
New international guidelines for polymyalgia
rheumatica will focus on standardising treatment

practise across specialties.
When adopted, the proposed

guidelines will succeed those pub-
lished by the British Society of
Rheumatology in 2009, according
to Prof. Bhaskar Dasgupta, a pri-
mary author of the new guidelines
and leader of the study group. 

The guidelines will be ratified by
both the European League against
Rheumatism (EULAR) and the
American College of Rheumatol-
ogy (ACR). “This is the first
transatlantic EULAR-ACR guideline in rheumatology,”
he said in an interview. “It is very patient centered and
was developed with patient input.” After ratification by
EULAR and ACR, the guidelines will be submitted to
ACR and EULAR journals for simultaneous publication
in early 2015.

The guidelines were developed using GRADE
methodology – involving appraisal of all relevant publi-
cations in polymyalgia rheumatica (PMR) since 1970
and a grading of the evidence. The document was re-
viewed on several occasions by an international panel
that includes members from the United States, coun-

PMR Guidelines continued on page 2

Proposed PMR
Guidelines Aim to
Standardise Therapy

Prof. Bhaskar
Dasgupta

Today marks the start of the
15th Annual European Con-
gress of Rheumatology 2014,

and we are happy to welcome you
to the wonderful city of Paris and
the EULAR “family” for what is
sure to be a fulfilling and enrich-
ing educational experience for all
attendees.

EULAR now includes altogether
more than 100 active European
scientific societies, patient organi-
sations, and health professional as-
sociations from 45 European
countries. We are very pleased to
see the numbers of participants
from the United States, Japan, Ko-

rea, and China, and also from
South America, growing year after
year. Our continued collaboration
with North America and the “EU-
LAR Symposia” held at annual
meetings of AFLAR (African
League of Associations for
Rheumatology), APLAR (Asia Pa-
cific League of Associations for
Rheumatology), and PANLAR
(Pan American League of Associa-
tions for Rheumatology) is a re-
sult of the educational experience
and scientific collaboration at the
annual EULAR meetings and offer
a stimulus to further expand sup-

Paris Sets the Stage for Education,
Collaboration at the 2014 Congress

EULAR is forging ahead with bold plans for
the future: a Europe in which governments,

researchers, health professionals, and patients
fully understand the im-
pact of rheumatic and
musculoskeletal diseases
and fully commit to over-
coming them.

The new EULAR Euro-
pean Union Affairs Strate-
gy puts advocacy at the
centre of its efforts, accord-
ing to Neil Betteridge, EU-
LAR’s International Liaison
Officer, Public Affairs.

“This is an exciting time for EULAR as it is
the first time such a strategy has been devel-
oped,” Mr. Betteridge said in an interview. 

Last year, Mr. Betteridge succeeded Prof. Josef
Smolen as EULAR’s public affairs lead. “I felt it
important that the organisation develop and
communicate a strategic approach to our public
policy and advocacy work that related directly
to the overall strategy, so that EULAR could en-
sure that its goals in this important area were as
closely aligned as possible,” he said. “It is part of
EULAR’s strategy in this period to enhance col-
laboration with key stakeholders.”

Advocacy Placed
First by EULAR
Stakeholders

Advocacy continued on page 8

EUROPEAN LEAGUE AGAINST RHEUMATISM
WEDNESDAY EDITION

15TH Annual European Congress of Rheumatology • 11-14 June 2014 • Paris

Wednesday, 11 June
18:45-22:00

The scientific networking platform
will begin after the Opening Ple-
nary Session at the Palais des
Congrès. All EULAR participants
are cordially invited.

Opening Plenary 
Session and Scientific
Networking Platform

Prof. Maurizio CutoloParis continued on page 2

Neil Betteridge

WEDNESDAY, 11 JUNE
At a Glance
Registration 08:00-22:00
Exhibition 12:00-18:30
Scientific Sessions 15:00-18:30

13:30-14:30
Health Professionals Session
Welcome session for all Health Care
Professional attendees Room 242

PARE Session
Pre-conference session Studio A

15:00-16:30
What is New (WIN)
WIN Session 1 Grand Amphi

Clinical Science Session
Giant cell arteritis: new perspectives

Room Ternes
Markers of osteoarthritis: what has it
brought and what will it bring us

Meridien I (Renoir)

How to Treat / Manage (HOT)
HOT Session 1 Amphi Bleu

Outcome Science Session
Adherence: the new challenge for
rheumatology Amphi Bordeaux

Schedule continued on page 14
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port to emerging countries and subcontinents.
Unquestionably, research in rheumatic and

musculoskeletal diseases (RMDs) in Europe is
prospering despite a rather adverse economic en-
vironment. It is therefore with great satisfaction
that we have seen a progressive availability of
EU research funds for RMDs in recent months,
following several years of intensive discussion
and negotiation by EULAR in the EU Parliament
and with the Commission in Brussels. The new
programme HORIZON 2020 should open up re-
search funds for RMDs. EULAR has also been
the driving force in creating a new European
foundation with the aim of supporting research
in rheumatology. 

The 2014 Congress in Paris is set to feature
more than 4,000 submitted abstracts – a new
record – from more than 90 countries, and we
are expecting at least 13,000 registered partici-
pants from around the world. I am convinced
that a meeting such as the EULAR Congress is
an irreplaceable occasion to immerge into the
vast field of RMDs and to experience the latest
advances in basic, translational, and clinical
rheumatology. New topics are emerging such as
biosimilars, new sensitive biomarkers that help
in very early diagnosis of RMDs, or instruments
such as joint sonography or MRI, the extended
presentation of new targeted therapies, and the
optimisation of the use of low-dose, long-term

glucocorticoids. These and many other exciting
topics will be offered in over 180 sessions by
more than 500 experts in over 650 presentations.
Ten sessions are dedicated to the patient pillar
(PARE) and 11 sessions to the health profession-
als pillar (HP) of EULAR, which are indispens-
able carriers of exchanges between all the
EULAR “family members.”

Important sessions are dedicated to paediatric
rheumatology and the young rheumatologists
who are more and more invited as speakers of ab-
stracts to meet the atmosphere of the great
“platea.” The scientific programme again offers
the WIN and HOT session tracks focusing on as-
pects of novel developments in clinical science
(WIN) and on best approaches in the daily prac-
tice in our specialties (HOT). The programme
provides countless opportunities to hear about the
latest advances in rheumatology through lectures,
workshops, abstracts, poster presentations, and
symposia. The poster areas will be accessible from
early morning, and a large selection of Poster
Tours will be offered during poster sessions with
highest scientific content. Another successful ini-
tiative introduced last year is the recording of EU-
LAR Congress sessions, which makes the majority
of the sessions available online to all registered
participants, and this year, to nonregistered par-
ties, also.

The EULAR Village, situated with the stands of
the nonprofit organizations, offers ample opportu-
nities to sit, meet, discuss, and chat over a soft
drink. The Opening Plenary Session this evening
will host the Award Winner ceremonies alongside

short welcome addresses and other new elements.
The Congress Dinner on Friday, 13 June, held at
the Pavillon Dauphine on the edge of Bois de
Boulogne, will display an “atmosphère parisi-
enne.” As usual, EULAR 2014 offers lunches to
those spending full days at the Congress and free
transportation on the Paris city public transporta-
tion system. Free Internet access has become a
standard at EULAR Congresses by now.

The city of Paris needs little introduction and
will guarantee a fascinating location as it always
has in the past. Paris is an excellent city for an in-
ternational meeting such as the EULAR Congress
thanks to the efficient connections and transporta-
tion options. The “charme de la ville lumière”
with its long history, reflected by its architecture,
galleries, restaurants, theatres, and music should
provide an excellent atmosphere for cultural ex-
change, international collaboration, and the re-
newal of friendships. 

We are honoured to have the pleasure of wel-
coming you – medical doctors, patients, health
professionals, and representatives of the pharma-
ceutical industry – to the 15th Annual EULAR
Congress and hope your stay in Paris will be en-
joyable, informative, and educational. ■

Prof. Maurizio Cutolo
President of EULAR
Professor of Rheumatology and Internal Medicine
Director of Research Laboratory and
Academic Division of Clinical Rheumatology
Department of Internal Medicine,
University of Genova, Italy

RMD Research Grows
Paris from page 1

tries in Western and Eastern Europe,
Australia, New Zealand, Brazil,
South America, Japan, and India. All
recommendations were adopted
unanimously without the need to
vote. 

The proposed document is aimed
not only at rheumatologists, but also
at general practitioners and in-
ternists, as well. “There is a need for
international guidelines to reduce
the variation of practise not only
across primary/secondary care, but
also across different health care sys-
tems,” Prof. Dasgupta said in an in-
terview “Ultimately, in order to be
accepted, the guidelines will require
confirmation of their usefulness in
clinical practise.”

According to the proposed docu-
ment, most patients are diagnosed
and treated in primary care settings,
but there are no well-elucidated re-
ferral algorithms for referral to spe-
cialty care. This can contribute to
variability in treatment, said Prof.
Dasgupta, head of the Southend
Hospital Rheumatology Depart-
ment, Essex, United Kingdom.

For instance, “a proportion of PMR
patients do not adequately respond to

glucocorticoid therapy and suffer fre-
quent relapses and dependency on
long-term high doses,” according to
the guidelines. “Prolonged glucocorti-
coid therapy is associated with con-
siderable side effects especially when
high doses are employed.” Prof. Das-
gupta said the guidelines will address
groups that are at especially high risk
for these problems. “It is important to
know how to use [steroids] correctly
in PMR. The subgroups that are vul-
nerable to side effects – such as pa-
tients with diabetes, hypertension,
osteoporosis, and glaucoma, and high
disease activity should be recognised
– female sex and those with peripher-
al arthritis or high inflammatory
markers.”

In addition, he said, the role for
early methotrexate in treatment of
the condition is now emerging and
will be included in the guidelines for
consideration in special subgroups. ■

Clinical Science Session
PMR – establishing therapeutic 

order at last
Wednesday 17:00-18:30

Room Maillot

Referral Algorithms Considered
PMR Guidelines from page 1

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 re-
ceptions of official delegations before being taken to state buildings such
as the Elysée.

Surrounded by gardens, it is ideal for fostering communication in the
prestigious 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 vicinity 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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EULAR 2014 Satellite Symposia

Uric Acid and the Future 
of Gout Management

Looking Beyond Uric Acid and Gout: 
Crystallizing the Science

Uric Acid, Crystal Deposition 
Disease, and Gout

Chair: N. Lawrence Edwards, USA; Alexander So, Switzerland; Jeffrey Miner, USA

Chair: Thomas Bardin, France; Nicola Dalbeth, New Zealand; Fernando Perez-Ruiz, Spain

Wednesday, 11 June 2014, 13.00–14.30 
Room 242 AB, Le Palais des Congrès de Paris, Paris, France

Friday, 13 June 2014, 08.15–09.45
Room 351, Le Palais des Congrès de Paris, Paris, France

April 2014 - ATLAS ID: 150.917,011 – Expiry date: 14th June 2014

EULAR 2014 Satellite Symposia funded and organized by
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Meet the 2014 EULAR Abstract Award Winners

At tonight’s Opening Plenary Ses-
sion, EULAR will honour the
lead authors of the six clinical re-

search and six basic science research
abstracts selected to receive the 2014
Abstract Awards. The winners will
each receive a prize of 1,000 euros.

Clinical Research Abstract Winners
Christian Beyer, M.D., is a member
of the Department of Medicine III
and Institute for
Clinical Im-
munology at
Friedrich-Alexan-
der-University
Erlangen-Nurem-
berg, Germany.
He will receive
an award tonight
for his research
identifying differ-
entially expressed
circulating miR-
NAs in osteoarthritis patients necessi-
tating arthroplasty in a large,
population-based cohort.

Hubert de Boysson, M.D., of the
Department of Internal Medicine at
the Centre Hos-
pitalier et Uni-
versitaire de la
Côte de Nacre in
Caen, France,
will be hon-
oured tonight
for his research
into the use of
18F-fluo-
rodeoxyglucose
PET scanning to
diagnose pa-
tients with giant cell arteritis.

Pilar Brito-Zerón, M.D., Ph.D., is a
member of the Laboratory of Au-
toimmune Dis-
eases “Josep
Font” at the In-
stitut d’Investiga-
cions
Biomèdiques
August Pi i Sun-
yer in Barcelona.
She will receive
an award for her
study that identi-
fied predictive
factors for lym-
phoproliferative disease in patients
with primary Sjögren’s syndrome.

Ahmad Osailan, M.Sc., is a member
of the Rheumatology Clinics at the
Dudley Group of Hospitals NHS
Foundation Trust in the United King-
dom and is a doctoral student in

Sports, Exercise
and Rehabilita-
tion Sciences at
the University of
Birmingham. He
is being recog-
nised tonight for
his work in iden-
tifying predictive
factors associat-
ed with cardiac
parasympathetic
activity in patients with rheumatoid
arthritis.

Luca Quartuccio, M.D., Ph.D., is a
clinical researcher at the Rheumatol-
ogy Clinic of the
University Hos-
pital of Udine,
Italy. He is being
honoured
tonight for his
study that re-
ports long-term
success with rit-
uximab over a
mean follow-up
period of about
70 months in
about two-thirds of patients with
cryoglobulinemic vasculitis associat-
ed with hepatitis C virus infection.

Marko Yurkovich, M.D., is a Post-
Graduate Year 1 resident in internal
medicine at the
University of
British Colum-
bia, Vancouver.
Tonight he will
receive an award
for his work in
finding a signifi-
cantly increased
risk of myocar-
dial infarction in
patients with
Sjögren’s syn-
drome. The study is the first general
population-based study investigating
the risk of myocardial infarction and
cerebrovascular accident in Sjögren’s
syndrome.

Basic Science Abstract Winners
Stephan Blüml,
M.D., is with the
Department of
Rheumatology
in the Division
of Internal Med-
icine III at the
Medical Univer-
sity of Vienna.
Dr. Blüml is re-
ceiving his prize
this evening for

his work in developing a mouse
model to study the role of microR-
NA 146, showing that microRNA 146
has an important anti-inflammatory
role that might be exploited for ther-
apeutic purposes in inflammatory
arthritis. 

Francesco Ciccia, M.D., is an assis-
tant professor of rheumatology at
the University of
Palermo, Italy.
He will receive
an award for his
work showing
that gut-derived
innate lymphoid
cells are widely
found in the pe-
ripheral blood,
synovial fluid,
and inflamed
bone marrow of
ankylosing spondylitis patients and
produce cells that are key in the de-
velopment of the disease. He also
won a basic science abstract award in
2013 for work elucidating the mecha-
nisms of increased interleukin-23 ex-
pression in the gut of patients with
ankylosing spondylitis.

Elisa Corsiero, Ph.D., is a postdoctor-
al fellow in the Immuno-Rheumatol-
ogy group within
the Centre for
Experimental
Medicine and
Rheumatology at
the Queen Mary
University’s
William Harvey
Research Insti-
tute, London.
Tonight she will
be awarded for
her work demon-
strating that B cells from the synovi-
um of rheumatoid arthritis patients
who have synovial tertiary lymphoid
structures are highly mutated and lo-
cally differentiated and have a strong
immunoreactivity to citrullinated pro-
teins generated during the formation
of neutrophil extracellular traps.
These traps appear to be the main
antigenic force driving in situ autore-
active B-cell activation, selection, and
differentiation within the synovial ter-
tiary lymphoid structures of rheuma-
toid arthritis joints.

Seokchan Hong, M.D., is a clinical
fellow in the Division of Rheumatol-
ogy in the Department of Internal
Medicine at the University of Ulsan
College of Medicine, Seoul, South
Korea. Dr. Hong will receive an

award for his research into the role
of interleukin-32 on proliferative
bone formation
in ankylosing
spondylitis pa-
tients via their
effect on os-
teoblast differen-
tiation. He and
his associates
found that IL-32
is highly ex-
pressed in anky-
losing
spondylitis and
may enhance osteoblast differentia-
tion via its inhibitory effects on the
osteoblast regulator, DKK-1, making
the cytokine a potential biomarker
to predict new bone formation in
ankylosing spondylitis.

Meghna Jani, M.Sc., is a Medical Re-
search Council clinical research fellow
in clinical phar-
macology and
therapeutics and
a rheumatology
specialty trainee
at the Centre of
Musculoskeletal
Research, Uni-
versity of Man-
chester, United
Kingdom. She is
being honoured
for her work in
identifying single nucleotide polymor-
phisms within several genes of pa-
tients with dermatomyositis that had
been previously identified in genome-
wide association studies of patients
with other autoimmune disorders.

Johanne Martel-Pelletier, Ph.D., is
Professor of Medicine at the Univer-
sity of Montreal
and Director of
the Osteoarthri-
tis Research
Unit at the uni-
versity’s Hospi-
tal Research
Centre. She will
receive an award
tonight for her
research demon-
strating that
bone-specific
overexpression of the EPhB4 recep-
tor can prophylactically protect sub-
chondral bone during the process of
osteoarthritis in a mouse model by
reducing the severity of structural
and pathological changes in the syn-
ovial membrane as well as slowing
the development or progression of
fibrosis. ■

Christian Beyer,
M.D.

Hubert de
Boysson, M.D.

Pilar Brito-Zerón,
M.D., Ph.D.

Ahmad Osailan,
M.Sc.

Luca Quartuccio,
M.D., Ph.D.

Marko Yurkovich,
M.D.

Francesco Ciccia,
M.D.

Elisa Corsiero,
Ph.D.

Seokchan Hong,
M.D.

Meghna Jani,
M.Sc.

Johanne Martel-
Pelletier, Ph.D.

Stephan Blüml,
M.D.

2014eular_Wed_01thr14.qxp  5/27/2014  4:08 PM  Page 4



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
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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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Health Professional and PARE Authors Win Awards

Now in the third year of award-
ing the lead authors of the top
three Health Professional ab-

stracts, in 2014 EULAR has added an
award for the lead author of the top
People with Arthritis/Rheumatism
in Europe (PARE) abstract. The win-
ners will be recognised at tonight’s
Opening Plenary Session and each
will receive a prize of 1,000 euros.

Health Professionals
Dawn Johnson is a research associate
at Barnsley Hospital NHS Foundation
Trust in the Unit-
ed Kingdom
whose winning
research was the
first to evaluate
the effects of the
Educational
Needs Assess-
ment Tool in ed-
ucating people
with rheumatoid
arthritis. In a ran-
domised, controlled clinical trial of
132 patients with rheumatoid arthritis
(RA) who received ENAT-based edu-
cational support or usual care, Ms.
Johnson and her colleagues found that
after 32 weeks, the tool appeared to

improve RA patients’ self-efficacy and
particular aspects of their health sta-
tus, such as pain and affect. The study
(OP0203-HPR) will be presented at an
abstract session on Friday morning.

Paul D. Kirwan is a physiotherapist
working in an advanced practice role
as a member of
the Rheumatol-
ogy team at
Connolly Hospi-
tal Blanchards-
town in Dublin,
Ireland. He is re-
ceiving his award
for the study
(OP0081-HPR)
that he will pre-
sent in an ab-
stract session on Thursday morning
that examined the ability of a physio-
therapist with special training in
rheumatology to accurately recog-
nise and diagnose inflammatory joint
disease to reduce the wait times to
see a consultant rheumatologist. Mr.
Kirwan assessed 223 patients during a
2.5-year period, of whom 52 were
suspected of having an inflammatory
arthritis. The rheumatologist con-
firmed a diagnosis of inflammatory

arthritis in 42 of 47 patients for
whom a diagnosis had been made. 

Ingrid Larsson, Ph.D., is a registered
nurse who is now a researcher at
R&D Centre of Spenshult,
Halmstad, Swe-
den, and also a
University Lec-
turer at the
School of Social
and Health Sci-
ences at Halm-
stad University.
At an abstract
session on Friday
morning
(OP0204-HPR),
she will present a
continuation of the work that led to
her PhD thesis last year on developing
person-centred care in rheumatology
nursing in patients undergoing biolog-
ical therapy. In her current study, Dr.
Larsson determined that a nurse-led
rheumatology clinic is safe and effec-
tive in monitoring biological therapy
in stable patients with chronic inflam-
matory arthritis and had 55% lower
total annual costs than did visits to a
rheumatologist-led clinic during a 12-
month, randomised trial, with no dif-

ference in clinical outcome. 

PARE
Rolf Greiff of the Swedish Rheuma-
tism Association will receive the first-
ever PARE abstract award for a
description of the organisation’s work
in implementing rheumatoid arthritis
instructor training programs in which
a person with rheumatoid arthritis
shares her patient
experience and is
trained to teach
health care staff
how to conduct a
joint investiga-
tion. Mr. Greiff
will discuss the
program’s work
in 2013 in an ab-
stract session on
Friday morning
(OP0249-PARE), the program com-
pleted more than 100 training sessions
and reached more than 1,000 medical
students, physical and occupational
therapists, foot care specialists, and
primary care providers. The organisa-
tion hopes to recruit and train 10-20
new instructors in 2014 and perform
250-350 training sessions per year in
the long term. ■

Dawn Johnson

Paul D. Kirwan

Ingrid Larsson,
Ph.D.

Undergraduate Medical Students Honoured for Abstracts
For the second year, three medical students are

scheduled to receive abstract awards from EU-
LAR for their clinical or basic science research in
rheumatology. Each will receive a prize of 1,000 eu-
ros and will be recognized tonight by EULAR Presi-
dent Maurizio Cutolo. The award winners are:

Ozair Abawi, a medical student at the Leiden Uni-
versity Medical Centre in the Netherlands, will pre-
sent his research in Friday’s
poster session (abstract
FRI024). He plans to graduate
this September with a Bache-
lor of Science in Medicine and
then obtain a Master’s degree
in Medicine in 2017. He and
his coauthors investigated
how well 10 different models
for referring patients with pos-
sible axial spondyloarthritis
(axSpA) from primary care to
rheumatology predicted actual fulfillment of axS-
pA criteria in a cohort of patients with suspected
early axSpA. The 192 patients in this cohort had
back pain of 3 months-2 years duration with an
age at onset of younger than 45 years. Imaging
was not considered within the models because of
its unfeasibility for screening in primary care. They
found that most models performed reasonably well
in terms of sensitivity and specificity, but the posi-
tive-predictive values of the models were generally

low and thus indicate that many patients are re-
ferred in error. However, the models also detected
patients who were highly likely to have axSpA but
turned out not to have the disease. All of the mod-
els that used HLA-B27 positivity identified some
patients with positive imaging findings such as ra-
diographic sacroiliitis (considered advanced dis-
ease) who nevertheless were not referred.

Yelena Sargsyan, is a medical student who will
graduate from Yerevan State Medical University in
Armenia with a Doctor of
Medicine degree in 2015. At an
abstract session on orphan dis-
eases Thursday morning, she
will present the results of her
study (abstract OP0116) inves-
tigating the role of endothelial
vasoactive mediators, nitric ox-
ide and ET-1, in the pathogen-
esis of pulmonary
hypertension (PH) in patients
with familial Mediterranean
fever (FMF) with or without amyloidosis. Her re-
sults showed that higher plasma levels of ET-1 are
associated with amyloidosis and may thereby indi-
cate a role for endothelial dysfunction in the patho-
genesis of PH in FMF patients with amyloidosis.
The research, she wrote, “further supports the val-
ue of ET-1 as a marker of vascular abnormalities in
FMF-related PH. It is possible that the pulmonary

vascular disease process associated with FMF be-
gins early in the course of the disease.”

David Simon is a medical student at the Universi-
ty of Hamburg, Germany, and is working on his
doctoral thesis at the Universi-
ty Erlangen-Nuremberg, Ger-
many. He will present his
award-winning research in Fri-
day’s poster session (abstract
FRI0227). In the department
of rheumatology and im-
munology at the University
Erlangen-Nuremberg, he and
his coinvestigators conducted
a study in which they per-
formed high-resolution pe-
ripheral quantitative CT scans of patients with
cutaneous psoriasis but without a clinical history
or presence of synovitis to see if there are early
changes of the periarticular bone that are typical
of psoriatic arthritis (PsA). Imaging of the
metacarpal head and phalangeal base of the
metacarpophalangeal joint revealed 27 erosions in
55 psoriasis patients and 18 erosions in 47 healthy
subjects, including 306 osteophytes in the psoriasis
patients and 138 in healthy subjects. These lesions
occurred most often in the metacarpal head 2 in
both groups, but the osteophytes found in the pso-
riasis patients had a larger mean size in both areas
of the joint. ■

Ozair Abawi

Yelena Sargsyan

David Simon

Rolf Greiff
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Be a part of one of the 
largest lupus research programmes
We seek investigators to participate
in studies of belimumab

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

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

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

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

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

Clinical trials...

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

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

Real-world studies...

Also recruiting…

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

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

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

BREVAS
Belimumab in Remission of Vasculitis
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The strategic plan – available on the EULAR
website – has established advocacy as its primary
goal through 2017. One of its strongest objectives is
promoting the fair treatment of people with
rheumatic and musculoskeletal diseases (RMDs)
throughout the EU, by encouraging national poli-
cies that improve working conditions in ways that
will help prevent disease and by enacting policies
that will make it easier for patients to keep on
working. 

“EULAR’s most important goal in my view is to
improve the quality of life for people living with
RMDs,” Mr. Betteridge said. “The difficult eco-
nomic climate creates additional challenges for this
cohort of people who already have to deal with the
pain of their condition and social barriers, which
can limit their mobility, such as financial issues that
may restrict their access to optimum treatment, or
negative attitudes from employers that might hin-

der their chances of finding suitable work.
“At the heart of this effort is the intention to

highlight RMDs as chronic illnesses that have so-
cial and financial impacts, and research needs that
should be recognized as equivalent to those of all
other major diseases. 

“It is with this in mind that, for example, we are
hosting a high-level, international conference in
Brussels in October, around World Arthritis Day,
which will look at the issues that can prevent or fa-
cilitate access to the right sort of health and social
care for people with RMDs in Europe,” Mr. Bet-
teridge said.

He hopes the new plan will build upon past suc-
cesses in engaging public support. “In the 10 years
or so that EULAR has been engaged in public af-
fairs activity – much of it led by patient represen-
tatives working alongside clinician and health
professional leaders from within EULAR – our
clearest success has been in forging high levels of
support from the European Parliament,” Mr. Bet-
teridge said. “This being an election year, we are
now working to ensure that when the new Parlia-

ment is convened in the summer, we can reinvigo-
rate this important network of support amongst
key policy makers, at the national and EU levels.”

The time is ripe for raising awareness, Mr. Bet-
teridge said. EULAR has already successfully lob-
bied for the recognition of RMDs as a major
research area within Horizon 2020, the EU’s new
research framework programme. 

“However, we have much more work to do
here,” he noted. “The Commission is planning to
allocate these funds now in ways which are typi-
cally not specific to named diseases. So we have to
get even better at helping these policy makers to
understand that EULAR is an important player to
them on broader issues of interest to them, such
as healthy ageing, fall prevention, and chronic dis-
ease management.” ■

PARE Session
Political campaigning

Wednesday 17:00-18:30
Studio A

Target Is Policy Makers
Advocacy from page 1

The Key Is in the Curve for Biosimilar Drugs

Clinical trials seeking to establish
the therapeutic equivalence of
biosimilar medicines should be-

gin comparing patient response to
both the biosimilar and the reference
product soon after the initiation of
treatment, according to Dr. Jonathan
Kay, of the University of Massachu-
setts, Worcester, and UMass Memori-
al Medical Center.

Trials of biosimilar agents, engi-
neered to be as close in molecular
structure as possible to currently
marketed biological agents, must
show that they produce an equiva-
lent clinical response in patients to
be eligible for licensing.

It is during the rapid-rise phase of
response to treatment for rheumatoid
arthritis – the period during the first 3
months after treatment initiation –
that patients are most likely to exhibit
variation in their pharmacodynamic
responses, Dr. Kay said. “If one is
looking to detect differences between
drugs, the time-response curve can be
thought of as sort of a fingerprint.”

The two published clinical trials of
a biosimilar monoclonal antibody
utilised primary endpoints after 24
weeks, when most of the patients
who would respond would have re-
sponded already, Dr. Kay said.

“If you evaluate patients at only
one or two time points, and each is
on the plateau phase of the time-re-
sponse curve, similar proportions of
patients could respond to either drugs
that are structurally similar or drugs
that are completely different. Thus,
drugs that are not truly similar could
produce similar clinical responses and
appear to be biosimilar, if compared

only during the plateau phase.”
On Wednesday afternoon, Dr. Kay

will present results from a new study
of an infliximab biosimilar, BOW015,
that differs from previous studies in
that it measured the proportion of
responders at several time points

leading up to the primary endpoint of
American College of Rheumatology
20 (ACR 20) response at 16 weeks.

Dr. Kay and his colleagues ran-
domised 189 patients with active
rheumatoid arthritis on stable doses
of methotrexate to BOW015 or to
reference infliximab (Remicade), and
evaluated efficacy at 0, 2, 6, and 14
weeks in addition to the 16-week
endpoint. The proportion of respon-
ders at each of these time points was
comparable, which Dr. Kay and his
colleagues found to provide particu-
larly convincing evidence of thera-
peutic equivalence between the
biosimilar BOW015 and reference in-
fliximab.

Also during Wednesday’s Clinical
Science Session, findings from a ran-
domised, controlled trial of etaner-
cept biosimilar HD203 will be
presented by Dr. Sang-Cheol Bae, of

the Hanyang University Hospital for
Rheumatic Diseases, Seoul, South
Korea. Dr. Bae and his colleagues
randomised 294 patients with active
rheumatoid arthritis to HD203 or its
reference product (Enbrel), both in
combination with methotrexate,
with the primary endpoint set as the
proportion of patients achieving
ACR20 by week 24. No statistically
significant differences were seen be-
tween the patient groups for this pri-
mary endpoint, and equivalence in
efficacy was demonstrated within
predefined margins.

Biosimilar agents have received
marketing approval in Canada, Eu-
rope, and South Korea, although not
in the United States. Many biosimilar
drugs are in the pipeline, as the
patents for their reference products
near expiration.

In South Korea, where an inflix-
imab biosimilar has been licensed
since July 2012 for all indications of
the reference drug, “adoption levels
have been approximately 10%, but
there is an increasing uptake,” said
Dr. Bae, who is conducting clinical re-
search on several biosimilars, primari-
ly tumor necrosis factor (TNF)-alpha
blockers. In Korea, there are currently
six or seven companies aiming to
bring biosimilars to market, he noted.

Dr. Kay said that he hopes subse-
quent clinical trials of biosimilars –
which hold the promise of making bi-
ological agents accessible at lower
cost to more patients over the coming
years – will examine clinical responses
more closely at early time points to
establish a robust time-response curve
that might be more sensitive for de-

tecting any potential differences in ef-
ficacy between the biosimilar and the
reference product.

These trials, however, should still
evaluate comparative efficacy at later
time points to establish durability of
the clinical response to each drug. 

Dr. Bae added that the 24-week
primary endpoint, which was used
in the clinical trial of HD203, allows
for some comparison across studies,
including those of the reference
products.

“As more biosimilars become avail-
able, it is critical that patients, health
care providers, and regulators can
also have confidence in the efficacy
and safety of these compounds,” Dr.
Bae said. “Using the well-established
and validated endpoints used in stud-
ies of reference products for biosimi-
lar studies helps with that. It also
allows for a broader comparison of
the biosimilar data to the wealth of
data published about the reference
product.”

Dr. Kay has received research fund-
ing and/or consulting income from
AbbVie, Amgen, Bristol-Myers
Squibb, Eli Lilly, Epirus, Genentech,
Hospira, Janssen, Pfizer, Roche, and
UCB. Dr. Bae acknowledged receiving
consulting income and/or research
support from Abbott, Bristol-Myers
Squibb, Eisai, GlaxoSmithKline, Han-
wha Chemical, Merck Serono, MSD,
and Pfizer. ■

Clinical Science Session
Biosimilars: A SWOT analysis
Wednesday 17:00-18:30

Room Ternes

Dr. Jonathan 
Kay

Dr. Sang-Cheol
Bae
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OA Biomarkers: Great Potential in Research, Practise

Osteoarthritis represents a dy-
namic process of joint tissue
turnover that is associated with

release of matrix molecule fragments
from articular cartilage, subchondral
bone, and synovial tissue. These frag-
ments, when present in blood
and/or urine, and when considered
in the context of relevant clinical and
radiographic osteoarthritis parame-
ters, could serve as useful biochemi-
cal markers for osteoarthritis.

Such biochemical markers would
have great potential in OA practise
and research; they would help to di-
agnose OA in an early stage, identify
important treatment targets, and de-
velop disease-modifying treatments
and might prove to be a sensitive
way of evaluating treatment efficacy,
according to Dr. Erwin van Spil.

This afternoon, Dr. van Spil of
The University Medical Center
Utrecht, the Netherlands, will illus-
trate the challenging road to the
point of obtaining effective biochem-
ical markers for OA. Dr. van Spil is a
medical doctor and obtained his PhD
degree in the field of biochemical
markers for OA. He performed the
first systematic review of biochemi-
cal marker performance in OA. 

Dr. Van Spil will give a short
overview of the spectrum of bio-
chemical markers that are currently
available and the basic principles that
apply to the study of biochemical
markers. Although the principles of
biochemical markers are quite simple
to understand, interpreting biochem-
ical marker studies is not always easy
and straightforward, he said.

He will show where the develop-
ment of these markers is at the mo-
ment by addressing a number of
relevant questions: To what extent
do biochemical markers reflect spe-
cific processes in the pathogenesis of
OA? Can we rely on biochemical

markers? Can we quantify the extent
and severity of OA in one particular
joint or in multiple joints by assess-
ing biochemical markers? Can we al-
ready use biochemical markers to
assess treatment efficacy? Do particu-
lar biochemical markers differ in this
respect? For example, some biochem-
ical marker assays (e.g. deamidated
COMP, Coll2-1 NO2) also take into
account post-translational modifica-
tions of the circulating matrix mole-
cules that may also relate to
processes like inflammation and pro-
tein ageing, he said. 

“Better and more consistent per-
formance of systemic biochemical
markers of joint metabolism is need-
ed before widespread implementa-
tion in OA research and practise can
be fully justified,” he said, adding
that markers with higher specificity

for OA in general, and maybe even
for particular joints, are needed. 

That said, currently available bio-
markers certainly do have a place in
current research. For example, they
can be used as secondary endpoints
in clinical trials to elucidate mecha-
nisms of action of tested agents and
the biomarkers themselves, he noted.

Imaging markers will also be dis-
cussed during the session. Dr. Ai Lyn
Tan of the University of Leeds, Unit-
ed Kingdom, will review novel imag-
ing markers with respect to their
effectiveness and cost-effectiveness.

“Most of the novel work with re-
spect to imaging markers for OA in-
volves magnetic resonance imaging,
which in recent years has contributed
significantly to improving our under-
standing of OA pathology and to
providing insights regarding diagno-
sis and monitoring response to thera-
py,” Dr. Tan said

MRI is particularly well suited for
assessing OA, thanks to its ability to
visualise all joint structures, includ-
ing bone, cartilage, meniscus, ten-
dons, ligaments, and synovium,
which all can be affected in OA, she
noted.

Dr. Tan will discuss the various so-
phisticated novel MRI imaging tech-
niques and scoring systems that have
been devised for assessing OA; these
techniques mainly focus on measur-
ing and characterizing the morpholo-
gy and physiology of cartilage
changes, she said.

Thus far, MRI as an imaging mark-
er for OA has mainly been explored
as a research tool as it is limited by

its high cost and the relative com-
plexity of image interpretation, but
given the potential development of
new disease-modifying OA drugs on
the horizon, a reliable, reproducible,
validated marker of treatment re-
sponse is needed, she noted.

Ongoing cohort studies like the
Osteoarthritis Initiative provide an
opportunity for identifying such
markers, she added.

Dr. van Spil and Dr. Tan each re-
ported having no disclosures. ■

Clinical Science Session
Markers of Osteoarthritis: What

Has It Brought and 
What Will It Bring Us?

Wednesday 15:00-16:30
Meridien 1 (Renoir) 
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A high-resolution MRI of a proximal
interphalangeal joint with OA shows
various abnormalities that potentially
can be imaging markers for OA.
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Consider Ultrasound to Follow Gout Patients’ Progress
Ultrasound can be helpful

in assessing treatment
progress in gout patients, ac-
cording to a study that Dr.
Sébastien Ottaviani
will discuss this af-
ternoon. 

Although ultra-
sound is success-
fully used to
diagnose gout,
“data are lacking
on its place in fol-
low-up of gout de-
position after the
initiation of urate-
lowering therapy,”
Dr. Ottaviani of Hopital
Bichat in Paris said in an in-
terview. 

His team studied 16 men

with a mean age of 61 years
and an average 7-year history
of gout. Gout was diagnosed
by either presence of crystals

in synovial fluid or
ultrasound evi-
dence of urate de-
posits (double
contour sign
and/or tophi) pri-
or to the start of
urate-lowering
therapy. 

A trained ultra-
sonographer as-
sessed the knee
joint and the first

metatarsophalangeal
(MTP1s) joint at baseline and
6 months after starting urate-
lowering therapy. Serum uric

acid levels were taken at
baseline as well as at 3 and 6
months after starting treat-
ment.

Tophi were found on clini-
cal exam in 56% of patients.
Baseline serum uric acid lev-
els were an average 688 mi-
cromol/L. Ultrasound
revealed tophi or a double
contour sign among 63%-
75% of patients in knees and
88% of patients in MTP1s. 

In the 75% of patients who
achieved the objective serum
uric acid level of less than
360 micromol/L, ultrasound
features disappeared or de-
creased in all but one with a
stable double contour sign in
one MTP1. 

Among three of the four
patients not achieving the
objective serum uric acid lev-
el, the ultrasound features
did not disappear. Dr. Otta-
viani and his colleagues
called the correlation be-
tween the whole ultrasound
exam and serum uric acid
level “excellent.”

“Ultrasound is an easy and
feasible imaging procedure
which can help the physician
to follow gouty patients after
introducing urate-lowering
therapy,” Dr. Ottaviani said
in an interview. “The double
contour sign can disappear
within 3-6 months in patients
achieving a low serum uric
acid level.”

While these findings are
“promising,” he said, “future
randomised studies with a
large number of patients are
required to definitively vali-
date ultrasound assessment
for gout treated with urate-
lowering therapy.”

The investigators reported
no relevant conflicts of inter-
est. ■

Basic and Translational 
Science Session

Gout: Why crystals 
inflame, where they are 
located and how they 

may form
Wednesday 15:00-16:30

Room 352

Dr. Sébastien 
Ottaviani
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Rationale for New Classification of JIA Articulated

As in adult arthritis, several dif-
ferent disease pathways are
known to be involved in juve-

nile idiopathic arthritis. 
Results of research in gene expres-

sion, epigenetics, proteomics, im-
munology, and clinical responses to
biological agents point to several ex-
isting juvenile idiopathic arthritis
( JIA) categories as distinct diseases
with counterparts in adult forms. In-
deed, with the exception of early-on-
set antinuclear antibody–positive
(ANA-positive) arthritis, which oc-
curs only in children, most appear to
have parallels in adult diseases. 

It’s time, therefore, to revisit the
JIA nomenclature and classification,
according to Prof. Alberto Martini of
the University of Genova and Insti-
tuto G. Gaslini in Genova, Italy, who
at Wednesday afternoon’s PReS Ses-
sion will put forward several of the
ideas on which he hopes new JIA
classification criteria can eventually
be built. 

A main goal of revisiting the cur-
rent International League of Associa-
tions for Rheumatology (ILAR)
criteria is to “finally differentiate
those forms that are observed only in
children from those that represent

the childhood counterpart – although
with different frequency and possibly
phenotypes – of diseases also ob-
served in adults,” Prof. Martini said.

Now that certain categories of JIA
such as rheumatoid factor–positive

(RF-positive)
polyarthritis and
enthesitis-related
arthritis have
been shown to
have pathways
and disease fea-
tures similar to
those of adult
RF-positive
rheumatoid
arthritis and un-
differentiated

spondyloarthritis, it is worth consid-
ering these as juvenile forms of the
adult disorders and renaming them
accordingly, argues Prof. Martini,
chair of the EULAR Standing Com-
mittee on Paediatric Rheumatology.

Systemic JIA, rather than being a
homogenous disease, is more likely a
syndrome that includes a heteroge-
neous group of disorders causing a
persistent activation of the innate
immune system, Prof. Martini said.
While the category remains valid as

a whole, a large portion of sJIA pa-
tients may be better considered to
have a childhood form of Still’s dis-
ease. The subset of patients with
sJIA systemic features who do not
develop arthritis may also be classi-
fied as having juvenile-onset Still’s,
following diagnostic criteria for
adult-onset Still’s. 

Psoriatic arthritis (PsA) is a hetero-
geneous JIA category comprising
two patient groups – one with dis-
ease analogous to adult PsA and an-
other with characteristics of
ANA-positive early-onset oligoarthri-
tis, which is a disease of children.
However, Prof. Martini argues, cur-
rent ILAR classification makes it dif-
ficult for clinicians to identify
patients with disease similar to that
seen in adults. 

Another JIA category Prof. Martini
advocates reconsidering is RF-nega-
tive polyarthritis, whose ANA-posi-
tive subset shares much in common
with ANA-positive oligoarthritis. 

Early-onset, ANA-positive
oligoarthritis is a well-defined entity
observed only in childhood. “Some
patients with this disease are nowa-
days wrongly classified as [having]
RF-negative polyarthritis just be-

cause of a difference in the spread
of arthritis, or as [having] PsA be-
cause of the presence of psoriasis
or of some psoriatic features. It
would be advisable to group all
these patients together in the new
category of ANA-positive, early-on-
set arthritis independently from the
number of joints involved or the
presence of psoriasis,” Prof. Martini
said.

Even the broad term JIA itself
might be better off abandoned, Prof.
Martini argues, because it suggests a
single disease with various pheno-
types, as rheumatologists once un-
derstood JIA to be. Prof. Martini
stressed that his recommendations
are only the beginning of a process
that will take years. Any new criteria
“must be the result of an expert con-
sensus of doctors and validated
prospectively on a cohort of patients
to see if in fact they identify more
homogeneous entities.”

Prof. Martini had no disclosures. ■

PReS Session
Juvenile idiopathic arthritis
Wednesday 15:00-16:30

Room Maillot
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Company Stand N° Level

ABBVIE P26+P27+M43 1+2
ACTELION PHARMACEUTICALS Ltd M27A 2
AFPric (French Association for People
living with Rheumatoid Arthritis) H15 3
AMERICAN COLLEGE OF
RHEUMATOLOGY (ACR) H13 3
AMGEN P11+M30 1+2
ANALOGIC ULTRASOUND M17 2
APLAR H22 3
ARAB LEAGUE AGAINST
RHEUMATISM (ARLAR) H21 3
ARD | RHEUMATOLOGY FROM BMJ M32 2
ASIF H14 3
ASSOCIATION FRANCAISE DE
LUTTE ANTI RHUMATISMALE H10 3
ASTRAZENECA M26A+M27B 2
BE THE CURE H5 3
BIOIBERICA, S.A. P37 1
BIOMARIN PHARMACEUTICAL INC. M42 2
BLUE BIO PHARMACEUTICALS LTD. M07A 2
BRISTOL-MYERS SQUIBB P06+P09+P29 1
BRITISH SOCIETY FOR 
RHEUMATOLOGY H3 3
CELGENE P35 1
CELLTRION HEALTHCARE M11 2
CLINICAL AND EXPERIMENTAL 
RHEUMATOLOGY M08B 2
CRESCENDO BIOSCIENCE M22 2
CROMA-PHARMA GMBH M38 2

Company Stand N° Level

CYTOKINE SIGNALLING FORUM H2 3
EMEUNET H11 3
EMIRATES SOCIETY FOR 
RHEUMATOLOGY (ESR) H21 3
ESAOTE P01 1
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
LUPUS EUROPE H6 3

Company Stand N° Level

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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Challenges in Clinical Practice Session
Chronic periaortitis and IgG4 related diseases

Meridien II (Matisse)
PReS Session
Juvenile idiopathic arthritis Room Maillot

Basic and Translational Science Session
Adaptive immunity Room 342
Gout: Why urate crystals inflame, where they
are located and how they may form Room 352

Health Professionals Session
Health Professionals and Ultrasound - how to
implement imaging into clinical practice

Amphi Havane

The Young Rheumatologist
Basic epidemiology explained Room 342

EULAR Projects in Investigative 
Rheumatology
EULAR projects in Investigative Rheumatology

Room 351

Practical Skills Session
Ultrasound Basic I Room 353

Joint Clinical / HPR / PARE Session
Food as therapy - supporting healthy choices

Studio A
17:00-18:30
Clinical Science Session
Biosimilars: A SWOT analysis Room Ternes

Clinical Science Session
Managing neck and shoulder pain

Meridien I (Renoir)

How to Treat / Manage (HOT)
Biomarkers: the future or a waste of resources?

Amphi Bordeaux

Challenges in Clinical Practice Session
Raynaud's phenomenon and rheumatic diseases:
Primary versus secondary Meridien II (Matisse)

Clinical Science Session
PMR - establishing therapeutic order at last

Room Maillot

Basic and Translational Science Session
Circadian rhythms and chronomodulation of the
immune/inflammatory response Room 342
Spondyloarthritis: revisiting gut, enthesis and
HLA-B27 in the IL23 era Room 352

Health Professionals Session
Promoting a healthy lifestyle among patients
with arthritis - how are health professionals do-
ing? Amphi Havane

The Young Rheumatologist
Basic immunology explained Room 242

EULAR Projects in Education and Training
Educational activities within EULAR ESCET
(EULAR Standing Committee for Education and
Training) Room 351

Practical Skills Session
Crystals in synovial fluid I Room 343
Laboratory techniques I Room 353

PARE Session
Political campaigning Studio A

Schedule continued from page 1

eular 2014 Situation Plan
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Joint decisions: Personalising RA therapy to 
achieve better outcomes

Based on US rules, this symposium is only intended for physicians practicing outside the USA

Faculty
Prof. Ernest Choy, UK (co-Chair) 
Prof. Andrea Rubbert-Roth, Germany (co-Chair) 
Dr Cécile Gaujoux-Viala, France 
Dr Andrew Östör, UK 
Ms Katerina Koutsogiannis, Greece

Our distinguished faculty looks forward to welcoming you to this interactive symposium, where we will explore and debate a range of issues  
around personalised therapy and the involvement of RA patients in decision-making, including:

•  How can we better enable patient participation in shared medical decision-making?

•  How can understanding the mechanisms of action of medications help guide treatment decisions?

•  How do randomised controlled trial outcomes and real-world data inform individualised treatment  
strategies in our clinical practice?

•  How do co-morbidities affect our choice of RA treatment?

Please join us for what promises to be a lively and engaging session, where panel discussions on these important areas of clinical interest 
will be augmented by findings from real-time audience opinion polls and audience questions.

Thursday 12 June 2014 | 08:15–09:45 | Grand Amphi | Le Palais des Congrès de Paris
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Gut Cell Migration Implicated in Development of AS

Gut-derived innate lymphoid cells
are widely found in the periph-
eral blood, synovial fluid, and

inflamed bone marrow of ankylosing
spondylitis patients and produce cells
that are key in the develop-
ment of the disease, Italian
researchers have found.

This afternoon, Dr.
Francesco Ciccia, assistant
professor of rheumatology
at the University of Paler-
mo, Italy, will discuss the
work he has been conduct-
ing with his colleagues to
better characterise the im-
munologic origin and be-
havior of innate lymphoid
cells (ILCs) in the gut, synovial fluid,
and bone marrow of ankylosing
spondylitis (AS) patients. They found
that gut-derived interleukin (IL)-23
receptor-expressing ILCs, which are
found widespread in AS patients,
produce IL-17 and IL-22, cytokines
suggested as key players in the
pathogenesis of AS. 

The work is important because
“understanding the complex interac-
tions between bacteria – genotype –

innate immunity occurring in the gut
of AS patients may clarify many as-
pects of the pathogenesis of AS and
may offer new therapeutic strategies
in the treatment of AS,” Dr. Ciccia

said in an interview.
The researchers took

ileal gut biopsies from 20
HLA-B27-positive AS pa-
tients with active axial dis-
ease and 15 healthy
subjects. The AS patients
had a mean Bath Ankylos-
ing Spondylitis Disease Ac-
tivity Index score of 6.7.
They paired samples of pe-
ripheral blood and synovial
fluid from knee joints of

10 of the AS patients and 10 os-
teoarthritis patients. They also stud-
ied five bone marrow biopsies each
from patients with inflamed sacroili-
ac joints and from patients with sus-
pected monoclonal gammopathy.
Additional experiments measured
the ILCs’ ability to produce IL-17 and
IL-22; studied the presence of a4b7
integrin, which promotes homing of
T cells to intestinal sites, and its
counter-receptor MADCAM-1 in ileal

and bone marrow samples; looked at
the expression of IL-7 and IL-15,
which are involved in ILC differentia-
tion, and of IL-17, IL-22, and IL-
23p19; analysed protein expression of
IL-17, IL-22, IL-23p19, IL-7, and IL-
15; and assessed the tissue distribu-
tion of lymphoid tissue inducer cells
(LTi).

The scientists found that type III
ILC cells expressing IL-23 receptor
“were significantly expanded in the
gut, synovial fluid, and bone marrow
of AS patients, compared with con-
trols and produced high levels of IL-
17 and IL-22.” 

Type III ILCs isolated from AS pa-
tients’ peripheral blood, synovial flu-
id, and bone marrow “displayed a
significant over-expression of a4b7.”
In addition, increased co-expression
of MADCAM-1 was seen in both
bone marrow and ileal samples,
“suggesting the presence of an active
recirculation of a4b7-bearing cells
between the gut and the inflamed
bone marrow of AS patients,” Dr.
Ciccia said. Strong expression of
both IL-17 and IL-22 also was seen in
the bone marrow of AS patients, and

IL-7 was significantly increased in the
AS patients’ guts, compared with
those of controls, especially near
Paneth cells lining the small intestine
and surrounded by clusters of LTi
that were demonstrated to be pre-
cursors of type III ILC gut cells.

“The increased expression of IL-7
in the AS gut and the presence of
clusters of LTi cells close to Paneth
cells suggest an important role of in-
nate intestinal immunity in the dif-
ferentiation of type III ILCs,” Dr.
Ciccia said. “The increased intestinal
and bone marrow expression of
MADCAM-1 occurring in AS also
suggests the presence of an active
homing axis between the gut and the
inflamed sacroiliac joints.”

Dr. Ciccia and his colleagues did
not have any relevant disclosures. ■

Basic and Translational 
Science Session

Spondyloarthritis: revisiting gut,
enthesis and HLA-B27 

in the IL23 era
Wednesday, 17:00-18:30

Room 352

Dr. Francesco 
Ciccia

New AS Candidate Genes
May Have Pathogenic Roles
Global DNA methylation patterns

differ greatly between ankylos-
ing spondylitis patients with and
without advanced ankylosis, ac-
cording to a new study that identi-
fied five genes as
potential candidates for
AS pathogenesis. 

“While the genetic ba-
sis of ankylosis is well
recognized, candidate
genes identified to date
explain only a small frac-
tion of the entire heri-
tability,” said lead study
author Darren O’Rielly,
Ph.D., a senior research
scientist with Memorial
University in St. John’s, Canada,
who will present the study’s key
findings this afternoon. “Recent
emerging evidence supporting a
regulatory role for methylation al-
terations rendered investigating the
methylome with respect to disease
progression an attractive target.”

For the study, senior study author
Dr. Proton Rahman worked with
Dr. O’Rielly and their colleagues to
perform genomewide DNA methy-

lation profiling on blood samples
from 23 ankylosing spondylitis (AS)
patients with advanced ankylosis
(defined as at least four continuous
ankylosed vertebrae) and 25 control

AS patients with normal
posture and no syndesmo-
phytes. The researchers
used technology measur-
ing up to about 480,000
different CpG sites per
sample and measured the
methylation level at each
CpG site. Most of the ad-
vanced ankylosis patients
were male, with a mean
disease onset at about 22
years old; they were nearly

44 years old at assessment. Most of
the control AS patients also were
male, with a disease onset at a mean
age of 24.6 years; they were 44.1
years old at assessment.

Researchers performed methyla-
tion analysis on 382,232 CpG sites,
finding 100 locations that differed
between patients with and without
spinal ankylosis. The three that dif-
ferentiated the most included CpG

Ultrasound Use Increasing
Among Health Professionals
Nurses and other allied health

professionals can use muscu-
loskeletal ultrasound themselves to
assess rheumatic disease instead of
having to refer patients to a
rheumatologist to per-
form the technique, ac-
cording to speakers from
a session that will be held
this afternoon.

In Norway, for exam-
ple, new recommenda-
tions for managing
rheumatoid arthritis,
ankylosing spondylitis,
and psoriatic arthritis
stating that patients
should have rapid access to spe-
cialised rheumatology care led to
the development of a new muscu-
loskeletal ultrasound (MSUS) train-
ing course for nurses.

“The EULAR recommendations
for the role of nurses in the man-
agement of inflammatory arthri-
tides state that the competence and
skills of the nurse should be opti-
mised to further improve patient
care,” said Bente Jakobsen, a spe-
cialised nurse with the rheumatol-

ogy unit at St. Olav’s Hospital in
Trondheim, Norway, who will dis-
cuss the training program. “The
nurses’ roles would be enhanced if
they were trained to perform tar-

geted musculoskeletal ul-
trasound.”

Experts with the
rheumatology depart-
ment at St. Olav’s Hospi-
tal and the Radiographic
Institute at the Sør-Trøn-
delag University College,
also in Trondheim, devel-
oped an MSUS training
programme for nurses
encompassing theoreti-

cal, technical, and practical educa-
tion with expert supervisors. 

Eight rheumatology nurses par-
ticipated in the first training, from
October 2012 to December 2013,
which included 18 days of practical
training, the EULAR basic muscu-
loskeletal ultrasound course in
Madrid, and the British Society of
Rheumatology basic ultrasound
course, as well as an educational
visit to the Jesi Medical Center in

Darren O’Rielly,
Ph.D.

Bente Jakobsen

AS continued on page18 Ultrasound continued on page18
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sites in the genes KIAA0319, JAKMIP3, and LYG2. The five
genes with variants most relevant to AS pathogenesis, re-
garding antigen presentation, cytokine signaling, and bone
remodeling were IL18RAP, SMAD3, MCF2L, DDAH2, and
NLRC5.

While this is believed to be the first study to associate
these five candidate genes with AS, some of the genes pre-
viously had been reported to be associated with other au-
toimmune diseases, said Dr. O’Rielly: “Variants located
within MCF2L and IL18RAP, for example, have been associ-
ated with radiographic severity in osteoarthritis, and severe
lumbar disc degeneration in individuals with chronic low
back pain.” NLRC5 was recently identified “as a critical reg-
ulator of immune response,” he said.

“Epigenetic mechanisms deserve attention with respect
to complex disease and hold promise to discover novel
markers of large effect size that can explain some of the so-
called missing heritability,” said Dr. Rahman, associate dean
for clinical research at Memorial University. “More impor-
tantly, it may help to identify a priori those patients at high-
er risk of disease progression.”

A study in a larger group of samples from patients with
clinically diagnosed and progressive AS is in progress, Dr.
Rahman said.

The investigators declared having no relevant conflicts of
interest. ■

Basic and Translational Science Session
Spondyloarthritis: revisiting gut, enthesis, 

and HLA-B27 in the IL23 era
Wednesday, 17:00-18:30

Room 352

Ancona, Italy. Upon completion of the
course, the nurses were awarded 15 ECTS
credits. Today, seven of the eight nurses are
using MSUS to monitor and assess disease
activity in their clinical settings.

“A formal education in collabo-
ration with a clinical department
and a university college seems to
be of high theoretical and practi-
cal relevance for nurses to obtain
appropriate education and skills in
musculoskeletal ultrasound,” Ms.
Jakobsen said. 

Ultrasound is “potentially the
most exciting development in
clinical practise in recent years,”
said Tricia Cornell, a rheumatology consul-
tant nurse with AbbVie in Maidenhead,
United Kingdom, and honorary senior
rheumatology practitioner at Poole Hospi-
tal NHS Foundation Trust. “Nurses and
health professionals can learn and utilise
this skill to deliver the best quality of care
for our patients with inflammatory arthritis.
It is particularly helpful for nurses who de-
liver nurse-led care and can independently
prescribe.”

While nurses and professionals such as
physiotherapists and podiatrists are increasing-
ly using ultrasound to monitor disease pro-
gression, check diagnosis, and guide
intra-articular injections, there are a number
of competencies they need to demonstrate

before they are deemed proficient in the tech-
nology, said Ms. Cornell, who will discuss the
challenges of undertaking ultrasound.

Health professionals should have good
knowledge of the anatomy and physiology
of the joints they will scan, Ms. Cornell not-

ed, as well as a good understand-
ing of how the technology works.
They also should complete a
structured training course and
scan regularly under the mentor-
ship of a competent ultrasound-
trained rheumatologist or
radiologist until they have com-
pleted their countries’ require-
ments to use the techniques
independently. This varies by Eu-
ropean communities.

In the United Kingdom, for example, the
Nursing and Midwifery Council allows nurs-
es to practise ultrasound but provides a code
of conduct stating all registered nurses must
recognise and work within the limits of
their competence. Nurses who do not ad-
here to the code may be struck off the na-
tional register and lose their licenses, Ms.
Cornell said. ■

Health Professionals Session
Health Professionals and Ultrasound –

how to implement imaging into 
clinical practice

Wednesday 15:00-16:30
Amphi Havane

AS continued from page 16 Ultrasound continued from page 16

Tricia Cornell

Research Foundation Has a New Name: FOREUM

The Foundation, established in
2013 by EULAR as “European
Rheumatology Research Foun-

dation” to stimulate funding of
small- to medium-scale collaborative
rheumatology research, is proud to
report about important develop-
ments of the past months and excit-
ing prospects for the future. 

The Foundation’s leadership, in
alignment with the EULAR leader-
ship, decided to rename the organisa-
tion to “FOREUM Foundation for
Research in Rheumatology.”

This step has been taken after sev-
eral rounds of discussions and pro-
vides us with a crisper name.
FOREUM will not only support
rheumatology research in Europe, it
will also constitute a forum for delib-
erations on the future reumatology
research arena by virtue of the dis-
cussions of its committees on future
research calls.

Despite the short time since its es-
tablishment, FOREUM has received
several confirmations of support
from various donors. The EULAR
and FOREUM leaderships have the
pleasure to express their gratitude to
the following supporters: Platinum

level (AbbVie, AstraZeneca, Pfizer);
Silver level (Bristol-Myers Squibb,
Sanofi/Regeneron); and other
donors (Amgen, Merck Sharp &
Dohme).

FOREUM seeks to raise funds
from interested commercial and non-
commercial donors that share
FOREUM’s vision and goals: recog-
nising that research and innovation
in our field are crucial for improving
both the prevention and the manage-
ment of rheumatic and muscu-
loskeletal disorders (RMDs) and,
hence, the living, working, and so-
cioeconomic conditions of the more
than 120 million people in Europe
variously afflicted by RMDs. While
FOREUM will independently devel-
op its research strategy and grant
agenda, it is nevertheless interested
in engaging with and learning from
various stakeholders, including Euro-
pean centres of excellence in
rheumatology research and other
stakeholders active in rheumatology
research.

Interested potential donors may
contact the FOREUM secretariat for
more information at info@
foreum.org or call +41 43 31 55 66.

Science Funding: Call on OA
Equipped with starting capital donat-
ed by EULAR in 2014, FOREUM’s
first call has been issued and finalized
in the area of osteoarthritis (OA). A
total of 46 letters of intent were re-
ceived and have been peer reviewed
and thoroughly evaluated. As a re-
sult, four projects are being funded.
FOREUM would like to congratulate
the research teams around the pro-
jects led by Prof. Rik Lories (“Pro-re-
solving mediators in OA: homeostatic
signals in the joint organ?”) and Prof.
Floris Lafeber (“Intrinsic regeneration
of osteoarthritic cartilage by unload-
ing involves peri-articular stem cell
activity: a joint effort”).

Another two research teams sub-
mitted project applications for which
the committee awarded pump-prim-
ing funding for consolidating corpo-
rate planning and preparation for
competitive Horizon 2020 applica-
tions for projects submitted by an-
other two research teams, led by Dr.
Christian Beyer (“MicroRNAs as bio-
markers in OA”) and Prof. Philip
Conaghan (“Osteoarthritis definition
through imaging and tissue biomark-
ers [PEARL-OA]”).

This and other information can be
found at www.foreum.org.

Call for research proposals in 2015
FOREUM is proud to be able to
launch a call in 2015. Specific infor-
mation will be available in January
2015 at www.foreum.org.

An expert leadership group
FOREUM is directed by a large
group of clinical and basic scientists
comprising the Board of Trustees
that supervises FOREUM’s activities;
an Executive Committee that defines
the strategic agenda for the Founda-
tion, coordinates its operational as-
pects, and evaluates and decides on
funding of peer-reviewed research
proposals; and an international Sci-
entific Committee that acts as an ad-
visory body for all scientific and
methodological aspects. Patients and
health professionals are represented
in and contribute importantly to the
two latter committees. Thus, the or-
ganisational structure of FOREUM
will ensure that it fulfils a need in
rheumatology research and acts ac-
cording to the highest standards and
ethics of scientific research. ■
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Potentials and Pitfalls of Imaging in GCA Examined

Imaging plays a key role in the diagnosis and
monitoring of giant cell arteritis, helping clini-
cians detect inflammatory changes in the tem-

poral arteries, and also, importantly, in large
arteries in the body that are difficult to biopsy. 

However, imaging of large vessels “is a relatively
new field,” said Dr. Nicolò
Pipitone of the Istituto di Ri-
covero e Cura a Carattere Sci-
entifico, in Reggio Emilia,
Italy. It is also a field “with lit-
tle in the way of agreed stan-
dards in choosing and
interpreting imaging studies,
or evidence-based recommen-
dations to guide the use of
imaging in patients with large-
vessel vasculitis.” Rheumatolo-
gists may not be fully aware of
the potentials and pitfalls of imaging studies in in-
vestigating and monitoring large-vessel vasculitis,
he said in an interview.

Colour-Doppler sonography (CDS), contrast-en-
hanced magnetic resonance imaging (MRI), and
magnetic resonance angiography (MRA), along
with contrast-enhanced computerised tomogra-
phy (CT) and contrast-enhanced computerised to-
mography angiography (CTA), can all be used to
identify inflammation of the arterial wall and lu-
men before vascular complications appear, Dr.
Pipitone said. 18F-Fluorodeoxyglucose positron-
emission tomography (PET) is also used to assess
large-vessel inflammation.

During Wednesday afternoon’s Clinical Science
Session on giant cell arteritis (GCA), Dr. Pipitone
will bring rheumatologists up to date on the imag-
ing technologies suited to detecting inflammation
in superficial and deep vessels of medium to large
size. He will also aim to help them understand, us-

ing the most recent evidence, which techniques
can help ascertain whether a patient has large-ves-
sel vasculitis and which clinical features should
dictate the type of imaging to be used.

CDS, for example, is extremely useful in identi-
fying vessel wall thickening in superficial arteries
such as temporal arteries, while
MRI/MRA and CT/CTA studies can
show changes to deep, large vessels
such as the thoracic and abdominal
aorta, Dr. Pipitone said. 

Dr. Pipitone will also discuss ways in
which imaging can be used to monitor
response to treatment, and how to dif-
ferentiate vasculitis from other vessel
changes such as atherosclerosis.

In addition to these clinical uses,
imaging technologies are increasingly
being studied as a way to predict vas-
cular complications such as stenoses or
aneurysms. 

Another speaker at Wednesday’s GCA
session, Dr. Hubert de Boysson will dis-
cuss the risk of aortic complications
among patients with confirmed GCA.
Extracranial involvement of GCA is
probably underdiagnosed, and PET is one form of
imaging suited to detecting inflammation in the tho-
racic, abdominal aorta, subclavian, axillary, carotid,
iliac/femoral, and upper- and lower-limb arteries.

Dr. de Boysson, of the Centre Hospitalier et
Universitaire Côte de Nacre, in Caen, France, con-
ducted a study in which evidence of inflammation
in large body vessels in PET scans was associated
with increased risk of aortic complications at 3
years’ follow-up. 

For their study, Dr. de Boysson and his colleagues
recruited 133 patients with a GCA diagnosis. PET
was performed at diagnosis or during follow-up.

PET results were positive in about half of patients,
with a median of four body areas involved, and the
thoracic aorta was involved in 79% of positive cases.

Patients with positive PET findings had signifi-
cantly more extra-cephalic manifestations and fewer
cephalic symptoms than did patients with a negative

PET, the researchers found. Aortic complications
were associated with positive PET (hazard ratio,
3.96; 95% confidence interval, 1.1-14.26) and the ab-
sence of cephalic manifestations (HR, 0.27; 95% CI
0.09-0.85) at a median follow-up of 35 months.

Neither Dr. Pipitone nor Dr. de Boysson dis-
closed conflicts of interest. ■

Clinical Science Session
Giant cell arteritis: new perspectives

Wednesday 15:00-16:30 
Room Ternes

Dr. Nicolò 
Pipitone

This patient’s total vascular score was 8 at baseline and
dropped to 2.4 on repeat PET scan at 3 months posttherapy.
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Studies Examine Patient Beliefs, Attitudes About RA Drugs
Rheumatoid arthritis patients’ be-

liefs and attitudes about disease-
modifying antirheumatic drugs affect
their proper adherence to medica-
tions, according to two studies to be
presented this afternoon.

For the first study, Hanneke
Zwikker and her colleagues analysed
the results of questionnaires complet-
ed by 580 rheumatoid arthritis (RA)
outpatients at the Sint Maartensklin-
iek – a clinic in Nijmegen, the Nether-
lands, specialising in rheumatology,
rehabilitation, and orthopaedic
surgery. The patients, who had been
diagnosed with RA for at least a year
and were prescribed at least one dis-
ease-modifying antirheumatic drug
(DMARD), completed the Beliefs
about Medicines Questionnaire
(BMQ) concerning their perceived
need to take medication, as well as
their concerns and attitudes about
taking medication. They also com-

pleted the Compliance Questionnaire
Rheumatology (CQR) to report ad-
herence to taking medications. Sixty-
eight percent of participants were

women. The av-
erage age was 63
years, and 30%
were nonadher-
ent to their med-
ications.

Patients who
reported having
an indifferent at-
titude toward
medication (a
low perceived

need to take medication and few con-
cerns about medication) were 2.4
times more likely to be nonadherent
to medications than were those with-
out an indifferent attitude, the re-
searchers found. Those reporting
weaker beliefs about the necessity of
medications were more likely to re-

port medication nonadherence on the
CQR. The stronger that patients’ con-
cerns about medication were in pro-
portion to their perceived need to take
medication, the more likely they were
to be nonadherent to medication. 

The study is believed to be the first
to demonstrate that the perceived
need to take medication is “an impor-
tant, independent predictor of medica-
tion nonadherence in RA patients
when correcting for demographical,
clinical, and psychological factors like
illness cognition, self-efficacy, and
symptoms of anxiety and depres-
sion,” said Ms. Zwikker, who will dis-
cuss her study’s key findings.
Adherence to DMARDs in RA pa-
tients is “suboptimal,” ranging from
22% to 107%, she said in an interview.
“So, increasing necessity beliefs about
medication in clinical practise might
be worthwhile in improving medica-
tion adherence in patients with RA.”

In a separate study that will be pre-
sented at the session, researchers
from RTI Health Solutions and
Genentech Inc. found that 211 (42%)
of 501 American patients taking
methotrexate for RA reported not
taking their medication exactly as
prescribed during the previous
month. Among them, 33% reported
forgetting to take it, 24% felt they
did not need to take it when feeling
good, and 24% expressed concern
about the drug’s long-term safety. Pa-
tients on methotrexate combined
with more than two other RA med-
ications were less likely to report
high medication compliance. ■

Outcome Science Session
“Adherence: the new challenge 

for rheumatology”
Wednesday 15:00-16:30

Amphi Bordeaux

Hanneke Zwikker
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Parisian Medical Science – A Wealth of History

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

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

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

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

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

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

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

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

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

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

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

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

remarkable casts are visible in the
online collection.

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

founding in the 17th century.

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

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

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

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

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

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

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

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

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

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