
Thanks to anti–tumour necrosis factor inhibitors and
other highly effective biologic therapies, rheumatolo-

gists are increasingly embracing
treat to target, a strategy in which
patients are closely monitored and
medications adjusted until a patient
has the least disease activity possible.

Ample evidence from ran-
domised, controlled trials has shown
treat to target – sometimes referred
to as tight control – to result in bet-
ter outcomes than standard therapy
in rheumatoid arthritis patients. 

But in psoriatic arthritis (PsA), a
more heterogeneous disorder with
skin and nail manifestations as well as joint and con-
nective tissue involvement, remission has historically
been less well defined. Only in recent years have end-
points been developed and validated for minimal dis-
ease activity in PsA, and evidence in support of a
treat-to-target approach is now slowly trickling in. 

This morning, Dr. Arthur Kavanaugh of the Universi-
ty of California, San Diego, will present results from a 5-

Psoriatic Arthritis continued on page 3

Treat to Target Shows
Durable Improvements
In Psoriatic Arthritis

Dr. Arthur 
Kavanaugh

Magnetic resonance imaging
detects significant struc-
tural joint damage several

years before radiographic knee os-
teoarthritis is apparent, according
to study findings to be
presented this after-
noon.

During a Clinical Sci-
ence Session, Dr. Frank
Roemer will report the
findings of a nested
case-control study
looking to see if prera-
diographic damage
could be observed on
MRI and if so, how the
severity of this damage
might influence the
risk of incident radio- 
graphic knee OA. 

“The most important result of
our study was to show that os-
teoarthritis is a disease that starts
much earlier than previously
thought,” Dr. Roemer said in an in-

terview. He is an associate profes-
sor of radiology at the University
of Erlangen-Nuremberg (Ger-
many) and at Boston University in

Changes on MRI Seen Years Before
Radiographic Knee Osteoarthritis

Do you think EULAR has done a good job
connecting with and meeting the education-

al needs of young researchers and clinicians?
That’s what Dr. Christ-

ian Beyer and his col-
leagues hoped to find out
when they conducted an
online survey of clinicians
and researchers under the
age of 40 who work in the
field of rheumatology.
The survey was developed
by the Emerging EULAR
Network (EMEUNET)
and the EULAR Standing
Committee on Education
and Training (ESCET).

Dr. Beyer says that taking the pulse of young
researchers is especially important in rheuma-
tology, which is going through major changes,
particularly in diagnostics and therapeutics.
“Training and education play a central role for
an auspicious development of rheumatology,”
said Dr. Beyer, who’s an EMEUNET member.

Survey Gives a Status
Report on EULAR’s
Educational Program

Educational Program continued on page 3
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3 years later, osteophytes are visible at the
medial femoral and tibial joint margins.

Osteoarthritis continued on page 2

Dr. Christian
Beyer
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AP radiograph shows very small osteophyte
at the medial tibial joint margin (arrowhead).
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the United States, where he codirects
the Quantitative Imaging Center.

Radiography, the most commonly
used method to diagnose OA, detects
the disease in its advanced stages, no-
tably when osteophytes are present
or once there is apparent
joint space narrowing.
“Our study, with multiple
time points analysed,
showed us that the 2 years
prior to disease diagnosis
seem to be the most rele-
vant for the development
of disease. It seems that 3-
4 years prior to [radio- 
graphic] diagnosis, some of
the features detected might
still be reversible or have less impact
for later disease onset.” 

Dr. Roemer, together with col-
leagues in Austria, Australia, and the
United States, examined MRI scans
of 710 knees from participants en-
rolled in the Osteoarthritis Initiative
(OAI) cohort. This cohort consists of
almost 5,000 individuals with, or at
risk of, knee OA, and control sub-
jects with no knee OA, who have
been assessed annually over a 5-year
period. A total of 355 knees that de-
veloped radiographic knee OA by the
year 4 assessment point were
matched to 355 control knees that
did not, based on age, gender, and
baseline radiographic score (i.e., a
Kellgren-Lawrence grade of 0 or 1).

Annual MRIs were obtained with 3-

T scanners that were read for the
presence of several structural joint
changes, including subchondral bone
marrow lesions (BMLs); cartilage
damage; meniscal damage and extru-
sion; and Hoffa and effusion synovitis. 

None of the structural
features that were observed
on MRI 3-4 years before ra-
diographic OA predicted
the incidence of radio- 
graphic OA, but several of
the features present 1-2
years prior to radiographic
(incident) OA were strong
predictors. Indeed, 2 years
before radiographic dam-
age was confirmed, 36.1%

of case knees and 20.5% of control
knees showed signs of medial menis-
cal damage (odds ratio, 2.44), and
around 60% and 38%, respectively,
showed Hoffa synovitis (OR, 2.31). At
1 year before incident OA, Hoffa sy- 
novitis was evident in a much higher
percentage of incident OA knees,
compared with control knees (59.3%
vs. 38.5%; OR, 1.71). Incident OA also
was associated with effusion synovitis
(58.8% vs. 38.8%; OR, 1.76) and medi-
al tibiofemoral BMLs (7.8% vs. 1.2%;
OR, 6.5).

One of the main limitations of the
study is that the sample size is rela-
tively small despite the use of data
from the OAI, which is currently the
largest epidemiologic OA study con-
ducted to date. Another caveat is that

the study population is based in
North America, and the researchers
may assume that their findings are
translatable to other populations
around the globe, which needs to be
proven in future large studies

Asked if MRI should replace radiog-

raphy for diagnosis of OA, Dr. Roe-
mer answered that diagnosis should
still be based on the clinical and radio- 
graphic findings in the vast majority
of cases, with MRI helping to rule out
other differential diagnoses and to
clarify any discrepancies between clin-
ical and radiographic findings.

“Until a few years ago, OA was con-
sidered a disease of ‘wear and tear’ of
cartilage only,” Dr. Roemer said. “MRI
has enabled us to understand that OA
is a whole-joint disease with multiple
tissues interacting closely, and inflam-

mation is an especially important play-
er in early disease. Furthermore …
meniscal damage appears to be a key
driver of OA disease onset.”

The next step will be to disentangle
the chronological order of events, he
suggested, perhaps with shorter inter-

vals between MRI scans. OA could be
triggered by an insult to any joint
component, with other insults follow-
ing, or it could also be a simultaneous
deterioration of several joint tissues. 

Dr. Roemer is a shareholder of
Boston Imaging Core Lab. ■

Clinical Science Session
Imaging biomarkers in arthritis.

Are MRI/US useful tools?
Thursday 13:30-15:00

Meridien I (Renoir)

Predictors Seen 1-2 Years Ahead
Osteoarthritis from page 1

An axial MR image of grade 3 effusion-
synovitis (asterisk) shows Intraarticular
fluid and synovial thickening.

Sagittal intermediate-weighted fat
suppressed image shows grade 3 Hoffa-
synovitis (arrows) in Hoffa’s fat pad.
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Dr. Frank Roemer

Eurofever Project Focuses on Autoinflammatory Diseases
Alarge international registry aims to gather ex-

tensive data on the presentation, complications,
and treatment response of rare autoinflammatory
diseases in both children and adults, according to
principal investigator Dr. Marco Gattorno.

Launched in 2009, the Eurofever Project is being
conducted in 67 rheumatology centres across 31
countries. So far it has accumulated nearly 3,000
patients, about 70% of whom are children, Dr.
Gattorno said in an interview.

“Eurofever registry gives an epidemio-
logical overview of the distribution and
prevalence of these rare disorders in Eu-
rope and other countries,” he said. “The
aim was to understand who the patients
are and who is following them. The registry is also
collecting information on the clinical manifesta-
tions and complications associated with different
diseases and on the response to treatment from
disease onset to enrollment.”

An online survey collects information on 15 of
these rare diseases. Several present very early in
life as sudden-onset, recurrent fever, often accom-
panied by rash, serositis, lymphadenopathy, or

arthritis. Disease flares are usually separated by
symptom-free intervals of variable duration, char-
acterised by complete well-being, normal growth,
and normalisation of acute-phase reactants. This
cycle can result in a considerable delay in diagno-
sis, the project has determined.

The project also is intended to help rheumatolo-
gists decide whether to refer patients for genetic
testing, said Dr. Gattorno, a paediatric rheumatol-

ogist at the IRCCS Institute Giannina
Gaslini in Genoa, Italy.

As an aid to the decision-making
process, Eurofever investigators con-
structed an online diagnostic tool. It
asks questions about some crucial items

(age, abdominal and chest pain, aphthosis, diar-
rhea, and family history) that are highly associated
with periodic fevers in children. A flow chart then
advises the physician whether to refer for genetic
testing, which is free when the patient is seen at a
participating centre. Dr. Gattorno described the
tool as a way “to identify children at higher risk of
carrying mutations of genes associated with peri-
odic fever.”

“Thanks to the large Eurofever international
registry, we are now developing new evidence-
based diagnostic and classification criteria for the
four monogenic periodic fevers: TRAPS [tumour
necrosis factor receptor–associated periodic syn-
drome], CAPS [cryopyrin-associated periodic syn-
drome], FMF [familial Mediterranean fever], and
MKD [mevalonate kinase deficiency],” he said.

Eurofever is sponsored by the Executive Agency
for Health and Consumers of European Union and
other EU grants, as well as unrestricted grants by
Novartis and SOBI, from which Dr. Gattorno has
received speaker’s fees. The technical expertise is
provided by the Paediatric Rheumatology Interna-
tional Trials Organisation (PRINTO). The registry
is actively enrolling patients. Information on the
registry and how to participate can be found at the
Eurofever website (www.printo.it/eurofever). ■

PReS Session
Autoinflammatory diseases 
Thursday 13:30-15:00

Room Maillot
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year extension of a randomised, con-
trolled trial of golimumab in patients
with PsA that show better long-term
outcomes in those able to achieve
minimal disease activity (MDA)
through a treat-to-target strategy. 

“I think [the study] does provide
some evidence suggesting that treat
to target could well be a valuable
goal for PsA, Dr. Kavanaugh said. 

Dr. Kavanaugh and his colleagues’
study used data from an open-label
extension of a clinical trial in which
about 400 patients were randomised
to receive golimumab at 50 mg or
100 mg, or placebo; all placebo pa-
tients were crossed over to golimum-
ab treatment at 24 weeks and, during
the long-term, open-label extension
of the trial, were followed for as long
as 252 weeks. Patients were assessed
at 14, 24, and 52 weeks, then yearly
until week 252. The investigators
used a validated composite endpoint
that included measures of skin, joint,
and enthesis involvement. 

About half of the patients (44.2%
of those randomised to placebo and
51.7% of those randomised to active
treatment) achieved persistent MDA
over three or more consecutive time
points during follow-up, and investi-

gators saw significantly better clinical
meaningful Health Assessment
Questionnaire improvement and less
radiographic progression in patients
who had achieved MDA, regardless
of treatment allocation. 

Patients who achieved MDA after
crossing over had improvements that
were similar to those who started on
golimumab at baseline, suggesting
that delayed treatment initiation does
not result in a worsening of physical
function or radiographic progression.

“These data suggest that even
though a patient may show up with
months of uncontrolled disease, it is
still a viable goal to treat them to try
to get MDA,” Dr. Kavanaugh said.

Dr. Kavanaugh said that further
studies in PsA patients were needed
to confirm that treat-to-target strate-
gies resulted in better long-term dis-
ease outcomes. 

Dr. Kavanaugh disclosed research
and grant support from Abbott, Am-
gen, Janssen, and UCB. His coau-
thors disclosed financial support
from additional manufacturers, and
three were employees of Janssen. ■

Abstract Session
Genes, disease activity, and

treatment of psoriatic arthritis
Thursday 10:15-11:45 

Room 352

‘A Valuable Goal’
Psoriatic Arthritis from page 1

Effectiveness of Generalised OA Therapies Is a Toss-Up

Intensive group-based treatment is no more ef-
fective than a scaled-down telephone support
programme in improving the level of daily

function in patients with generalised osteoarthri-
tis, according to results from a randomised study.

Patients who received more intensive
support face to face in a group had no
better daily function than did patients
who had less intensive interaction by
telephone in the study of 158 patients
with generalised osteoarthritis (OA)
who participated in either intervention
over 6 weeks. 

Instead, the key may be in focusing
support programmes on exercise thera-
py, said lead author and PhD student
Nienke Cuperus, who will be presenting
her findings this afternoon.

Ms. Cuperus explained that before now, most re-
search had focused on the effectiveness of non-
pharmacological interventions in patients with
localised OA, despite generalised OA patients rep-
resenting a large subgroup of patients. 

Rectifying this gap in the research, Ms. Cuperus
and colleagues randomised patients to group or
telephone therapy and measured patient outcomes
at 6 weeks and 6 months using the Health Assess-
ment Questionnaire-Disability Index (HAQ-DI)
score and the Patient Specific Functioning Scale.

Patients allocated to group therapy had six face-

to-face sessions supervised by a physical therapist,
with the involvement of an occupational therapist,
rheumatology nurse, and a dietician. 

The sessions lasted 2-4 hours and focused on ed-
ucation, self-management, and goal setting, with

patients also taking part in a tailored ex-
ercise program.

Patients randomised to the telephone
programme had two face-to-face group
sessions followed by four phone calls up
to 30 minutes long from a rheumatol-
ogy nurse, with the involvement of a
physical therapist. 

Results showed no differences be-
tween the treatment groups on the
HAQ-DI scores, but significant improve-
ments were seen on the Patient Specific

Functioning Scale after 6 weeks and 6 months for
both treatment groups. 

The results were a surprise, said Ms. Cuperus, a
human movement scientist in the department of
rheumatology at Sint Maartenskliniek, in Nijmegen,
the Netherlands.

“We expected the group-based treatment to be
more effective than the telephone group because
of the higher intensity of the face-to-face treat-
ment, the higher number of sessions – including
an exercise programme – and the fact that more
disciplines were involved,” she said in an interview. 

The face-to-face group had significant improve-

ments in pain and fatigue, compared with patients
in the telephone group, which was most likely ex-
plained by the fact that the face-to-face patients
had more exercise sessions and more time to learn
about physical activity, pain management, and ac-
tivity pacing, Ms. Cuperus said. 

Overall, “both interventions are effective for OA
patients in offering starting points to learn how to
manage and cope with the consequences of the
disease,” Ms. Cuperus said.

The results suggested that the “choice of mode
of treatment delivery could be based on patients’
preferences and costs,” she said, adding that most
patients in the study preferred the face-to-face
treatment option and were reluctant to be contact-
ed by telephone. 

“But to actually improve daily function, I think
the programmes need to be more focused on exer-
cise therapy,” she concluded. 

The researchers are currently conducting re-
search into which of the interventions is the most
cost effective. They declared having no conflicts of
interest. ■

Health Professionals Session
eHealth Literacy on Rheumatic Diseases –

Analysing the power of the Internet
Thursday 15:30-17:00

Amphi Havane

Nienke Cuperus

He and his colleagues have re-
ceived a total of 773 responses to
the survey. Most of the respondents
are from Europe, but some are from
the United States or other countries.

Rheumatology training varies
among the European nations: While
EULAR has attempted to establish a
standardized educational program,
it likely still needs to be expanded
and continued, Dr. Beyer said in an
interview. The program was “based
on presumptions on what might be
helpful for young clinicians and sci-
entists within our field,” he says.
“Nobody, however, has ever investi-
gated if these presumptions from
leading experts were true.”

Surprisingly, at least so far, most
of the respondents have been very
positive about EULAR’s efforts,
said Dr. Beyer, a member of the
Department of Medicine III and In-
stitute for Clinical Immunology at
the University of Erlangen-Nurem-
berg (Germany).

A little less than half of the par-
ticipants so far were trainees in
rheumatology, and about a third
served as junior faculty. About two-
thirds of their time is spent on clin-
ical work and a quarter conducting

research. A majority – more than
60% – conducted clinical or epi-
demiological research.

Another surprise: More than
three-quarters of the respondents
said that they intend to work in a
hospital or an academic setting.
There was very little interest in go-
ing to work for a pharmaceutical

company, Dr. Beyer said.
He will present the most up-to-

date findings – including responses
on which EULAR courses got the
highest ratings and what factors in-
fluenced whether clinicians and re-
searchers participated in the online
courses – on Thursday afternoon.

Dr. Beyer expects the survey re-
sults to help inform how EULAR –
through EMEUNET and ESCET –
designs its educational program in
the future. “We consider this sur-
vey as a first step of more regular
reevaluations of the current educa-
tional program,” he said. ■

The Young Rheumatologist
Career Development

Thursday 13:30-15:00
Room 242

Positive Findings
Educational Program from page 1
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Cyclists Make Their Final Trip to the Congress

Members of Biking Against
Rheumatism in Europe set off on
their bicycles from the European

Union Parliament in Brussels on 7 June,
reaching Le Palais des Congrès de Paris
Wednesday afternoon.

This was the ninth and final time that
Biking Against Rheumatism in Europe
(BaRiE) rode from Brussels to the site of
the EULAR Congress. The organiza-
tion’s first trip was to the 2006 Congress
in Amsterdam.

BaRiE, which is dedicated to increas-
ing public and political awareness of
rheumatic diseases, rode their bicycles
for the entire distance from Brussels to
Paris – more than 300
km – and travelled
about 80-100 km each
day. This shorter, but
more intense, trip than
past expeditions neces-
sitated a smaller group
of riders. In total, 12
people, including 2
rheumatologists, 2
health professionals,
and 8 patients made
the trip. 

As part of BaRiE’s
celebration of its last
ride to the EULAR

Congress, the riders attended a public
biking event on 8 June in Mons, Belgium,
to support Belgian scientific research in
rheumatology.

The group’s main sponsor for the trip
is the Royal Belgian Society of Rheuma-
tology, in collaboration with the patient
association CLAIR (La Confédération
pour la Lutte contre les Affections In-
flammatoires Rhumatismales) and
Reumanet, according to the trip’s organ-
iser, Prof. Patrick Durez, chief of the
rheumatology service at the Cliniques
Universitaires Saint-Luc, the academic
hospital of the Université catholique de
Louvain. ■
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Factors That Lead to
Gout Often Differ in
Men and Women

Women appear to have
different predisposing
risk factors for gout

than do men, who more often
fit the stereotypical profile of
patients with gout
who consume foods
that increase the risk
of the disease.

In the study based
on data collected
from participants in
the Consortium of
Rheumatology Re-
searchers of North
America (COR-
RONA) gout reg-
istry, women with
gout were more likely to have
taken predisposing medications
and to have more gout-associ-
ated comorbidities, whereas
men were more likely to con-
sume foods linked to the disor-
der, such as alcohol and red
meat, according to Dr. Leslie
Harrold, scientific director of
the CORRONA gout registry.
She will present the results of
the study Thursday afternoon.

“We live in an era of person-
alised medicine,” she said in an
interview. “These findings
speak to the need to tailor our
evaluations and treatments
based on the patient. There
cannot be a one-size-fits-all ap-
proach. We need to approach
women with gout differently
than men with gout.”

Patients in the gout study
were enrolled in 2012-2013.
Data gathered from patients
and their rheumatologists at
study enrollment included de-
mographics, predisposing fac-
tors (comorbid conditions,
medications, diet), gout dis-
ease characteristics, current
treatments, and physical exam
findings.

The 54 participating rheuma-
tologists enrolled 1,167 gout pa-
tients (239 women). Women
were significantly older than
men (71 years vs. 61years) and
had higher body mass index (34
kg/m2 vs. 23 kg/m2). They also
were significantly more likely to
have hypertension (77% vs.
57%), diabetes (28% vs. 17%),
and renal disease (25% vs. 14%).

Women also had a shorter
duration of gout when en-
rolled (6 years vs. 11 years) and
were less likely to have a crys-
tal-proven diagnosis (26% vs.

35%).
Medication risk

factors for gout, such
as diuretics, were
more common in
women (49% vs.
22%), while dietary
risk factors were
more frequent in
men, who consumed
significantly more
beer, hard liquor,
beef, and pork.

Although the clinical features
of gout were similar between
the genders at the time of ini-
tial diagnosis, women reported
more frequent disability.
Women were more likely to
have contraindications to treat-
ment with NSAIDs or
colchicine, but women with
tophi or active disease – de-
fined as two or more flares per
year – used urate-lowering
therapy at a rate that was not
statistically different from men
(78% vs. 84%).

“I think what is most inter-
esting is that the profile of
men and women with gout dif-
fers,” said Dr. Harrold of the
division of rheumatology at
the University of Massachu-
setts, Worcester, United
States. “Doctors usually have a
single concept of the typical
patient. But instead, here we
have to realise that the typical
woman with gout is different
than the typical man with
gout. That should frame our
evaluation of suspected cases.”

A number of pharmaceuti-
cal companies have financially
supported the CORRONA
registry. In the last 5 years,
Dr. Harrold has received re-
search funding from Takeda
and has a pending grant with
AstraZeneca. ■

Clinical Science Session
Changing concepts of gout
Thursday 15:30-17:00

Meridien I (Renoir)

Dr. Leslie 
Harrold

Patient-Provider Relationship
Shapes Chronic Pain Outcomes

Chronic pain affects an estimated one
in five adults in Europe alone, with
musculoskeletal conditions being one

of the most significant contributors to-
wards this high toll. As a subjective and
personal experience for patients, linked to
both depression and anxiety, chronic pain is
not only hard to define, but also often very
difficult for physicians to treat. 

This afternoon, Kevin E. Vowles, Ph.D.,
a clinical psychologist and assistant pro-
fessor at the University of New Mexico,
Albuquerque, United States, will discuss
the patient-provider relationship with re-
spect to the psychological as-
pects of chronic pain
management and the charac-
teristics for effective treatment.
He will highlight how there is
a reliable, predictable, but al-
beit modest, effect of the
strength or quality of the pa-
tient-provider relationship on
treatment outcome (Curr. Pain
Headache Rep. 2012;16:133-8). 

“Chronic pain is very tricky
to treat,” Dr. Vowles acknowl-
edged in an interview. “For a number of
patients, their pain is essentially perma-
nent, and it’s not treatable in the sense
that we are ever going to make it go
away.” As a result, treatment tends to fo-
cus on helping people to be as functional
as they possibly can, given their continu-
ing pain, he added.

How physicians conduct themselves
during the therapy session and how this
may influence the success or failure of
treatment will be one of the main themes
discussed. One of the chief factors of this
is whether or not the patient trusts his or
her provider and shows that they have the
patient’s best interests in mind. This can
affect patients’ adherence to providers’ rec-
ommendations. “What we know doesn’t
work very well with patients is just telling
them what to do. Human beings are not
very compliant with things like that,” Dr.
Vowles said. Some other characteristics of
effective treatment to be discussed concern
behavioural change and helping people be-
come more psychologically adaptive to-
wards the pain that they experience.

Specific recommendations on how to
enhance the patient-provider relationship
will be included in the talk, such as show-
ing empathy and genuine concern. Pa-
tients with chronic pain can be difficult
and “rather grumpy” to deal with and not
engender natural feelings of empathy
among their health care providers. So
how can providers show patients that
they are being empathic toward them? 

“This is an area where there is some de-
bate,” Dr. Vowels conceded. Although

there are some who believe that “faked”
empathy does not have the same effect as
“genuine” empathy, by definition empa-
thy is how a person behaves. “It’s not that
people are naturally empathetic or not
empathetic, but there are people who be-
have empathetically or don’t behave em-
pathetically,” he suggested. 

“Psychology is really all about behav-
iour change, which is why it fits to well
with the rehabilitation of chronic pain,”
he explained. “The ultimate outcome of
treatment is not to alter an internal feel-
ing, such as pain intensity, or some other

emotional experience. The ulti-
mate aim of treatment is to
change how the patient deals
with that pain and respond to it
in ways that do not adversely
impact their lives.”

Communication and behav-
iour change are thus two key
components of effective psycho-
logical treatment for chronic
pain. While there are various
physical interventions that have
been tried to manage pain, there

are dubious patient outcome data on
their effectiveness for the reduction of
chronic pain and these do not often help
with patient function.

Dr. Vowles noted that trying to deter-
mine if the pain being experienced is real
or not real is not helpful for patients.
“That dichotomy is not very useful for pa-
tients or providers,” he said. “Pain just
doesn’t work that way and it’s a really out-
dated notion.” One of the things providers
should try to help patients understand is
that of course it is going to affect emo-
tions and behaviour, but they need to help
the patient find ways to accept and act ac-
cordingly so that their pain impinges on
their lives as minimally as possible.

Psychological approaches have been
used for more than three decades to treat
chronic pain, often with much success
(Am. Psychol. 2014;69:178-87). During his
presentation, Dr. Vowels will also touch
upon the specific use of acceptance and
commitment therapy (ACT) and mindful-
ness approaches as specific forms of cogni-
tive-behavioural therapy (CBT) for chronic
pain. ACT and mindfulness approaches
may help patients put their pain into con-
text and to make behavioural changes to
accommodate their pain, even if the pain
itself is not specifically addressed. ■

Health Professionals Session
Targets and mechanisms of treatment 

in chronic pain
Thursday 13:30-15:00

Amphi Havane

Kevin E. Vowles,
Ph.D.
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Sarilumab Shown Safe, Effective in Phase III Trial 

Rheumatoid arthritis patients who
received the interleukin-6–block-
ing drug sarilumab plus

methotrexate had significantly better
short-term and 1-year outcomes than
did patients on methotrexate alone in
a phase III trial with 1,197 patients.

Sarilumab treatment was also rela-
tively safe, with no new safety con-
cerns arising from the study, Dr. Mark
Genovese will report this morning.

“Both sarilumab dose groups
showed a statistically significant im-
provement, compared to the placebo
group, thereby demonstrating that in
this study sarilumab plus methotrex-
ate improved the signs and symp-
toms of rheumatoid arthritis [RA],
improved physical function, and in-
hibited progression of joint damage
in adult patients with active RA and
inadequate response to methotrex-
ate. Importantly, in this first phase III
study with this agent, we did not see
any unique safety issues,” Dr. Gen-
ovese said in an interview.

The SARIL-RA-MOBILITY trial is
the first study to finish from a panel of
four phase III studies of sarilumab in
patients with RA. The three other
phase III trials currently in progress
have enrolled a total of about 1,400 pa-
tients. A submission to the U.S. Food
and Drug Administration for market-
ing approval of sarilumab for patients
with RA will await completion of
these three additional studies, said Dr.
Genovese, professor of medicine and
cochief of the division of immunolo-
gy and rheumatology at Stanford (Cal-
ifornia) University in the United States.

The trial enrolled patients with RA
and an inadequate response to

methotrexate alone at more than 200
centres in more than 30 countries, in-
cluding the United States. The study
randomised patients to treatment with
methotrexate plus 150 mg sarilumab
administered as a subcuta-
neous injection every 2
weeks, 200 mg injected
every 2 weeks, or placebo.

The study had three pri-
mary efficacy endpoints:
� The percentage of pa-
tients achieving an Ameri-
can College of Rheumatol-
ogy 20 response after 24
weeks of treatment, an
endpoint achieved by 58%
of 400 patients who re-
ceived 150 mg sarilumab, 66% of 399
patients who received the 200-mg
dose, and 33% of the 398 patients
who received placebo.
� The average change from baseline
in the Health Assessment Question-
naire disability index after 16 weeks,
which fell by 0.54 in patients who re-
ceived 150-mg doses of sarilumab, by
0.58 in those who received 200-mg
sarilumab injections, and by 0.30 in
those who received placebo.
� The average change from baseline
in the van der Heijde–modified total
Sharp score after 52 weeks of treat-
ment, which increased by 0.90 among
patients on the lower sarilumab dose,
increased by 0.25 in patients on the
higher dose and by 2.78 among pa-
tients who received placebo.

For all three endpoints, the differ-
ences between each of the sarilumab
groups and the placebo controls were
statistically significant as well as clini-
cally meaningful. “We are encouraged

by the potential of sarilumab to offer
a new alternative in the treatment ar-
mamentarium for patients suffering
from RA,” Dr. Genovese said. When
the two companies developing sar-

ilumab submit their ap-
proval application, they will
likely initially seek indica-
tions for treating adult pa-
tients with moderately to
severely active RA who had
an inadequate response to
disease-modifying antirheu-
matic drugs (DMARDs) or
tumour necrosis factor–al-
pha inhibitors, he predicted.

Serious adverse events
during 52 weeks of follow-

up occurred in 40 placebo patients, 62
patients on the lower sarilumab dose,
and 68 on the higher dose. The most
common serious adverse event was in-
fection, which occurred in 10 patients
on placebo, 11 patients on low-dose
sarilumab, and 17 on the higher dose.
No serious infections occurred in pa-
tients whose neutrophil level fell be-
low 1,000/mcL.

“It will be important to see the in-
tegrated safety data across the phase
III programme before making any
judgments regarding the ideal dose
and the benefit-to-safety risk ratio of
any single dose,” Dr. Genovese said.
“Among patients treated with sar-
ilumab, a dose-dependent decrease in
mean neutrophil counts was ob-
served. Serious infections were not
associated with grades 3 and 4 neu-
tropenia in this study. Increases in
mean LDL cholesterol level and
transaminases were observed. These
safety findings were consistent with

those observed in prior investigation-
al studies with sarilumab. The choice
of doses will ultimately depend on
the integrated safety data across the
program and the performance of
each dose across a broad range of
patient populations.”

Sarilumab is the first agent tested
from the class of interleukin (IL)-6
blockers. “IL-6 is a key proinflamma-
tory cytokine that impacts inflamma-
tion, bone, and metabolism,” Dr.
Genovese said. “Blockade of IL-6
should provide significant improve-
ments in all these areas. This study
has demonstrated that inhibition of
IL-6 can reduce the signs and symp-
toms of RA and help to stop the de-
struction of joints in patients with
RA. Additional phase III studies of
sarilumab are underway and should
provide additional evidence that
anti–IL-6 receptor therapy with sar-
ilumab may be a future option for RA
patients. It is possibly too early to say
if there are any special advantages or
opportunities from the strategy of IL-
6 blockage, compared with any other
class of biologic DMARD,” he said.

The trial was sponsored by Sanofi
and Regeneron, the companies devel-
oping the drug. Dr. Genovese said
that he has been a consultant to and
received research support from
Sanofi. Several coauthors are em-
ployees of Sanofi or Regeneron. ■

Abstract Session
“Novel Non-TNF Biologics

Treatment of RA”
Thursday 10:15-11:45

Room Ternes

Dr. Mark 
Genovese

Adalimumab, Etanercept Appear Safe for Children With JIA
Etanercept, adalimumab, and methotrexate used

alone appear to confer very little risk of serious
infections upon children who take them for juve-
nile idiopathic arthritis.

The risks are significantly higher when
methotrexate is combined with either of
the biologics, but overall the drugs’ safe-
ty profiles are good, according to the re-
sults of a study that Dr. Gerd Horneff, a
paediatric rheumatologist at Asklepios
Children’s Hospital, Sankt Augustin,
Germany, will present this afternoon.

At the same time, he said in an inter-
view, the best way to reduce opportunis-
tic infections in children treated for
juvenile idiopathic arthritis ( JIA) is to limit drug
exposure by achieving good disease control.

In his multivariate analysis of 3,350 treated chil-
dren with a total of 5,929 exposure-years, only dis-
ease activity level and combination therapy

showed independent, significant associations with
an increased risk of infections.

There were 28 serious infections – a rate of 4.7
per 1,000 person-years. The multivariate
analysis showed that the use of adali-
mumab and etanercept significantly in-
creased this risk, compared with metho-
trexate. For every increase in class on the
10-joint Juvenile Arthritis Disease Activi-
ty Score, the risk of serious infection in-
creased by 12%, suggesting that lowering
disease activity “is not only improving
the quality of life but also possibly lower-
ing infection risk,” Dr. Horneff said.

He was a coinvestigator on another
study that will be presented in the same session
that examined the safety of adalimumab or etaner-
cept in treating children with JIA, compared with
methotrexate. This study – the most comprehen-
sive of the long-term safety of etanercept and

adalimumab in children – involved 2,263 patients.
There were 4,500 patient-years of exposure for
etanercept, 500 patient-years for adalimumab, and
2,900 patient-years for methotrexate.

There were 75 serious adverse events among
those taking methotrexate (2.6 per 100 person-
years), 199 among those taking etanercept (4.5 per
100 person-years), and 23 among those taking
adalimumab (4.6 per 100 person-years).

The rates of malignancies between patients ever
exposed to etanercept and adalimumab, compared
with methotrexate, did not significantly differ.

Dr. Horneff has received grants from AbbVie,
Pfizer, and Roche. ■

EULAR Projects in Paediatric Rheumatology
European initiatives in paediatric rheumatology

Thursday 15:30-17:00
Room 351

Dr. Gerd Horneff
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24-Hour ECG Findings Can Predict Death in SSc

Holter electrocardiogram moni-
toring in patients with systemic
sclerosis who have signs or

symptoms of cardiac involvement can
identify abnormal heart rhythms and
should not be overlooked as a part of
screening in such patients, according
to Dr. Giacomo De Luca and Dr. Sil-
via Bosello of the Institute of
Rheumatology in Rome, Italy.

On Thursday morning, Dr. De
Luca will present results from a
study, coauthored by Dr. Bosello,
which used 24-hour electrocardio-
gram Holter monitoring in 72 select-
ed systemic sclerosis patients who
presented with signs or symptoms of
cardiac involvement such as dyspnea,
palpitations, or elevated cardiac en-
zyme levels. Patients were followed
for up to 5 years after assessment,
with a mean follow-up of 2 years.
The researchers found ventricular or
supraventricular ectopic beats, ven-
tricular and/or supraventricular
tachycardia, or rhythm alterations in
more than half of patients. 

Sudden cardiac death occurred in
five patients. Importantly, a rate of
ventricular ectopic beats (VEBs)
higher than 1,125 in a 24-hour period
showed a sensitivity of 83.3% and a

specificity of 92.5% for predicting
cardiac-related death (area under
ROC curve = 0.85, confidence inter-
val = 0.70-0.98). Patients who died of
cardiac causes had lower left ventric-
ular ejection fraction on echocardio-
graphy, and also frequently showed

an increase in cardiac enzymes, had
episodes of nonsustained ventricular
tachycardia (P less than .001), and
had a higher disease severity index
score (P less than .008).

The finding of VEBs higher than
1,125 as predictive of death, Dr. Bosel-
lo said, suggests that ECG Holter
monitoring should be used at baseline
in patients presenting with signs of
cardiac involvement. ECG Holter
monitoring is not currently in wide

use as a baseline screening measure.
Dr. De Luca concurred. “We

strongly believe that ECG Holter is
just the first exam to do in this popu-
lation, in patients with signs or
symptoms of cardiac involvement,”
he said. In patients with a high rate
of VEBs, “invasive exams such as
electrophysiological studies and en-
domyocardial biopsy should also be
considered” to better understand the
level and nature of cardiac involve-
ment, he said.

Dr. Bosello noted that not all pa-
tients with a high rate of VEBs will
yet have severe disease. “This study
can help the physician to identify pa-
tients at high risk of developing ad-
vanced cardiac disease,” and help to
define treatment options, which in-
clude both rheumatic treatments and
cardiac medications such as beta-
blockers or specific antiarrhythmic
drugs. 

“With scleroderma, it is helpful to
have a multidisciplinary group of
clinicians,” she said. “If there is an ar-
rhythmia, we need the help of a car-
diologist to determine the cardiac
therapy. But immunotherapy can
also be very helpful because, apart
from myocardial fibrosis, an impor-

tant role in arrhythmogenesis could
also be played by the inflammatory
burden (myocarditis).” 

The researchers are currently ex-
tending their study of ECG Holter
monitoring to an unselected group
of scleroderma patients to determine
whether cardiac involvement can be
discerned even before patients pre-
sent with cardiac symptoms. And,
they said, their current clinical prac-
tise incorporates a vigilant outlook
toward detecting cardiac involve-
ment early. 

“Every time we have a meeting
with the patient, we try to find out
about cardiac symptoms,” Dr. Bosel-
lo said. “We suspect that some level
of involvement may occur early in
the disease, so we have to begin
looking quickly,” she said. 

Dr. De Luca and Dr. Bosello re-
ported no conflicts of interest related
to their findings. ■

Abstract Session
Scleroderma/Myositis: Clinical

aspects, prognostic biomarkers,
outcome measures

Thursday 10:15-11:45
Room 242

Dr. Giacomo 
De Luca

Dr. Silvia 
Bosello

SLE Patients in Remission Safely Stop Immunotherapy
When patients with lupus who were in remis-

sion on an immunosuppressant drug and a
low dosage of prednisone stopped their immuno-
suppressant, 70% remained flare free 2 years off
immunosuppressant treatment, in a review of 99
patients treated at one Canadian centre.

Half of the patients were able to re-
main flare free off immunosuppressant
treatment for at least 3 years, and pa-
tients who reached 3 years off treatment
without flaring tended to remain stable,
with a very low flare rate during 2 addi-
tional years of follow-up, according to
Dr. Zahi Touma, who will report the
study’s findings this morning.

The results “confirm that stopping im-
munosuppressants is possible in a select-
ed group of lupus patients,” Dr. Touma said in an
interview. “Patients in clinical remission for at least
1 year and off corticosteroids or on small dose of
7.5 mg/day or less are appropriate candidates” for
attempting to taper down and eventually withdraw
immunosuppressant treatment, said Dr. Touma, an
assistant professor of medicine in the division of
rheumatology at the University of Toronto.

“There are no guidelines on how or when to ta-
per and stop immunosuppressants in lupus pa-
tients. At present, it is all individual physician
preference. In the Toronto Lupus Clinic, in patients
with clinically inactive lupus, we first aim to stop
corticosteroids or reach a dose of no more than 7.5

mg/day before tapering immunosuppressants.
“Both physician and patient should agree on im-

munosuppressant withdrawal and discuss the pos-
sible consequences of this approach. In our study,
among the 99 patients studied, 25 flared within 2

years and 17 patients experienced a
flared after year 2.”

When a flare occurs in these patients,
they usually restart standard of care
treatment, with a corticosteroid or an
immunosuppressant or both. The new
study did not follow outcomes in pa-
tients who flared and then restarted
standard treatment, but Dr. Touma not-
ed that “in our clinical practise, we have
witnessed patients who achieved remis-
sion after flaring, although this has not

been specifically addressed in this study.” He also
was not sure how often patients in routine com-
munity practise who meet these criteria attempt
to taper down and withdraw immunosuppressant
treatment because of the lack of evidence sup-
porting this approach.

The results also showed that a more gradual ta-
pering down of the immunosuppressant dosage
linked with a more durable remission once pa-
tients were completely off the immunosuppres-
sant. “We have shown that the rate of flare after
stopping immunosuppressants was lower in the
group of patients who tapered gradually versus
faster,” Dr. Touma said. “In our centre, we aim to

taper by 25% from the baseline dose of immuno-
suppressant in stages, reducing by 25% every 3-6
months so that complete withdrawal is accom-
plished over 1-2 years.”

The review included 1,678 patients with lupus
seen at the Toronto Lupus Clinic, of whom 973
ever received immunosuppressant-drug treatment,
and 99 of whom reached remission while on a
prednisone dosage of 7.5 mg/day or less and also
had no proteinuria or lupus-related thrombocy-
topenia or leucopenia. More than half of these 99
patients had been maintained on azathioprine pri-
or to stopping their immunosuppressant drug,
with smaller numbers of patients maintained on
either methotrexate or mycophenolate mofetil.

After 2 years, 25 of the 99 patients had flared,
which worked out to a 30% flare rate in a Kaplan-
Meier analysis. In the same analysis, 46% of pa-
tients flared after 3 years off treatment, and 51%
by 5 years off treatment. Patients who were sero-
logically active at the time they stopped immuno-
suppressant therapy were more likely to flare, but
Dr. Touma did not suggest using this as a criterion
to select patients to withdraw from treatment.

Dr. Touma said that he had no disclosures. ■

Abstract Session
SLE, Sjögren’s Syndrome – treatment

Thursday 10:15-11:45
Amphi Bordeaux

Dr. Zahi Touma
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Meta-Analysis Compares Latent TB Screening

Patients scheduled to receive anti–tumour
necrosis factor medicines must first be tested
for latent tuberculosis infection and treated

with a prophylactic course of antibiotics if appro-
priate. But “there’s still no gold standard for the
screening of latent TB,” according to Dr. Marie
Locci of the Centre Hospitalier Univer-
sitaire Nimes (France). 

The tuberculin skin test (TST), in long-
time use, frequently results in false-posi-
tive results, usually because of previous
vaccination with Bacillus Calmette-
Guérin (BCG) or environmental my-
cobacterial exposures. False positives can
lead to unnecessary and prolonged expo-
sure to antibiotics. False-negative TST re-
sults also can occur in patients with
immune-mediated inflammatory diseases
or who are taking immunosuppressive drugs.

In recent years, interferon-gamma-release assays
(IGRAs) have been shown to have a higher speci-
ficity in detecting latent TB, as they are not affect-
ed by BCG vaccination. However, Dr. Locci and
colleagues found that these may have some draw-
backs as well.

On Thursday morning, Dr. Locci will present re-
sults from a meta-analysis of 45 studies enrolling
nearly 10,000 patients with rheumatic disease or
inflammatory bowel disease who were tested prior
to biologic treatment. Dr. Locci and colleagues’
analysis revealed not only poor correspondence

between IGRA and TST results, which they ex-
pected, but also only moderate correspondence
between the results of two commercially available
assays, QuantiFERON TB Gold (QFT-Gold) and
T-Spot, with agreement seen as poor in one study,
moderate in five studies, and good in only two

studies.
Both tests are designed to evaluate the

interferon-gamma release in vitro, upon
contact with tuberculosis antigen. How-
ever, Dr. Locci said, it has been theo-
rised (if not proven) that one of the
tests might be less affected by a low
CD4 lymphocyte count in HIV patients.
And the two tests are analysed different-
ly: One must be evaluated by laboratory
technicians while the other is evaluated
by an automated process. 

While the meta-analysis showed that the IGRA
is not affected by immunosuppressive drugs, corti-
costeroid therapy significantly decreased the rate
of positivity in the T-Spot test, and showed results
close to statistical significance in decreasing posi-
tivity in the QFT-Gold test. Other studies have
also determined that corticosteroid therapy is as-
sociated with indeterminate results in the IGRA,
Dr. Locci said. It is thought that corticosteroid
treatment may be the main risk factor for an inde-
terminate result in these assays. 

Dr. Locci said that in clinical practise, the cheap-
er TST remains useful as a first screening mea-

sure, because “a negative result means that latent
tuberculosis infection is very unlikely.” For exam-
ple, in the case of a positive result in a patient
with hepatic comorbidities, “we can then propose
an IGRA test to confirm the positive result.” 

Other studies recommend beginning with QFT-
Gold, and if results are indeterminate, using the T-
Spot test, followed by TST if required. Dr. Locci
called this pathway valid, citing the cost of testing
as the main limitation.

Currently, the TST test is widely reimbursed in
France, while IGRA, if used from the outset, may
come at a cost to patients.

A common strategy in vaccinated patients is to
propose a TST first, Dr. Locci said. “If this test is
negative, most of the time we can proceed with
the biologic treatment. If it is positive (greater
than 5 mm), an IGRA test can be done. However,
it’s a common perception that the IGRA is not in-
fluenced by a TST test. Literature reviews have in
fact shown that results may be confounded by a
preceding TST if administered up to 21 days prior
to an IGRA.” 

Dr. Locci and colleagues disclosed no conflicts
of interest relating to their findings. ■

Abstract Session
What is new with anti-TNFs in RA?

Thursday 10:15-11:45
Room 342

Dr. Marie Locci
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EULAR M35 2
EULAR HEALTH PROFESSIONALS
IN RHEUMATOLOGY H8 3
EULAR PARE H18 3
EULAR HOUSING BUREAU M06 2
EUMUSC.NET H4 3
FIDIA FARMACEUTICI S.P.A. P07 1
GE HEALTHCARE P31 1
GISEA H17 3
GLAXOSMITHKLINE P38+P39 1
GUNA S.P.A. -ITALY M15 2
HEMICS P24 1
HOLOGIC M44 2
HOSPIRA M28 2
IBSA INSTITUT BIOCHIMIQUE SA P04+P05 1
IMAGE ANALYSIS LTD M18 2
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
MEDAC GMBH P36 1
MEDI P13+M12 1+2
MENARINI M26B 2
MERCK SERONO M14 2
METEOR H16 3
MIVENION M23 2
MSD M25 2
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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PARE Session
I-Patient – The role of smart decision making

Studio A

11:50-13:20
Poster Tour Level 3
T1 Poster tour: Clinical aspects and manage-

ment of psoriatic arthritis
T2 Poster tour: Emerging concepts in genomics

and genetics
T3 Poster tour: Infection-related rheumatic dis-

ease

Poster Tour Room 251
T4 Poster tour: Scleroderma and myositis – clini-

cal aspects
T5 Poster tour: PreS

Poster Tour Room 252
T6 Poster tour: SLE, Sjögren’s and APS: Aetiolo-

gy, pathogenesis, and animal models
T8 Poster tour: Osteoarthritis – Treatment and

markers

Poster Tour Room 353
T9 Poster tour: Managing RA and beyond

Poster Tour Level 2, Paris
T10 Poster tour: Spondyloarthritis – Clinical 

aspects
T11 Poster tour: RA: Prediction of outcome

Poster Tour PARE Booth
T12 Poster tour: PARE I

13:30-15:00
What is New (WIN)
WIN session 3 Grand Amphi

Clinical Science Session
Analgesics for rheumatic diseases: Re-thinking
old drugs Room Ternes
Imaging biomarkers in arthritis. Are MRI/US
useful tools? Meridien I (Renoir)
What is the target in RA? Amphi Bleu

Outcome Science Session
Development and implementation of outcome
measures Amphi Bordeaux

Challenges in Clinical Practice Session
Anti-TNF treatment: How do we stand regard-
ing tuberculosis and cancer? Meridien II (Matisse)

PReS Session
Autoinflammatory diseases Room Maillot

Basic and Translational Science Session
Joint development – A magic toolbox for the
rheumatologist Room 342
Proteasome Room 352

Health Professionals Session
Targets and mechanisms of treatment in chronic
pain Amphi Havane

The Young Rheumatologist
Career development Room 242

EULAR Projects in Epidemiology and Health
Services
Improving patient care and safety through data
acquisition and analysis Room 351
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Level A

Level 0

Registration

Access to
Grand Amphitheatre

& Cloakroom

Hotel Méridien
Espace Renoir

Espace Matisse

Grand Amphitheatre
Plenary

Registration

Self-Registration

Level 1
Conference Room

Catering

Catering

Posters Area

Posters Area

Exhibition & Catering

Room Passy

Level 2

Room Maillot

Exhibition & Catering

Room 251

Room 241
Speakers Preview

Room 242AB

Room 243

Room 252AB
Poster Tours

Room 253 Amphitheatre Bleu

Level 3
Room 351

EULAR Village
& Catering

Room 341

Studio A

Registration Desk

Congress Bags

Room 343

Room 361

Room 353

Amphitheatre Bordeaux

Amphitheatre Havane

Meeting Area

Poster Tours

Room 352AB

Room 342AB

Level 4

Posters Area

eular 2014 Situation Plan

Schedule continued from page 1

Schedule continued on page 19
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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

T-GSK0196 EULAR 267 x 330mm revised Advert.indd   1 20/05/2014   13:06
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Durable RA Remissions
Link With Early Treatment

The sooner that patients
with newly diagnosed
rheumatoid arthritis can

start on a disease-modifying
therapy, the better their
prospects for a durable, drug-
free remission, based on findings
from two different rheumatoid
arthritis cohorts.

The likelihood that
patients with rheuma-
toid arthritis (RA)
who were treated to
remission with a syn-
thetic disease-modify-
ing antirheumatic
drug (DMARD) were
then able to withdraw
from DMARD treat-
ment and remain in
long-term remission
was significantly associated with
the amount of time elapsed
from symptom onset to the start
of DMARD treatment.

Patients with a relatively short
delay from first symptoms to
starting on a synthetic DMARD,
about 4-5 months or less, had the
highest rate of later durable with-
drawal from treatment. Patients
with a longer delay to starting
treatment, on the order of 20
weeks or more, had a much low-
er rate of maintaining long-term
remission when they eventually
came off their DMARD regimen.

Importantly, “the association
between symptom duration at
treatment initiation and disease
persistency is not linear,” but in-
stead showed a steep, rapid in-
crease in disease persistency
during the first 4-5 months fol-
lowing symptom appearance
that then continued to increase,
but not as quickly, once symp-
toms were in place for more
than about 20 weeks, according
to Dr. Jessica A.B. van Nies, a
rheumatologist in training at
Leiden (the Netherlands) Uni-
versity Medical Center. She will
report these data this morning.

The findings “imply that the
window of opportunity” for
starting DMARD treatment ex-
ists and “argue against the no-
tion that treatment is equally
beneficial at any point early in
the disease,” said Dr. Annette
H.M. van der Helm-van Mil, a
rheumatologist at the university
and senior investigator on the
study. Until now “there were no

data showing that a window of
opportunity exists.”

Although much previously re-
ported data showed that early
intervention is better, “the asso-
ciation … has never before been
explored in the way we did in
this study,” Dr. van der Helm-

van Mil said in an in-
terview. “The results
add evidence to sup-
port the recommenda-
tions to treat as soon
as possible after diag-
nosis.”

Current guidelines
from both EULAR
(Ann. Rheum. Dis.
2013;73:492-509) and
the American College
of Rheumatology

(Arthritis Care Res. 2012;64:625-
39) call for starting treatment
with a synthetic DMARD early
after RA symptoms first appear,
and general practise recently has
been to try to start treatment
within 3 months of symptom
onset.

The new study used data col-
lected from 738 early RA pa-
tients enrolled in the Leiden
Early Arthritis Clinic and 533 en-
rolled in the Étude et Suivi des
Polyarthrites Indifférenciées Ré-
centes (ESPOIR) cohort. During
follow-up, 85 (12%) patients in
the Leiden group and 29 (5%) in
the ESPOIR group achieved
DMARD-free sustained remis-
sion for at least a year during 5
years of follow-up.

Analyses showed that, when
DMARD treatment started at 10
weeks after symptom onset, pa-
tients later had about a 30% re-
duction in their rate of durable
remissions, compared with pa-
tients who started on a DMARD
in the first week or 2 after symp-
tom onset. After 20 weeks, the
rate of durable remissions had
dropped by about half, com-
pared with patients who had a
very quick start to treatment.

Both investigators said that
they had no disclosures. ■

Abstract Session
Rheumatoid Arthritis:
predictors, prognosis, 

and outcome
Thursday 10:15-11:45

Meridien I (Renoir)

RA Remission More Likely With
Abatacept Plus Methotrexate

Patients with early rheumatoid
arthritis are significantly more like-
ly to achieve clinical remission at

12 months if they take abatacept in
combination with methotrexate rather
than either drug alone, findings from
the AVERT trial show.

Patients taking the combination bio-
logic therapy also were more
likely to maintain remission
after stopping treatment alto-
gether, results from the phase
III study revealed.

The findings, which will be
presented this morning by
Prof. Paul Emery of the Uni-
versity of Leeds (England),
are in line with current EU-
LAR recommendations and
support a growing body of
evidence that combination biologic ther-
apy is superior to monotherapy in treat-
ing rheumatoid arthritis.

The Assessing Very Early Rheumatoid
Arthritis Treatment (AVERT) study en-
rolled 351 patients with RA who were
methotrexate (MTX) naive, had tested
positive for anti-CCP2 antibodies, and
had had symptoms for less than 2 years.
Patients also had a 28-joint, C-reactive
protein Disease Activity Score (DAS28-
CRP) of more than 3.2 and had active
synovitis in more than two joints for
over 8 weeks.

The study randomised patients to
weekly doses of 125 mg subcutaneous
abatacept (ABA) plus MTX, ABA
monotherapy, or MTX alone for 12
months.

At the end of the study, patients who
had achieved a DAS28-CRP score of less
than 3.2 entered a 12-month withdrawal
period of no treatment with the option
of moving to open-label ABA plus MTX
after month 15 if they experienced a
“protocol defined” disease flare.

Prof. Emery, a past President of EU-
LAR and lead investigator on the trial,
said the results showed that a high re-
mission rate could be achieved with a
combination of ABA and MTX, with
some patients achieving efficacy for up
to 18 months.

Results showed that, at 12 months, sig-
nificantly more patients in the ABA plus
MTX arm achieved clinical remission
(60.9%) – defined as a DAS28-CRP score
of less than 2.6. In comparison, clinical
remission occurred in 42.5% of patients
taking ABA monotherapy and 45.2% of
patients taking MTX monotherapy.

Of the 223 patients who entered the
12-month treatment withdrawal peri-
od, 79.4% experienced an increase in
disease activity and entered into the

open-label arm of the study.
Drug withdrawal remission rates also

were higher with combination therapy,
compared with the other arms, Prof.
Emery noted in an interview.

The percentages of patients who
achieved remission at both 12 and 18
months were 14.8% for treatment with

ABA plus MTX, 12.4% for
ABA alone, and 7.8% for MTX
alone.

These patients tended to
have lower baseline symptom
duration and lower DAS28-
CRP and Health Assessment
Questionnaire (HAQ) scores,
compared with patients who
had disease flares after 12
months, the researchers said.

The rate of serious adverse
events was almost twice as high in the
ABA monotherapy arm (12%), com-
pared with the ABA plus MTX arm
(6.7%). Rates of serious infections also
were higher in the ABA monotherapy
arm (3.4%), compared with 0.8% in pa-
tients taking combination therapy.

However, Prof. Emery said, the higher
rate of adverse events seen in patients
on ABA monotherapy was most likely
due to chance.

The positive results for combination
biologic therapy in early RA patients
were backed up by MRI results from a
different arm of the AVERT study,
which will be presented at the same ses-
sion this morning by Dr. Charles Peter-
fly from Spire Sciences in California.

In that substudy, patients taking ABA
plus MTX had greater benefits in sy- 
novitis, osteitis, and erosion scores, com-
pared with patients taking MTX alone.
Significant benefits also were seen in
synovitis and osteitis for ABA monother-
apy, compared with MTX alone.

Overall, the results from both studies
provide evidence that “early use of ABA
is very effective and may produce long-
lasting benefits,” Prof. Emery said.

He reported having received grant or
research support from multiple compa-
nies that manufacture drugs for RA, in-
cluding Bristol-Myers Squibb, which
manufactures abatacept. Other coinvesti-
gators are employees of Bristol-Myers
Squibb or reported financial disclosures
with Bristol-Myers Squibb and other
companies that manufacture RA drugs.■

Abstract Session
Novel non-TNF biologics 

treatment of RA
Thursday 10:15-11:45

Room Ternes

Dr. Jessica A.B.
van Nies

Prof. Paul Emery
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New Horizons,New Possibilities:ADVANCES IN THE MANAGEMENT 
OF AXIAL SPONDYLOARTHRITIS

DRUG SURVIVAL ON BIOLOGIC THERAPY
The Secrets of

Success:

The Transformation 
of Rheumatoid
Arthritis Treatment:
THE ROLE OF EMERGING THERAPIES INTHE MODERN TREATMENT PARADIGM

D
at

e 
o

f 
p

re
p

ar
at

io
n

: M
ar

ch
 2

0
14

   
   

   
   

  E
U

-J
A

K
-4

2-
0

3
20

14

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

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

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

Join Us! Add These Symposia

Stops to Your EULAR tinerary

THE EUROPEAN LEAGUE AGAINST RHEUMATISM [EULAR] 2014 | 11-14 JUNE 2014 | PARIS | FRANCE

Programs funded and sponsored by Pfizer Inc. All rights reserved.

Thursday, 12 June 2014
17:30 - 19:00

Le Palais des Congrès de ParisTernes Room

Thursday, 12 June 2014

08:15 - 09:45

Le Palais des Congrès de Paris

Ternes Room

Wednesday, 11 June 2014
13:00 - 14:30

Le Palais des Congrès de Paris
Ternes Room
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Autoantibody, Interferon Increases Precede Lupus

Autoantibody production rises
before interferon-alpha activity
increases in people who go on

to develop systemic lupus erythe-
matosus, according to study findings
to be presented this morning.

Dr. Judith James of the Oklahoma
Medical Research Foundation, Okla-
homa City, United States, will pre-
sent data from an intriguing study
that provides new insights into the
early events leading up to the clinical
development of systemic lupus ery-
thematosus (SLE).

“These results provide steps for-
ward on the path to help clinicians
identify which autoantibody-positive
individuals may be at the highest risk
for the development of clinical SLE,”
Dr. James said in an interview. 

“Many referrals to rheumatologists
are for individuals with a positive
ANA [antinuclear antibodies] and
minimal clinical features,” she added.
“These data, partnered with other
evolving information, will help devel-
op better tests to identify patients at
high risk, as well as those at low risk,
of transitioning to clinical disease.”

Explaining the rationale for the
study, Dr. James noted that interfer-
on (IFN) has been previously shown
to be elevated in the peripheral
blood of patients who develop SLE.
Dr. James’ group and others have
also shown that autoantibodies are
present many years before SLE be-

comes clinically apparent. 
“Studies in human lupus have

demonstrated many clinical associa-
tions with the interferon signature;
however, the importance of this path-
way in preclinical lupus im-
mune dysregulation and
progression to clinical dis-
ease was unknown. This
study starts to address this
gap in knowledge,” she said.

The study involved ex-
amining serial serum sam-
ples taken from 56
individuals who developed
SLE and 56 individuals
who did not. The average
time to the development of SLE was
4.3 years.

Dr. James and her colleagues ob-
tained the serum samples from the
U. S. Department of Defense Serum
Repository, one of the largest serum
repositories in the world. They test-
ed the samples for 10 different lupus-
associated antibodies, IFN activity
measured using a reporter assay, and
several IFN-related cytokines or
chemokines. 

Several different statistical approach-
es were then used to determine the
temporal significance of the different
serological factors in predicting the
development of SLE. One of these
was Path analysis, a statistical model-
ling approach that is an extension of
multiple regression that can be used

to model complex relationships. 
“Path analysis answers the ques-

tion: If this model were true, how
well could it reproduce the data we
observe? Poor models tend to repro-

duce the data poorly, while
good models tend to re-
produce the data well,”
Dr. James explained. Three
possibilities were tested:
Do autoantibodies appear
before increased IFN activ-
ity? Do autoantibody
chances and increased IFN
activity occur at the same
time? Does the IFN activi-
ty or elevation of IFN-as-

sociated cytokines occur first? 
Results showed that both serum

IFN activity scores and IFN-correlat-
ed soluble mediators – IFN-gamma,
IP-10, and BLyS levels – increased in
patients leading up to SLE disease
classification. Individuals who had
evidence of IFN activity were found
to have an increased number of au-
toantibodies, compared with those
who did not show such activity.

“In the majority of our patients,
lupus-associated autoantibodies
were present before increases in
IFN activity or elevations of other
IFN-associated chemokines,” Dr.
James said. Indeed, autoantibodies
were seen prior to or concurrent
with increases in IFN activity in
84% of IFN-positive cases.

These findings suggest that elevat-
ed IFN activity may be a conse-
quence of preclinical immune
system perturbations, Dr. James and
her colleagues concluded. She noted
that, unfortunately, neither RNA nor
cell samples were available at the
same preclinical time points as the
sera, so it was not possible to look at
gene expression or to dissect the ex-
act mechanisms of IFN deregulation.

Further validation and study are
thus needed, and the research team
will also be using these data, comple-
mented by other demographic, clini-
cal, and serologic information, to
help to devise a better diagnostic al-
gorithm for SLE, as well as to help
identify individuals with the highest
risk of transitioning to SLE. 

“Longitudinal preclinical studies in
individuals at high risk of transition
to SLE, with optimal sample collec-
tion partnered with a possible pre-
vention trial, would be ideal to
further understand the early events
which lead to clinical lupus,” Dr.
James said.

The U.S. National Institutes of
Health funded the research. Dr.
James had no conflicts of interest. ■

Abstract Session
Lupus Pathogenesis Unravelling

Thursday 10:15-11:45
Room 351

Dr. Judith James

Skin Fibrosis Reduced by Blocking IL-6 in SSc Mouse Model
Passive and active immunisation against inter-

leukin-6 has shown promising results in pre-
venting skin fibrosis in a mouse model of systemic
sclerosis. 

These two strategies had similar antifibrotic ef-
fects in the mouse model of bleomycin-
induced dermal fibrosis, according to
Dr. Jerome Avouac of Paris Descartes
University, Cochin Hospital, who will
present the results of his team’s research
on Thursday afternoon.

Dr. Avouac and his colleagues assessed
the efficacy of both passive and active
immunisation against interleukin (IL)-6
to reduce skin fibrosis in complemen-
tary mouse models of systemic sclerosis
(SSc): the mouse model of bleomycin-in-
duced dermal fibrosis, reflecting early and inflam-
matory stages of SSc, and the tight skin (Tsk-1)
mouse model, reflecting late and noninflammato-
ry SSc stages.

For passive immunisation in the bleomycin
mouse model, mice received intraperitoneal injec-
tions of MR16-1, a monoclonal antibody against
IL-6 receptor, or control antibody at a dose of 2
mg at day 0 followed by one intraperitoneal injec-

tion of 1 mg at days 7 and 14. They also had sub-
cutaneous injections of bleomycin 0.5 mg/mL or
placebo.

The Tsk-1 mice received a first intraperitoneal
injection of 2 mg MR16-1 or a control antibody at

the age of 5 weeks, followed by one in-
traperitoneal injection of 1 mg once a
week for 5 weeks. 

Passive immunisation with MR16-1
exerted antifibrotic effects in the
bleomycin mouse model. Decreases of
about 25% were observed in dermal
thickness; 30% in hydroxyproline con-
tent; and 45% in myofibroblast counts,
compared with mice that received the
control antibody. However, MR16-1
demonstrated no effect in the Tsk-1

mice.
After that, Dr. Avouac noted, “because of the

drawbacks of anticytokine monoclonal antibodies,
we developed an innovative strategy using active
immunisation against a small peptide derived from
murine IL-6 (mIS200),” which was performed in
the mouse model of bleomycin-induced dermal fi-
brosis.

Immunisation “against the mIS200 peptide de-

rived from murine IL-6 exhibited antifibrotic ef-
fects in the bleomycin mouse model similar to
those seen with passive immunisation,” Dr.
Avouac said. The effects of passive and active im-
munisation were mediated by the reduction of T-
cell infiltration into lesional skin, and by the
decreased skin IL-6 levels in the case of active im-
munisation.

“Translation to human disease is now required,
and according to our results, inflammatory stages
of systemic sclerosis sound the most appropriate.
Our results also highlight the relevance of active
immunotherapy that might be an avenue for IL-6
axis in immunotherapy in the near future.”

Dr. Avouac added that a phase III clinical trial as-
sessing the efficacy of tocilizumab, a humanised
monoclonal antibody against the IL-6 receptor, to
improve skin involvement in patients with early
diffuse systemic sclerosis is ongoing.

He said that he had no financial conflicts. ■

Basic and Translational Science Session
Immune inhibition

Thursday 15:30-17:00
Room 352

Dr. Jerome Avouac 
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Practical Skills Session
Crystals in synovial fluid II Room 343
Ultrasound advanced I Room 353

PARE Session
Don’t let the economic crisis go to waste Studio A

15:30-17:00
What is New (WIN)
WIN session 4 Grand Amphi

Clinical Science Session
Similarities and differences between RA treat-
ment guidelines among different regions in the
world and the reason for this Room Ternes
Changing concepts of gout Meridien I (Renoir)

The global burden of disease project – Implica-
tions for clinical practice and decision makers

Room Maillot
How to Treat / Manage (HOT)
HOT session 4 Amphi Bleu

Joint Session Outcome / HPR
Patient’s perspectives in rheumatologic out-
comes Amphi Bordeaux

Challenges in Clinical Practice Session
Sjögren’s syndrome: Lessons for new targets and
new clinical trials Meridien II (Matisse)

Basic and Translational Science Session
Gut microbiome and autoimmunity Room 342
Immune inhibition Room 352

Health Professionals Session
eHealth literacy on rheumatic diseases –
Analysing the power of the Internet

Amphi Havane

The Young Rheumatologist
eHealth Room 242

EULAR Projects in Paediatric Rheumatology
European initiatives in paediatric rheumatology

Room 351

Practical Skills Session
Capillaroscopy I Room 343
Ultrasound basic II Room 353

PARE Session
What’s new: Latest advances in treatment and
management of RMD Studio A

Schedule continued from page 14

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 receptions
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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Good Graphs Take Effort but Improve Scientific Messages

Most investigators do not pay
enough attention to graphs
and charts accompanying

their research, potentially harming
their efforts to clearly explain their
work, according to Prof. Maarten
Boers.

Researchers are not educated in
graphic design, Prof. Boers said. It
takes effort just to write a good man-
uscript, and then to put in the tables,
he said. The last step usually is in-
serting graphs or charts.

“Most people just push a button on
their existing software program, say
‘That looks nice,’ and are done. It’s
way down on the list of important
things to do, but a lot of opportunity
for good communication is lost that
way,” said Prof. Boers, professor of
clinical epidemiology at VU Universi-
ty Medical Center in Amsterdam,
who will discuss tips to improve
graphs and tables for publication and
presentation on Friday afternoon.
The talk will be repeated on Saturday
morning. “If a picture is worth 1,000

words, and you have a 2,500-word
manuscript, why not shave off 1,000
words with a good, descriptive
graph?”

During his presentation, Prof.
Boers will discuss how scientists can
understand which messages in re-
search results require a graph vs. a
table, how they can best convey the
messages clearly, and ensure that the
graphs are truthful.

Tables and graphs can explain com-
plex relationships in a way unmatched
by simple text, Prof. Boers said: “A
good graph can retain information
present in the data, can convey a large
amount of information, and allows
pattern recognition much more readi-
ly than tables with numbers.”

Graphs can describe distributions
and statistical variation, time series,
and relations between two variables,
among other tasks. These can be cap-
tured by scattergrams, histograms,
box plots, dot and line plots, bar
plots, step plots a,nd matrix plots. But
other types of graphs, like pie charts,

should be avoided, Prof. Boers said.
Pie charts are inefficient, he said, be-
cause the human visual system is not
skilled at absorbing quantitative infor-
mation from angles and surface areas
beyond noting if one value is more
or less than another.

Scientists should not rely only on
simple graphing programs available
through software like Microsoft Of-
fice, Prof. Boers said: “This is mainly
because customizing them is a highly
frustrating process, and a graph is nev-
er perfect on the first go. Rather, it is
an iterative process just like writing.”
Many graphing software packages of-
fer free demos that can be down-
loaded. Two programs that Prof.
Boers likes are Deltagraph (www.re-
drocksw.com) and Graphpad (graph-
pad.com/scientific-software/prism). 

It’s also important that graphs be
truthful, he said. Correct labeling be-
comes even more important when
difficult concepts and relationships
are being graphed. For publishing,
proofreading is essential not only to

correct errors, but also to make sure
figures are reproduced in the way
you want. For presentations, graphs
should be clear and legible. You may
need to redraw tables and graphs
from publications to better highlight
specific data during presentations. 

Even medical literature is replete
with examples of poorly designed
graphs, including publications in top
journals, he said. In fact, a 2006 re-
view of articles submitted to the
British Medical Journal concluded that
less than half of the figures met their
data presentation potential, he said,
and peer reviewers seldom comment
on tables or figures. ■

Practical Skills Session
Improving your graphs and tables
for publication and presentation

Friday 13:30-15:00
Room 353

and
Saturday 8:30-10:00

Room 343
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Satellite Programme Thursday, 12 June
08:15-09:45
Roche, Grand Amphi
Joint decisions: Personalising RA
therapy to achieve better outcomes
Chairperson(s):
E. Choy (United Kingdom)
A. Rubbert-Roth (Germany)

An interactive programme led by an
international panel comprising E.
Choy (United Kingdom), A. Rub-
bert-Roth (Germany), A. Östör
(United Kingdom) and C. Gaujoux-
Viala (France), who will explore the
importance of shared decisions in
clinical practice and key factors
guiding treatment choice to meet
patients' needs.

08:15-09:45
Pfizer, Room Ternes
The Secrets of Success: Drug
survival on biologic therapy
Chairperson(s): T. Kvien (Norway)

08:15
Welcome and introduction

T. Kvien (Norway)
08:25
Drug survival: the influencing factors

J. Gomez-Reino (Spain)
08:45
Real-life data: exploring differences
between the biologics

M. Matucci-Cerinic (Italy)
09:05
Taking control of long-term out-
comes

X. Mariette (France)
09:25
Panel discussion

All
09:40
Summary and close

T. Kvien (Norway)

08:15-09:45
AbbVie, Amphi Bleu
Addressing the complexity of
psoriatic arthritis with target-
oriented therapy
Chairperson(s):
I. McInnes (United Kingdom)

08:15
Assessing and quantifying unmet
medical needs in PsA

P. Mease (USA)
08:35
T2T in PsA: Using tight control to
achieve improved clinical outcomes

P. Helliwell (United Kingdom)
08:50
Beyond TICOPA: Implementation
of T2T in daily clinical practice

L. Gossec (France) 
09:05
Control of joint and extra-articular

manifestations in PsA
I. McInnes (United Kingdom)

09:25
Questions & Answers

All

08:15-09:45
GSK, Amphi Bordeaux
How does SLE measure up?
Chairperson(s):
Z. Amoura (France)
M. Schneider (Germany)

08:15
Introduction

Z. Amoura (France)
08:25
SLE disease activity – why must we
aim to reduce it?

M. Mosca (Italy)
08:45
Measuring disease activity in SLE –
what can we learn from clinical trials?

V. Strand (USA)
09:05
A practical perspective – what tools
can we use in the clinic?

A. Askanase (USA)
09:25
Q & A

M. Schneider (Germany) 
09:40
Conclusion

Z. Amoura (France) 

08:15-09:45
Lilly, Room Maillot
Personalized Medicine and
Tailored Therapy for the Treatment
of Rheumatoid Arthritis
Chairperson(s): J. Smolen (Austria)

08:15
Welcome and Introduction

J. Smolen (Austria)
08:25
How does Treat to Target contribute
to personalized medicine?

J. Smolen (Austria)
08:45
Can we predict response to treat-
ment?

P. Taylor (United Kingdom)
09:05
Does treating to a target work for pa-
tients? A Physician and Patient per-
spective

P. Nash (Australia)
M. de Wit (The Netherlands)

09:40
Panel Discussion & Closing Remarks

All

08:15-09:45
Medac, Room 242
Current trends and future
perspectives of MTX – do you
really know it all?

Chairperson(s):
U. Müller-Ladner (Germany)

08:15
Welcome and introduction

U. Müller-Ladner (Germany)
08:20
Treatment of Rheumatoid Arthritis:
New Therapeutic Approaches &
Recommendations

D. Aletaha (Austria)
08:40
Demonstrating the Value of Optimal
Dose MTX: What can we learn from
Clinical Practice?

J. Carter Thorne (Canada)
09:00
MTX for the Management of
Crohn’s Disease

D. Baumgart (Germany)
09:20
New horizons in MTX therapy

U. Müller-Ladner (Germany)
09:40
Summary

U. Müller-Ladner (Germany)

08:15-09:45
IBSA-Laboratoires Genévrier and
Rottapharm | Madaus, Room 351
Management of osteoarthritis: a
debate on current worldwide
recommendations Round Table
discussion
Chairperson(s): M. Cutolo (Italy)

Panel: F. Berenbaum (France), M.
Hochberg (USA), L. Punzi (Italy),
J.-Y. Reginster (Belgium)

OARSI and ACR have recently re-
leased their new guidelines for the
pharmacological and nonpharmaco-
logical management of (knee) os-
teoarthritis. Experts in the field and
the audience will be invited to ex-
press their personal opinion on the
most important points of diver-
gence and on how the situation
might be adapted to the European
situation.

08:15-09:45
Bioiberica, Room Passy
Treating Patients Not Diseases:
The new Challenge of Personalised
Healthcare
Chairperson(s): 
V. Byers Kraus (USA)
I. Möller (Spain)

Welcome and Introduction
I. Möller (Spain)

Osteoarthritis: a case for personal-
ized health care?

V. Byers Kraus (USA)
Genetic polymorphisms can predict
knee OA progression. Results from

the Arthrotest® multicenter associa-
tion study

I. Möller (Spain)
Development and validation of a ge-
netic model for fracture prediction in
post-menopausal women. Results
from an European cohort study

S. Ferrari (Switzerland)
Biochemical markers to monitor the
effects of drugs in knee OA patients

Y. Henrotin (Belgium)
Question and Answer Session
Concluding Remarks

V. Byers Kraus (USA)
I. Möller (Spain)

17:30-19:00
Pfizer, Room Ternes
New Horizons, New Possibilities:
Advances in the Management of
Axial Spondyloarthritis
Chairperson(s): 
M. Rudwaleit (Germany)

17:30
Welcome and introduction

M. Rudwaleit (Germany)
17:35
Challenge your diagnosis: patient
profiles

N. Akkoc (Turkey) 
D. Wendling (France)

17:55
Spotlight on axial SpA: What do we
know?

M. Rudwaleit (Germany)
18:15
Current and future perspectives in
the treatment of axial SpA

F. van den Bosch (Belgium)
18:35
Round table discussion

All
18:55
Summary and close

M. Rudwaleit (Germany)

17:30-19:00
MSD, Amphi Bleu
Addressing Your Patients' Needs
with Biologics in Rheumatoid
Arthritis
Chairperson(s): B. Combe (France)

17:30
Chairman’s Welcome and Introduc-
tory Remarks

B. Combe (France)
17:45
What Does the RA Patient Need?

I. McInnes (United Kingdom)
18:05
What Does the Physician Need?

J. Smolen (Austria) 
18:25
How Do Patient and Physician
Needs Influence the Choice of Bio-

Continued on page 22
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logic for Your Patient?
B. Combe (France)

18:45
Question and Answer Session

All

17:30-19:00
Bristol-Myers Squibb, Amphi
Bordeaux
Remission and beyond: the future
of RA management
Chairperson(s): M. Cutolo (Italy)

17:30
Welcome and introduction 
17:35
EULAR recommendations on the
use of biologic agents in RA – what
changed in 2013?

T. Kvien (Norway)
17:50
Biologic agents in clinical practice –
what’s the difference?

X. Mariette (France)
18:10
Remission and beyond: towards earli-
er treatment

T. Huizinga (The Netherlands)
18:25
Remission and beyond: moving the
goalposts

P. Emery (United Kingdom)
18:45
Panel discussion and questions 
18:55
Symposium summary and close 

17:30-19:00
Menarini, Room 352
2014: New challenges in the
management of hyperuricemia with
deposition
Chairperson(s):
T. Bardin (France)
P. Richette (France)

17:30
Introduction
17:35
Rising burden vs. poor management:
just a British situation? 

M. Doherty (United Kingdom)
17:55
Hyperuricemia with deposition: opti-
mal pharmacological approach 

F. Perez-Ruiz (Spain)
18:15
What’s behind urate lowering 

A. So (Switzerland)
18:30
What’s beyond urate lowering 

A.-K. Tausche (Germany)
18:45
Discussion

17:30-19:00
Celgene, Room Maillot
Rheumatologist Roundtable:
Debating Key Topics in Psoriatic
Arthritis
Chairperson(s): P. Mease (USA)
Program Faculty: D. Gladman
(Canada), O. FitzGerald (Ireland)

17:30-19:00
UCB Pharma SA, Amphi Havane
Updated EULAR RA
Recommendations: Evolution or
Revolution?
Chairperson(s):
R. van Vollenhoven (Sweden)

17:30
Welcome and Introduction

R. van Vollenhoven (Sweden)
17:40
Evolution of the EULAR RA Man-
agement Guidelines

U. Müller-Ladner (Germany)
18:00
What is the Role of Biologics in Ear-
ly RA?

R. van Vollenhoven (Sweden)

18:20
How Do We Choose a First-line Bio-
logic?

R. Fleischmann (USA)
18:40
Panel Discussion

All

17:30-19:00
Fidia farmaceutici S.p.A, 
Room 351
Challenging the unmet needs in
IAHA therapy
Chairperson(s): L. Punzi (Italy)

17:35
OA and Inflammation

J. Dayer (Switzerland)
17:55
New evidence on the structure/ac-
tivity relationship in different HAs
for IA use

D. Galesso (Italy)
18:10
Clinical efficacy and safety on a new
HA product

J. Kay (USA)
18:30
IAHA therapy: from international
guidelines to the clinical studies and
the real life

F. Benazzo (Italy)
18:50
Discussion

17:30-19:00
Sandoz, Room Passy
Expanding treatment horizons for
patients with rheumatic diseases
Chairperson(s):
P. Emery (United Kingdom)
G. Burmester (Germany)

17:30
Chairs’ welcome and introductions 
17:35
The importance of early interven-

tion for better patient outcomes
P. Emery (United Kingdom)

17:45
Who is the father of success? The
role of combination antirheumatic
therapy

G. Burmester (Germany)
18:00
Access issues and inequities in the
treatment of rheumatic diseases

A. Boonen (The Netherlands)
18:15
Target-directed development of
biosimilars

J. Windisch (Austria)
18:30
Biosimilars: regulatory perspectives
and requirements

S. Thirstrup (Denmark)
18:45
Panel discussion and summary

All
19:00
Close
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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.

Continued from page 20
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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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