiz (Spain)
09:35
Questions and answers
09:40
Summary and Closing Remarks

T. Bardin (France)

08:15-09-45
Bioiberica, Room Passy
Multicentre Osteoarthritis intervention trial with
Sysadoa (MOVES): An international, double-
blind, non-inferiority, randomized trial versus
celecoxib
Chairperson(s): P. Conaghan (United Kingdom)
F. Blanco (Spain)

Welcome and introduction
P. Conaghan (United Kingdom)

MOVES rationale, protocol and study design
P. Richette (France)

Effects of combined chondroitin sulfate and Glu-
cosamine vs celecoxib in patients with moderate-
to-severe knee OA pain J.-P. Pelletier (Canada)
Safety considerations from MOVES trial

M. Hochberg (USA)
Impact of meniscal extrusion on the progression
of knee OA structural changes: Data from the Os-
teoarthritis Initiative Progression Cohort

J. Martel-Pelletier (Canada)

Question and Answer Session
Concluding Remarks

P. Conaghan (United Kingdom)
F. Blanco (Spain)

17:30-19:00
AbbVie, Amphi Bleu
Achieving the target in patients with RA: What
is next? Dose tapering in clinical practice
Chairperson(s): J. Smolen (Austria)

17:30
Treat to target: What are the recommendations
providing for patients living with rheumatoid
arthritis? J. Smolen (Austria)
17:45
What is the current evidence for MTX-naïve pa-
tients who achieved their target?

P. Emery (United Kingdom)
18:05
Applying scientific evidence to clinical practice: Is
dose tapering feasible in daily practice?

A. Kavanaugh (USA)
18:25
Debate
Outlook of 2020 treat to target: Target achieved,
what is next? All
18:45
Questions & Answers All

17:30-19:00
Sudler Medical Communications, Amphi
Bordeaux
Scrutinising the heterogeneity of SLE to
optimise patient management: Part II
Chairperson(s): M. Petri (USA)

SLE special case management: the complex SLE
patient M. Petri (USA)
SLE special case management: lupus nephritis in
focus L. Lightstone (United Kingdom)
SLE special case management: metabolic syn-
drome & cardiovascular disease in focus

I. Bruce (United Kingdom)
Impact of emerging biologics on managing SLE
disease subtypes and comorbidities

R. van Vollenhoven (Sweden)

17:30-19:00
MSD, Room 352
Treating the Joint and Beyond: Advances in
Management of Spondyloarthritis
Chairperson(s): D. van der Heijde 
(The Netherlands)

17:30
Chairman’s Welcome and Introductory Remarks

D. van der Heijde (The Netherlands)
17:40
Management of Hallmark Manifestations of PsA:
The Role of Biologic Therapy D. Veale (Ireland)
18:05
Extra-articular Manifestations in Axial Spondy-
loarthritis: Considerations in Management

D. Elewaut (Belgium)
18:30
Achieving Treatment Goals in Spondyloarthritis

D. van der Heijde (The Netherlands)
18:50
Question-and-Answer Session All

Continued from previous page
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Higher Risk of Death Seen With Oral Steroids in RA-ILD

Interstitial lung disease is present
in about 5% of patients with
rheumatoid arthritis, and for

years, oral steroids were commonly
used in patients with the disease.

But new findings from a retrospec-
tive cohort study reveal that pred-
nisone use for 3 or more months at a
time is associated with a significantly
elevated risk of death in this patient
group.

Today’s rheumatologists “no
longer view oral steroids as optimal
treatment in RA-ILD, and our data
now confirm that,” said Dr. Clive
Kelly of Queen Elizabeth Hospital,
in Gateshead, England. He added
that clinicians should avoid long-
term treatment with steroids in this
patient group wherever possible.

Dr. Kelly led the British Rheuma-
toid Interstitial Lung (BRILL) Net-
work’s cohort study of 260 patients
with rheumatoid arthritis-associated
interstitial lung disease (RA-ILD) di-
agnosed over a 25-year period. The
BRILL study compared patients with
RA-ILD and an equal number of RA
controls without lung involvement
who were matched for age, sex, and
time of diagnosis.

On Friday afternoon, Dr. Kelly will
discuss the BRILL investigators’ find-
ing that steroid-treated RA-ILD pa-
tients, who represented nearly 60% of
the cohort, saw an elevated relative

risk of all-cause death, compared with
those who had never been treated
with steroids (RR, 1.65; 95% confi-
dence interval, 1.2-2.3; P = .002). Al-
though the relative risk of respiratory
death was significantly increased for
RA-ILD patients, regardless of steroid
treatment, when compared with RA
patients without ILD, the risk was
higher in those who had been on
steroids (RR, 2.75; 95% CI, 1.6-4.7; P =
.0002) than in those who had not re-
ceived steroids (RR, 2.06; 95% CI, 1.1-
3.8; P = .02), the investigators found.

The comparison also revealed other
important findings related to RA-ILD.
Patients with RA-ILD had significantly
higher mortality than did those with
RA alone. Over the course of the 25-
year study period, however, mortality
progressively improved among the
RA-ILD patients, with median age at
death rising from 63 to 76 years. This
steady improvement, Dr. Kelly said, is
partly the result of better and earlier
diagnosis of lung involvement. 

“It’s one of my many missions in life
to get rheumatologists to listen to the
lungs when they examine the joints in
patients with rheumatoid arthritis,” he
said. “I think we are getting better.
We’ve persuaded the British Society
for Rheumatology to incorporate lung
function testing and clinical examina-
tion of the chest into their basic assess-
ment of a rheumatoid patient.”

Also likely affecting the improved
mortality seen over the cohort’s study
period is a change in therapeutic ap-
proach. While RA-ILD patients diag-
nosed in the first half of the study
period were likely to have been treat-
ed with only prednisone and azathio-
prine, in the latter half, they were
more likely to have received cy-
clophosphamide and methylpred-
nisolone or mycophenolate. Over the
last 12 years, more were treated with
biologics, and in the final 6 years of
the cohort, patients requiring biolog-
ics tended to be treated with ritux-
imab, a B-cell inhibitor, rather than
anti-tumour necrosis factor (anti-TNF)
agents, the BRILL investigators found. 

Mortality was lower among RA-ILD
patients treated with mycophenolate
than in those treated with other im-
munosuppressive agents, and among
biologic agents used in the cohort, rit-
uximab treatment was associated with
improved mortality, whereas anti-TNF
inhibitors were seen to be associated
with elevated risk of death. 

About 95% of RA-ILD patients are
anticyclic citrullinated peptide anti-
body positive, compared with 55%-
60% of the RA population as a
whole, Dr. Kelly said. “So there’s a
strong statistical association of
seropositivity, and in those who are
seropositive, rituximab works well.” 

The finding that rituximab was

seen associated with improved sur-
vival in the cohort not only has im-
plications for RA-ILD, Dr. Kelly said,
but also, potentially, for people with
idiopathic pulmonary fibrosis (IPF)
who are anti-CCP antibody positive.
“What [rheumatologists] have and
chest physicians traditionally don’t, is
access to rituximab and mycopheno-
late. But these might be worth trying
in IPF as well,” he said. 

Dr. Kelly reported that he had no
conflicts of interest related to his
findings and that none of his fellow
BRILL investigators had conflicts. ■

Outcome Science Session
Glucocorticoids as confounders

Friday 13:30-15:00
Amphi Bordeaux

Decernotinib Boosts Methotrexate Response
Decernotinib, a novel selective Janus

kinase 3 inhibitor also called VX-
509, improved symptoms of rheuma-
toid arthritis in comparison with
placebo when administered in combi-
nation with stable background
methotrexate therapy in a 24-week
study, researchers will report in a Fri-
day morning abstract session.

The results were noted in a double-
blind trial designed to examine the ef-
ficacy and safety of four dosing
regimens of decernotinib and placebo
in 358 patients who had active RA and
were taking stable background metho-
trexate therapy. Patients were evenly
randomised to one of five groups –
decernotinib at either 100 mg four
times per day, 150 mg four times per
day, 200 mg four times per day, or 100
mg twice per day or to placebo.

“As is usually the case in phase II
trials, only the comparisons with the
placebo group yielded statistical sig-
nificance,” said Prof. Ronald F. van
Vollenhoven, professor and chief of
the Unit for Clinical Therapy Re-

search, Inflammatory Diseases (Clin-
TRID) at the Karolinska Institute,
Stockholm. None of the differences
between the active therapy groups
were statistically significant. In the

decernotinib
dosing groups,
patients reached
ACR20 respons-
es in 61%-63%,
compared with
17% for placebo;
ACR50 respons-
es in 38%-47%,
compared with
7% for placebo;
and ACR70 re-
sponses in 15%-

25% of patients, compared with 3%
in placebo patients.

Compared with placebo, decer-
notinib was associated with small in-
creases in adverse event rates, and
serious adverse events occurred in
similar proportions of patients re-
ceiving decernotinib (7.3%) and
placebo (5.6%). However, serious in-

fections were more common in the
active treatment groups (3.5% vs.
1.4%). “We have not yet analysed for
predictors of infections, although I
rather suspect these will be similar to
the predictors in the general RA pop-
ulation, such as higher age, comor-
bidities, and concomitant use of
corticosteroids,” Prof. van Vollen-
hoven said in an interview.

Prof. van Vollenhoven disclosed
that he receives grants and research
support from numerous pharmaceu-
tical companies and is a consultant
for Vertex Pharmaceuticals, the mak-
er of decernotinib. One of his coau-
thors also received research support
and is a consultant for Vertex Phar-
maceuticals, and others are Vertex
employees. ■

Abstract Session
RA – non-biologic and small

molecules
Friday 10:15-11:45

Room Ternes

Prof. Ronald F.
van Vollenhoven
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Health Professionals Integrate Cardiovascular Risk
Management Into Visits With RA Patients

Since 2010, EULAR has recom-
mended that people with
rheumatoid arthritis be assessed

annually for cardiovascular risk and
managed according to national CV
risk-reduction guidelines. 

But many questions remain as to
which approaches are likely to be
the most fruitful in reducing the el-
evated CV risk and excess mortality
seen in RA pa-
tients. On Fri-
day afternoon,
several speakers
will address the
challenges of in-
tegrating CV
risk assessment
into RA diagno-
sis and treat-
ment, with a
special emphasis
on the roles
nurses and other health profession-
als can play. 

Jette Primdahl, Ph.D., a rheuma-
tology nurse with a cardiology
background, will discuss her hospi-
tal’s implementation of the EULAR
CV risk recommendations. At King
Christian X’s Hospital for Rheumat-
ic Diseases in Graasten, Denmark,
Dr. Primdahl and her outpatient
nursing colleagues, rather than
rheumatologists or general practi-
tioners, offer CV risk assessments
for patients with RA. 

“I think it’s a task that is well suit-
ed to nurses,” Dr. Primdahl says, “be-
cause there are many areas in which
nurses undertake cardiovascular risk
assessment. And we know from stud-
ies that at least some patients feel it’s
easier to discuss certain issues with a
nurse than a rheumatologist.”

Last year, Dr. Primdahl and her
colleagues reported on their system-
atic screening for CV risk in 836 RA
patients in their rheumatology clinic
(Ann. Rheum. Dis. 2013;72:1771-6).
All patients received glucose, lipid,
and cholesterol testing before being
referred for half-hour nursing consul-
tations where other risk factors were
assessed. Patients whose 10-year risk
of cardiovascular death was 5% or
higher – a fifth of the patients in the
sample – were referred to their GPs
for follow-up, and asked to return for
another consult in a year. Those with
less than 5% risk were asked to re-
turn in 2 years. The cohort is still un-
dergoing follow-up.

Dr. Primdahl and her colleagues
have since extended their CV risk

program to include patients with
ankylosing spondylitis and psoriatic
arthritis, two more groups which, as
EULAR also noted in its 2010 recom-
mendations, are also at elevated risk
of CV disease (Ann. Rheum. Dis.
2010;69:325-31).

Dr. Primdahl said that other hospi-
tals in Denmark, England, and Nor-
way have adopted similar CV

risk-reduction
strategies in pa-
tients with RA.
One program,
she said, relies
on the involve-
ment of cardiol-
ogists. “There
are different
ways we can as-
sess and manage
the patients’ car-
diovascular risk,

but I do think that the important
part is that you do something instead
of just acknowledge that there is an
increased risk but not do anything
about it. And that is what is happen-
ing in a lot of places,” she said. 

Another presenter at Friday’s ses-
sion, rheumatology research profes-
sional Tanja Harrison of the
University of Calgary in Canada, will
talk about her findings of a “care
gap” among newly diagnosed RA pa-
tients at high CV risk, and what can
be done to close it.

“Evaluating CV risk is a bit of a
controversial topic in RA – in many
rheumatology departments there is
the concern about adding yet anoth-

er thing for the rheumatologist to
manage,” Ms. Harrison said. 

Nonetheless, she said, there are
ways to bring CV risk assessment
into the rheumatology clinic “with-
out everybody feeling overbur-
dened.” 

Ms. Harrison used results from a
cohort of RA patients at her clinic to
design a model for a cardiac risk-re-
duction strategy. According to the
model, rheumatologists making an
initial RA diagnosis would follow this
with a quick risk-score calculation us-
ing the Framingham lipid or BMI risk
calculator. Patients found at risk
would then be referred to an in-
house risk-reduction clinic run by
rheumatology in collaboration with
cardiologists, nurse practitioners,
nurse clinicians, or residents. 

This proposed clinic, like the one
Dr. Primdahl is running, would focus
on providing patients not only med-
ical management where needed, but
the support to make difficult lifestyle
changes. Ms. Harrison has also de-
signed a database to track these pa-
tients longitudinally.

Ms. Harrison said that she thinks
that the time around diagnosis may
be the most opportune to present
RA patients with CV risk-reduction
strategies. Results from her cohort of
150 patients shows that “we are real-
ly showing an excellent track record
of getting our early inflammatory
arthritis patients’ disease under con-
trol in the first 12 months,” she said.
But in the same cohort, nearly half
had intermediate to high cardiac risk

scores, and much higher scores of
cardiac risks, compared with the
Canadian population.

“So the question I am asking is, ‘Is
this the right time and the right set-
ting to also try and address the car-
diac risk?’ ”

Both Ms. Harrison and Dr. Prim-
dahl acknowledge that reducing CV
risk is often a matter of asking pa-
tients to make lifestyle changes, but
that the time and support offered by
health professionals may make a dif-
ference. “It’s not enough for the
physician to say ‘you need to stop
smoking and lose 10 pounds.’ It has
to do with values and motivation
and how we can help patients man-
age all these issues,” Dr. Primdahl
said. 

Ms. Harrison acknowledged that it
had yet to be proven that such care
models can reduce CV risk among
patients with inflammatory arthritis.
But in Canada, she noted, “the most
expensive disease burden on our
health care system is CV disease, and
the next most expensive, muscu-
loskeletal. It will bankrupt our sys-
tem if we don’t try.”

Neither Dr. Primdahl nor Ms. Har-
rison disclosed conflicts of interest. ■

Health Professionals Session
Practical implementation of 

annual reviews in patients with
inflammatory arthritis – sharing

experiences
Friday 15:30-17:00

Amphi Havane

Jette 
Primdahl, Ph.D.

Tanja 
Harrison

EULAR Offers Scientific Training Bursaries
Every spring and autumn, EU-

LAR awards up to 10 training
bursaries to applicants from Euro-
pean countries for clinical or labo-
ratory work (3-6 months) in a
clinical or research unit of another
European country. The objective is
to improve the standard of research
and care and to foster collaboration
across rheumatologic, clinical, and
research centres in Europe.

The amount of the bursary de-
pends of the length of stay and
equals 1,000 euros for travel ex-
penses plus 1,000 euros per month
of stay (maximum of 7,000 euros).

The next application deadline is
30 September 2014. Bursaries will

not be made if the applicant is al-
ready abroad in training.

Only persons who work predomi-
nantly in the field of rheumatology
are eligible for scientific training
bursaries. The age of the candidate
should not exceed 40 years. 

Recipients are asked to
submit both a midterm report as
well as a final report to the EULAR
Secretariat, focusing on the results
they have achieved during their
training. Based on their final re-
port, participants may be given the
chance to present their results in an
abstract presentation at the next
EULAR Congress.

Applicants should submit an ap-

plication together with:
� Curriculum vitae with date of
birth
� Outline of the clinical or labora-
tory project to be undertaken
(maximum four pages including
references)
� Written confirmation of accep-
tance from the host hospital or re-
search institute (signed by the
Head of Department), indicating
the tentative time frame of the
training period.

Application details are available at
www.eular.org. Send your complete
application in electronic form to the
EULAR Secretariat at gabriela.kluge
@eular.org.
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Early Methotrexate Didn’t Help in Myositides

Early adjunctive treatment with methotrexate
and glucocorticoids in patients with either
polymyositis or dermatomyositis offered no

significant benefit in a multicentre, single-blind,
open-label, randomised, placebo-controlled study.

When patients with polymyositis
(PM) or dermatomyositis (DM) who
were naïve to methotrexate initially
were given either glucocorticoid 1
mg/kg with or without methotrexate 20
mg/week, both groups did not differ in
the total dose of the steroids (calculated
by mg/kg of body weight) given be-
tween baseline and the end of the 48-
week treatment course, which was the
trial’s primary endpoint.

On Saturday afternoon, Prof. Jiri Ven-
covsky of the Institute of Rheumatol-
ogy, Prague, will present the results of the study
of 31 patients: 17 with PM and 14 with DM. The
rarity of PM/DM – which is estimated to have a
prevalence of 2-10 per 100,000 individuals – has
left researchers with a lack of controlled, high-
powered data, so the investigators sought to deter-
mine the actual merits of the commonly accepted
clinical practice of combining immunosuppression
with steroids and to establish standardized assess-
ment methods, if necessary. Patients were enrolled

relatively early after the onset of disease, with a
mean disease duration of 9.8 months.

The study, called PROMETHEUS (Polymyositis
and Dermatomyositis Research on Methotrexate
in European Study), was conducted across five Eu-

ropean sites. For the study, 15 patients
were randomly assigned to receive
methotrexate in combination with pred-
nisone; 16 were thus assigned to receive
only prednisone. The steroid was initial-
ly administered at 1 mg/kg and tapered
according to the dosing schedule, but
only if the improvement criteria recom-
mended by the International Myositis
Assessment and Clinical Studies Group
(IMACS) were fulfilled.

There was no significant difference in
the total prednisone dose between the

groups: 135 plus or minus 14 mg/kg in the combi-
nation therapy group, and 124 plus or minus 16
mg/kg in the group treated with steroids alone (P
= 0.6). During the study, three participants in the
steroid arm dropped out, and one dropped out of
the combination therapy group.

A similar percentage of patients treated with or
without adjunctive methotrexate during steroid
therapy for PM/DM met the IMACS definition of
improvement (86% vs. 85%).

The patients’ maximum duration of previous
glucocorticoid treatment was 8 weeks. Patients
were monitored every month for the 48-week du-
ration of the trial.

The study’s secondary endpoints were individ-
ual disease activity parameters as determined by
core set measures according to IMACS and also
muscle endurance, functional disability, and drug
side effects.

The number of adverse events in the groups
was similar, with 92 such events reported overall.
Five steroid-related adverse events were reported
in the steroid-alone group, while two such events
were reported in the adjunct group.

The investigators concluded that immunosup-
pressive therapy, although commonly adminis-
tered to patients, held no significant benefit in
combination with glucocorticoids for patients
with recent-onset PM or DM.

The investigators reported having no relevant
disclosures. ■

Clinical Science Session
Update on classification and management 

of myositis
Saturday 12:00-13:30

Room Ternes

Scenes from the 2014 Congress

Prof. Jiri 
Vencovsky
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Parisian Medical Science – A Wealth of History

Paris has been one of the
world’s great cultural centres
since the late Middle Ages and

was part of the flowering of the
early Renaissance when the Univer-
sity of Paris was founded in the
12th century – with medicine as
one of its earliest courses of in-
struction. 

Visitors to Paris can sample this
fascinating history of medicine as it
is displayed in a number of unique
museums located throughout the
city’s environs. Below are five of
those museums, in particular, which
are of note for those who have an in-
terest in both the history and culture
of medicine throughout the ages. 

These museums feature preserved
artifacts of living specimens, medical
instrumentation, artistic reproductions
of disease states, and the memorabilia
of a host of great French physicians,
including the incomparable Louis Pas-
teur. Together, their collections cata-
logue the sweep of Parisian medicine
across the centuries.

Museum of the History of Medicine
(Le Musée d’Histoire de la
Médecine)
Housed in a great hall constructed in
1905, the museum is located at the
second floor of the Paris V René
Descartes University in the home of
the university’s historic Faculty of
Medicine.

The collections were begun in the
18th century and today contain a
renowned assemblage of surgical
and diagnostic instrumentation, as
well as paintings, engravings, and
lithographs relevant to several areas
of medicine.

Orfila Museum of Anatomy (Le
Musée d’Anatomie Delmas-Orfila-
Rouviére)
The museum, in existence since

1847, focuses on anatomy with a va-
riety of collections of human and
animal anatomical preparations,
embryological reconstructions, as
well as neurological and anthropo-
logical specimens. Since 1953, the
museum has been housed as a se-
ries of showrooms and galleries on
the eighth floor of the Faculty of
Medicine in the Rue des Saints-
Peres rooms of the Paris V René
Descartes University.

The official website contains a vir-
tual tour of this fascinating museum,
and many of its artifacts are as much
works of art as scientific displays.
The museum is open on Tuesdays
and Thursdays only, 14:00-17:00, by
prior appointment, which you must
arrange by telephone well in ad-
vance.

Dupuytren Museum (Le Musée
Dupuytren)
Founded in 1835, this remarkable
museum, located in the Université
Pierre & Marie Curie, contains a
wealth of historical artifacts related
to anatomical pathologies.

Skeletons, wax castings, and a
large collection of jars containing
preserved organs and fetuses illus-
trate the medical and cultural ob-
session with “monstrosities” in an
earlier era. 

Museum of the Hospital of Saint
Louis (Le Musée de l’Hôpital Saint-
Louis)
This museum is most known for its
vast dermatologic collection – wa-
tercolors and wax casts depicting a
host of skin diseases, many of
which have been on display since
the museum’s opening in 1867.
There are more than 4,800 casts of
skin diseases, with a strong concen-
tration on the various manifesta-
tions of syphilis, and all of the

remarkable casts are visible in the
online collection.

Portions of the hospital itself exist
as an architectural museum. There
are examples of the original build-
ings that date from the hospital’s

founding in the 17th century.

Pasteur Museum (Le Musée
Pasteur)
The great Louis Pasteur (1822-1895)
is represented in his own musée, lo-

cated within the Institut
Pasteur, which he found-
ed, at 25 Rue du Docteur
Roux, Paris, France.

The museum preserves
the apartment where
Pasteur spent the last 7
years of his life, as well
as the Neo-Byzantine-
style chapel in which he
is buried.

There is also an exhib-
it room containing
around 1,000 scientific
instruments on display.
The museum also hous-
es a huge collection of
historical documents
and images. ■Le Musée Pasteur houses around 1,000 scientific instruments. Louis Pasteur’s tomb shown at Le Musée Pasteur.

Le Musée de l’Hôpital Saint-Louis displays more than 4,800 casts of skin
diseases.
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Le Musée d’Histoire de la Médecine contains many surgical and diagnostic
instruments.
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SUMMARY OF PRODUCT INFORMATION
HUMIRA 40 mg, solution for injection in pre-filled syringe or pre-filled pen

HUMIRA 40 mg/0.8 ml, solution for injection for paediatric use

HUMIRA 40 mg, solution for injection in syringe or pre-filled pen
Humira 40 mg/0.8 ml, solution for injection for paediatric use

COMPOSITION
Each 0.8 ml single dose pre-filled syringe or a 0.8 ml single dose pre-filled pen or a 0.8 ml single use vial contains 40 mg of
adalimumab. Excipients q.s.
THERAPEUTIC INDICATIONS
40 mg pre-filled syringe and pen:
Rheumatoid arthritis
Humira in combination with methotrexate, is indicated for:
• the treatment of moderate to severe, active rheumatoid arthritis in adult patients when the response to disease-modifying

anti-rheumatic drugs including methotrexate has been inadequate.
•  the treatment of severe, active and progressive rheumatoid arthritis in adults not previously treated with methotrexate.
Humira can be given as monotherapy in case of intolerance to methotrexate or when continued treatment with methotrexate
is inappropriate.
Humira has been shown to reduce the rate of progression of joint damage as measured by X-ray and to improve physical function,
when given in combination with methotrexate.
Axial spondyloarthritis
Ankylosing spondylitis (AS)
Humira is indicated for the treatment of adults with severe active ankylosing spondylitis who have had an inadequate response
to conventional therapy.
Axial spondyloarthritis without radiographic evidence of AS
Humira is indicated for the treatment of adults with severe axial spondyloarthritis without radiographic evidence of AS but with
objective signs of inflammation by elevated CRP and / or MRI, who have had an inadequate response to, or are intolerant to
nonsteroidal anti-inflammatory drugs.
Psoriatic arthritis
Humira is indicated for the treatment of active and progressive psoriatic arthritis in adults when the response to previous disease-
modifying anti-rheumatic drug therapy has been inadequate. Humira has been shown to reduce the rate of progression of peripheral
joint damage as measured by X-ray in patients with polyarticular symmetrical subtypes of the disease and to improve physical function.
Psoriasis
Humira is indicated for the treatment of moderate to severe chronic plaque psoriasis in adult patients who failed to respond to
or who have a contraindication to, or are intolerant to other systemic therapy including cyclosporine, methotrexate or PUVA.
Crohn’s disease
Humira is indicated for treatment of moderately to severely active Crohn’s disease, in adult patients who have not responded despite
a full and adequate course of therapy with a corticosteroid and/or an immunosuppressant; or who are intolerant to or have medical
contraindications for such therapies.
Ulcerative colitis
Humira is indicated for treatment of moderately to severely active ulcerative colitis in adult patients who have had an inadequate
response to conventional therapy including corticosteroids and 6-mercaptopurine (6-MP) or azathioprine (AZA), or who are
intolerant to or have medical contraindications for such therapies.
40 mg pre-filled syringe and pen and 40 mg/0.8 ml solution for injection for paediatric use:
Polyarticular juvenile idiopathic arthritis
Humira in combination with methotrexate is indicated for the treatment of active polyarticular juvenile idiopathic arthritis, in children
and adolescents from the age of 2 years who have had an inadequate response to one or more disease-modifying anti-rheumatic
drugs (DMARDs). Humira can be given as monotherapy in case of intolerance to methotrexate or when continued treatment with
methotrexate is inappropriate. Humira has not been studied in children aged less than 2 years.
Paediatric Crohn’s Disease
Humira is indicated for the treatment of severe active Crohn’s disease in paediatric patients (from 6 years of age) who have had
an inadequate response to conventional therapy including primary nutrition therapy, a corticosteroid, and an immunomodulator,
or who are intolerant to or have contraindications for such therapies.
POSOLOGY AND METHOD OF ADMINISTRATION
Humira treatment should be initiated and supervised by specialist physicians experienced in the diagnosis and treatment of
conditions for which Humira is indicated. Patients treated with Humira should be given the special alert card.
40 mg pre-filled syringe and pen
Rheumatoid arthritis, ankylosing spondylitis, axial spondyloarthritis without radiographic evidence of AS and psoriatic arthritis
The recommended dose of Humira is 40 mg adalimumab administered every other week as a single dose via subcutaneous injection.
In monotherapy in rheumatoid arthritis, some patients who experience a decrease in their response may benefit from an increase in
dose intensity to 40 mg adalimumab every week.
Psoriasis
The recommended dose of Humira for adult patients is an initial dose of 80 mg administered subcutaneously, followed by 40 mg
subcutaneously given every other week starting one week after the initial dose.
Continued therapy beyond 16 weeks should be carefully reconsidered in a patient not responding within this time period.
Crohn’s disease
The recommended Humira induction dose regimen is 80 mg at Week 0 followed by 40 mg at Week 2. In case there is a need for a
more rapid response to therapy, the regimen 160 mg at Week 0, 80 mg at Week 2, can be used with the awareness that the risk for
adverse events is higher during induction.
After induction treatment, the recommended dose is 40 mg every other week via subcutaneous injection. During maintenance
treatment, corticosteroids may be tapered in accordance with clinical practice guidelines.
Some patients who experience decrease in their response may benefit from an increase in dosing frequency to 40 mg Humira every week.
Some patients who have not responded by Week 4 may benefit from continued maintenance therapy through Week 12. Continued
therapy should be carefully reconsidered in a patient not responding within this time period.
Ulcerative colitis
The recommended Humira induction dose regimen is 160 mg at Week 0 and 80 mg at Week 2. After induction treatment, the
recommended dose is 40 mg every other week via subcutaneous injection.
During maintenance treatment, corticosteroids may be tapered in accordance with clinical practice guidelines.
Some patients who experience decrease in their response may benefit from an increase in dosing frequency to 40 mg Humira every week.
Available data suggest that clinical response is usually achieved within 2-8 weeks of treatment. Humira therapy should not be
continued in patients failing to respond within this time period.
40 mg pre-filled syringe and pen and 40 mg/0.8 ml solution for injection for paediatric use
Paediatric population
Polyarticular juvenile idiopathic arthritis
From 2 to 12 years of age: The recommended dose of Humira is 24 mg/m² body surface area up to a maximum single dose of 20 mg
adalimumab (for patients aged 2-<4) and up to a maximum single dose of 40 mg adalimumab (for patients aged 4-12) administered
every other week via subcutaneous injection. The volume for injection is selected based on the patients’ height and weight (See
table in the Summary of Product Characteristics).
From 13 years of age: A dose of 40 mg is administered every other week regardless of body surface area.
Available data suggest that clinical response is usually achieved within 12 weeks of treatment. Continued therapy should be carefully
reconsidered in a patient not responding within this time period.
Paediatric Crohn’s Disease
Paediatric Crohn’s disease patients < 40 kg: The recommended Humira induction dose regimen is 40 mg at Week 0 followed by
20 mg at Week 2. In case there is a need for a more rapid response to therapy, the regimen 80 mg at Week 0, 40 mg at Week 2 can
be used, with the awareness that the risk for adverse events may be higher with use of the higher induction dose.
After induction treatment, the recommended dose is 20 mg every other week via subcutaneous injection. Some subjects who
experience insufficient response may benefit from an increase in dosing frequency to 20 mg Humira every week.
Children and adolescents weighing ≥ 40 kg: The recommended induction dose regimen is 80 mg at Week 0 followed by 40 mg at
Week 2. In case there is a need for a more rapid response to therapy, the regimen 160 mg at Week 0, 80 mg at Week 2 can be used,
with the awareness that the risk for adverse events may be higher with use of the higher induction dose.
After induction treatment, the recommended dose is 40 mg every other week via subcutaneous injection. Some subjects who
experience insufficient response may benefit from an increase in dosing frequency to 40 mg Humira every week.
Continued therapy should be carefully considered in a subject not responding by Week 12.
The Paediatric 40 mg vial is available for patients who need a lower dose than a full 40 mg dose. The 40 mg pen and a 40 mg
pre-filled syringe are available for patients to administer a full 40 mg dose.
CONTRAINDICATIONS
-Hypersensitivity to the active substance or to any of the excipients.
-Active tuberculosis or other severe infections such as sepsis, and opportunistic infections.
-Moderate to severe heart failure (NYHA class III/IV).
SPECIAL WARNINGS AND PRECAUTIONS FOR USE
Infections
Patients must be monitored closely for infections, including tuberculosis, before, during and after treatment with Humira. Treatment with
Humira should not be initiated in patients with active infections including chronic or localized infections until infections are controlled.
Patients who develop a new infection while undergoing treatment with Humira, should be monitored closely and undergo a complete
diagnostic evaluation. Administration of Humira should be discontinued if a patient develops a new serious infection or sepsis, and
appropriate therapy should be initiated until the infection is controlled.
Serious infections:
Serious infections, including sepsis, due to bacterial, mycobacterial, invasive fungal, parasitic, viral, or other opportunistic infections 
have been reported in patients receiving Humira.
Hospitalisation or fatal outcomes associated with infections have been reported.
Tuberculosis:
Tuberculosis has been reported in patients receiving Humira.
Before initiation of therapy with Humira, all patients must be evaluated for both active or inactive (“latent”) tuberculosis infection.
If active tuberculosis is diagnosed, Humira therapy must not be initiated. If latent tuberculosis is diagnosed, appropriate treatment must
be started with anti-tuberculosis prophylaxis treatment before the initiation of Humira, and in accordance with local recommendations.

Other opportunistic infections
Opportunistic infections, including invasive fungal infections have been observed in patients receiving Humira.
Hepatitis B reactivation
Reactivation of hepatitis B has occurred in patients receiving a TNF-antagonist including Humira, who are chronic carriers of this 
virus. Some cases have had a fatal outcome. Patients should be tested for HBV infection before initiating treatment with Humira.
Neurological events
TNF-antagonists including Humira have been associated in rare instances with new onset or exacerbation of clinical symptoms 
and/or radiographic evidence of central nervous system demyelinating disease and peripheral demyelinating disease.
Allergic reactions
Reports of serious allergic reactions including anaphylaxis have been received following Humira administration.
Malignancies and lymphoproliferative disorders
With the current knowledge, a possible risk for the development of lymphomas, leukaemia, and other malignancies in patients 
treated with a TNF-antagonist cannot be excluded.
A risk for the development of malignancies in children and adolescents treated with TNF-antagonists cannot be excluded.
Rare postmarketing cases of hepatosplenic T-cell lymphoma have been identified in patients treated with adalimumab.
Caution should be exercised when using any TNF-antagonist in COPD patients, as well as in patients with increased risk for
malignancy due to heavy smoking.
All patients with ulcerative colitis who are at increased risk for dysplasia or colon carcinoma, or who had a prior history of dysplasia
or colon carcinoma should be screened for dysplasia at before therapy and throughout their disease course.
Haematologic reactions
Rare reports of pancytopaenia including aplastic anaemia have been reported with TNF antagonists. Adverse events of the
haematologic system, including medically significant cytopoenia have been reported with Humira. Discontinuation of Humira therapy
should be considered in patients with confirmed significant haematologic abnormalities.
Vaccinations
Patients on Humira may receive concurrent vaccinations, except for live vaccines.
It is recommended that paediatric patients, if possible, be brought up to date with all immunisations prior to initiating Humira
therapy.
Congestive heart failure
Humira should be used with caution in patients with mild heart failure (NYHA class I/II). Humira is contraindicated in moderate
to severe heart failure. Treatment with Humira must be discontinued in patients who develop new or worsening symptoms of
congestive heart failure.
Autoimmune processes
Treatment with Humira may result in the formation of autoimmune antibodies. The impact of long-term treatment with Humira
on the development of autoimmune diseases is unknown.
Concurrent administration of biologic DMARDs or TNF-antagonists
Concomitant administration of adalimumab with other biologic DMARDs (e.g, anakinra and abatacept) or other TNF-antagonists 
is not recommended.
The combination of adalimumab and anakinra is not recommended.
Surgery
There is limited safety experience of surgical procedures in patients treated with Humira. The long half-life of adalimumab should
be taken into consideration if a surgical procedure is planned.
Small bowel obstruction
Available data suggest that Humira does not worsen or cause strictures.
Older people
Particular attention regarding the risk for infection should be paid when treating the elderly.
PREGNANCY AND BREASTFEEDING
Administration of adalimumab is not recommended during pregnancy.
Administration of live vaccines to infants exposed to adalimumab in utero is not recommended for 5 months following the mother’s 
last adalimumab injection during pregnancy.
Women must not breast-feed for at least five months after the last Humira treatment.
UNDESIRABLE EFFECTS
Fatal and life-threatening infections, HBV reactivation and various malignancies have been reported with use of Humira. Serious 
haematological, neurological and autoimmune reactions have also been reported.
Adverse reactions are displayed by system organ class and frequency (very common ≥ 1/10; common ≥ 1/100 to < 1/10).
Infections and infestations: Very common: Respiratory tract infections. Common: Systemic infections, intestinal infections, skin and
soft tissue infections, ear infections, oral infections, reproductive tract infections, infections of the urinary tract, fungal infections 
and joint infections.
Neoplasms benign, malignant and unspecified: Common: skin cancer excluding melanoma, benign neoplasm.
Blood and the lymphatic system diseases: Very common: Leucopaenia, anaemia. Common: Leucocytosis, thrombocytopaenia.
Immune system disorders: Common: Hypersensitivity, allergies.
Metabolic and nutritional problems: Very common: Increase in lipid levels. Common: Hypokalaemia, increase in uric acid, abnormal
levels of sodium in the blood, hypocalcaemia, hyperglycaemia, hypophosphataemia, dehydration.
Psychiatric disorders: Common: Mood alterations, anxiety, insomnia.
Nervous system disorders: Very common: Headaches. Common: Paraesthesia, migraine, compression of the nerve roots.
Eye disorders: Common: Visual impairment, conjunctivitis, blepharitis, swelling of the eyes.
Ear and labyrinth disorders: Common: Vertigo.
Cardiac disorders: Common: Tachycardia.
Vascular disorders: Common: Hypertension, flushing, haematoma.
Respiratory, thoracic and mediastinal disorders: Common: Asthma, dyspnoea, cough.
Gastrointestinal disorders: Very common: Abdominal pain, nausea and vomiting. Common: Gastrointestinal bleeding, dyspepsia,
gastroesophageal reflux disease, sicca syndrome.
Hepato-biliary disorders: Very common: Elevated liver enzymes.
Skin and subcutaneous tissue disorders: Very common: Rash. Common: Worsening or new onset of psoriasis, urticaria,
bruising, dermatitis, onychoclasis, hyperhydrosis, alopaecia, pruritus.
Musculoskeletal and connective tissue disorders: Very common: Musculoskeletal pain. Common: Muscle spasms.
Renal and urinary disorders: Common: Renal impairment, haematuria.
General disorders and administration site conditions: Very common: Injection site reaction. Common: Chest pain, oedema, pyrexia.
Investigations: Common: Coagulation and bleeding disorders, positivity to autoantibodies, increase in levels of lactate
dehydrogenase in the blood.
Injury, poisoning and procedural complications: Common: Impaired healing.
Infections
In the pivotal controlled trials, the rate of infection was 1.52 per patient-year in the Humira treated patients and 1.45 per patient-year
in the placebo and active control-treated patients. The incidence of serious infections was 0.04 per patient-year in Humira treated
patients and 0.03 per patient-year in placebo and active control-treated patients.
Malignancies and lymphoproliferative disorders
When combining controlled portions of these trials and ongoing and completed open label extension studies with a median duration
of approximately 3.4 years including 5,727 patients and over 24,568 patient-years of therapy, the observed rate of malignancies,
other than lymphoma and non-melanoma skin cancers is approximately 8.8 per 1,000 patient-years. The observed rate of non-
melanoma skin cancers is approximately 10.3 per 1,000 patient-years, and the observed rate of lymphomas is approximately 1.4
per 1,000 patient-years.
In post-marketing experience predominantly in patients with rheumatoid arthritis, the reported rate of malignancies is approximately
2.7 per 1,000 patient treatment years. The reported rates for non-melanoma skin cancers and lymphomas are approximately 0.2
and 0.3 per 1,000 patient treatment years, respectively.
Rare post-marketing cases of hepatosplenic T-cell lymphoma have been reported in patients treated with adalimumab.
Autoantibodies
Two patients out of 3,441 treated with Humira in all rheumatoid arthritis and psoriatic arthritis studies developed clinical signs 
suggestive of new-onset lupus-like syndrome.
Hepato-biliary events
There have been post-marketing reports of liver failure as well as less severe liver disorders that may precede liver failure,
such as hepatitis including autoimmune hepatitis in patients receiving adalimumab.
Concurrent treatment with azathioprine/6-mercaptopurine
In adult Crohn’s disease studies, higher incidences of malignant and serious infection-related adverse events were seen with the
combination of Humira and azathioprine/6-mercaptopurine compared with Humira alone.
Adverse effects reporting: Through the national reporting system: www.ansm.sante.fr.
PHARMACOLOGICAL PROPERTIES
Selective immunosuppressive agents
SPECIFIC STORAGE PRECAUTIONS
Store in a refrigerator (2°C – 8°C). Do not freeze. Keep the pre-filled pen in the outer carton in order to protect from light.
A single Humira pen may be stored at temperatures up to a maximum of 25°C for a period of up to 14 days. The pen must be
protected from light, and discarded if not used within the 14-day period.
MARKETING AUTHORIZATION HOLDER
AbbVie Ltd
Maidenhead
SL6 4XE
UK 
MARKETING AUTHORIZATION NUMBER
Humira 40 mg solution for injection in pre-filled syringe, box of 2 pre-filled syringes: EU/1/03/256/003
Humira 40 mg solution for injection in pre-filled pen, box of 2 pre-filled pens: EU/1/03/256/008
Humira 40 mg/0.8 ml solution for injection for paediatric use, box of 2 vials:
EU/1/03/256/001
DATE OF THE FIRST AUTHORIZATION
September 8, 2003
TEXT REVISION DATE
March 20, 2014
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