
T
he observed initial improve-
ment in functional ability seen

with treat-to-target strategies for
rheumatoid arthritis patients in the
BeSt trial was maintained at 8-year
follow-up, according to findings to
be presented by Dr. Marianne van
den Broek on Friday morning.

“At year 8, we found stable good
functional ability for all treatment
groups, and low disease activity in
79% of patients. And even though
treatment was aimed at low disease
activity, we found a stable remission

percentage of 52%,” said present-
ing author Dr. van den Broek of
Leiden University Medical Centre,
the Netherlands.

Participants in the multicentre,
randomised, single-blind Behandel
Strategieën trial (BeSt) included 508
adults with recent-onset RA. They
were randomised to one of four
treatment strategies, including se-
quential monotherapy, step-up
combination therapy, initial com-
bination therapy with prednisone,
or initial combination with inflix-

imab. All treatment arms aimed
for a disease activity score smaller
than or equal to 2.4, indicating low
disease activity. Behandel Strate-
gieën is Dutch for treatment strate-
gies, she said.

“After 1 year, we found that pa-
tients from the two initial combi-
nation therapy groups showed ear-
lier improvement of disease activity
and functional ability and less radi-
ological damage progression than
the two initial monotherapy

EULAR Celebrates Researchers 

Ustekinumab Beat Placebo for Psoriatic Arthritis Symptoms

U
stekinumab at 45-mg and 90-mg
doses significantly improved arthri-

tis symptoms, physical function, and in-
flammation in adults with psoriatic
arthritis, compared with placebo after 24
weeks of treatment, according to find-
ings to be presented Friday morning by
Prof. Iain B. McInnes.

These findings come from the PSUM-
MIT I study, a multicentre, randomised
trial of 615 patients. Participants were pa-
tients whose psoriatic arthritis (PsA) re-
mained persistent despite treatment with

nonsteroidal anti-inflammatory drugs or
disease-modifying antirheumatic drugs.
They were randomised to 45 mg of
ustekinumab, 90 mg of ustekinumab, or
a placebo. Patients who had been treat-
ed with anti-TNF agents were excluded
from the study. 

After 24 weeks, approximately half of
the patients in the 45-mg (42%) and 90-
mg (50%) groups achieved an ACR 20 re-
sponse; the percentages for both groups
were significantly greater than that of
the placebo group (23%). 

“These findings are in line with our ex-
pectations from the original phase II tri-
al published a short number of years ago
and with the success already enjoyed in
using this medicine in treating the skin
component of the psoriasis/psoriatic
arthritis spectrum,” said Prof. McInnes,
director of the Institute for Infection, In-
flammation, and Immunity at the Uni-
versity of Glascow. The findings are also
gratifying, he added. “There has been
some evidence elsewhere to suggest that
the cytokines that are targeted by ustek-

inumab might be of importance in pso-
riasis and psoriatic arthritis pathogenesis
– these clinical data are compatible with
those ideas,” he noted.

Significantly more patients in both
ustekinumab groups achieved ACR 50
and ACR 70 responses compared with
the placebo patients. In addition, ustek-
inumab patients had clinically meaning-
ful changes from baseline Health As-
sessment Questionnaire–Disability Index
scores (defined as a change greater than
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Friday, 8 June
At a Glance
Registration 08:00 – 19:30
Exhibition 08:30 – 17:15
Scientific Sessions 10:15 – 17:00
08:15 – 09:45
Basic and Translational Science Sessions
Bugs in autoimmunity Room EUROPA 2
Osteoimmunology: Links to systemic and juvenile
diseases Room BERLIN 2
PReS AHP Sesssion 
Fatigue, its physiological base, and consequences
for physical performance in (paediatric) rheumatic
conditions Room LONDON 3
10:15 – 11:45
What Is New (WIN)
WIN Session 5 Hall 1.2
Abstract Sessions
RA anti-TNF Hall 1.1
Treatment strategy in RA Hall 6.2 A
Psoriatic arthritis Hall 5.2 B
Spondyloarthritis: Clinical aspects and treatment 
Hall 6.2 B
Vasculitis Hall 5.1
Molecules: Small and smart Room EUROPA 2
Genomics, genetics, and epigenetics of rheumatic
diseases Room BERLIN 2
Clincal and translational scleroderma Room PARIS 2
Innate and adaptive immunity Room BERLIN 1
Diagnostics and imaging procedures 
Room NEW YORK 1

Continued on page 12 See BeSt page 15

See Ustekinumab page 7

At Wednesday evening’s Opening
Plenary Session, EULAR
President Prof. Maxime
Dougados presented awards for
the six top abstracts in clinical
science research (Top left) and
for the six top abstracts in basic
science research (Bottom left).
This year for the first time,
EULAR presented awards for the
top three health professional
research abstracts (Top right). 
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BeSt: Treat-to-Target Benefits Persist 
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Letter From the EULAR Secretariat

Dear Congress participants:

Welcome to the EULAR Annual Con-
gress in Berlin. EULAR has seen an im-
pressive development over recent years.
This is only possible thanks to all of you
showing an active interest in what EU-
LAR does and offers as well as to the
initiative and support of a growing
number of contributors helping to
shape our activities. We are grateful
and happy to see so many familiar faces

in Berlin and the many, many new ones. 
As happens every year, the EULAR

Congress gathers rheumatologists,
health professionals, researchers, pa-
tients, health care professionals, and
industry representatives from around
the world. 

This year, we can offer a true inno-
vation in the form of the new session
programme under the acronyms
“WIN” and “HOT.” You will no doubt
have tracked down these as highlights
in your own congress scheduling. Im-
portant to note is that these sessions
will be offered a second time in No-
vember 2012 in Prague, Czech Repub-
lic, as a special 2-day event under the la-
bel “WIN With EULAR,” for a limited
number of interested participants. 

You will be reminded of this new top-
notch offering as you are walking
around the Congress centre this week.

EULAR’s recent developments have
not been a matter of coincidence but
rather of well-wrought planning and
forward-looking decisions. 

“Mobilizing the Planet”was a phrase
coined in 2007 when we designed a set
of 5-year strategic objectives for EU-
LAR spanning 2007 to 2012. 

As we approached the final year, time
had come for a review. Over the past 8
months we have embraced a process of
“creative destruction” to identify what
bears continued strategic potential for

the next 5 years, what can be consid-
ered achieved, and which new elements
our strategy needs to address to cope
with the challenges of the next 5 years.
Again, our strategy definition process
will not stop with our leaders in exec-
utive and committee functions but will
reach out to our national member so-
cieties for input, views, and confirma-
tion. 

And in a recent survey addressing
nearly 7,000 former Congress partici-

pants, we have also explored their opin-
ion and wishes. By the end of the year,
EULAR will have set its goals for the
coming years that will, in the words of
our President, sketch our “Vision 2020.” 

Started by a presidential initiative last
year, our Standing Committee PARE,
representing people with rheumatic
and musculoskeletal diseases in Eu-
rope, has also developed a strategic
view on their own role and work with-
in EULAR. 

The patient voice has been instru-
mental in EULAR’s history of alleviat-
ing the burden of rheumatic and mus-
culoskeletal diseases for a long time.
For more than a decade, PARE has
been a strong part of EULAR and is
now fully integrated in all of EULAR’s
activities. 

This Congress is a good time to re-
flect on PARE’s structure, achieve-
ments, commonalities, and its own
characteristics. If you would like to
learn more about PARE, get a copy of
the brochure “With One Voice,” which
is the result of the strategic review. It
is available at the PARE stand in EU-
LAR Village.

Equally, Health Professionals in
Rheumatology – the third constituency
under the EULAR roof – have contin-
ued their successful path toward better
representation in EULAR. Their mem-
bership campaign, which offers more in-

sights into the value and the role of na-
tional HP organisations in EULAR, has
already brought much fresh blood to
EULAR. While there were only two
HP member organisations in 2006, they
now number 11, and interest for joining
remains high throughout Europe. Visit
the Health Professionals booth in EU-
LAR Village for a chat and more infor-
mation on HP activities. 

In the clinical and research arena, EU-
LAR will continue shaping research in

specific niche areas in 2012. From a call
launched last year, our Standing Com-
mittee of Epidemiology has initiated six
projects on patient-reported outcomes,
which the committee will continue to
evaluate and support. Recently, we have
issued a further call for proposals, this
time on the topic of pain. In search of
top-quality projects, peer reviewers and
internal experts are setting high stan-
dards in the evaluation process to dis-
tinguish projects of merit; 2012 will
again see advances from many EULAR
task forces currently working on devel-
oping recommendations or criteria on a
broad range of rheumatic and muscu-
loskeletal diseases. 

New EULAR recommendations on
the management of psoriatic arthritis,
of chronic inflammatory arthritis, of
ankylosing spondylitis, and for vacci-
nation in paediatric patients with
rheumatic diseases have been published
over the past 12 months; joint publica-
tions with the American College of
Rheumatolog relate to provisional clas-
sification criteria for polymyalgia
rheumatica as well as a provisional de-
finition of remission in rheumatoid
arthritis in clinical trials. More are cur-
rently under review by the editors of
the EULAR Journal.

Offering education and training op-
portunities for rheumatologists and
health professionals is a key matter of

EULAR. E-learning continues its way
up on our popularity scale as more and
more young rheumatologists are sub-
scribing to our courses, and EULAR is
simultaneously expanding its online
course programme. 

Apart from the 2-year comprehensive
course, specialised shorter online cours-
es are available on connective tissue
diseases and systemic sclerosis. 

New in 2012 is an introductory online
course on ultrasound to start in Sep-
tember. 

A highlight of the intensive work of
our education committee is the elabo-
ration of the 2012 edition of the EULAR
Textbook on Rheumatology that has just
come off the presses and is up for sale
at the Congress in Berlin. 

Structured in topical subsections, the
50 chapters cover 1,300 illustrated pages
of updated content, offering readers
from all corners of rheumatology a
great learning experience. 

Browse the book at the BMJ booth in
EULAR Village and buy or order your
personal copy. More on EULAR educa-
tion and training is inserted in your
Congress bag – search for the hand-
some brochure describing the broad
educational offerings of EULAR. 

EULAR is also continuing its efforts
on the European political arena; 2012
marks a crucial year on the political
agenda in Brussels as the relevant bod-
ies are designing the next research
framework programme “Horizon
2020.” This programme will largely
define how the EU intends to distrib-
ute its research spending on the various
fields. 

For EULAR and rheumatology the
art of persuasion will be instrumental
in view of influencing the shape of the
future programme as current draft doc-
uments are lacking specific commit-
ments to rheumatic and musculoskele-
tal diseases (RMDs). 

This despite the fact that RMDs are
among the most prevalent, disabling
and costly chronic conditions in Eu-
rope. EULAR, with the help of our na-
tional member organisations, is making
every effort to change this through co-
ordinated action on both the EU and
national levels. 

We hope that these brief inside views
on EULAR’s current thinking and ac-
tivities will be stimulating. 

They are built on the strong belief
that rheumatology deserves a leading
rank in medical disciplines, and that
EULAR and our member organisa-
tions, with the help of all of you who
gather here in Berlin, can make a dif-
ference in alleviating the burden of
rheumatic and musculoskeletal dis-
eases. 

In this spirit, EULAR wishes you a
successful Congress experience, many
new insights, and a great time with old
and new friends in a wonderful city. 

Heinz Marchesi
Executive Director
EULAR Secretariat

The staff of the EULAR Secretariat (left to right): Florian Klett, Birte Glüsing, Ernst Isler, Heinz Marchesi, Gabriela Kluge,
and Patrizia Jud enjoy a moment of camaraderie during the 2012 Congress in Berlin.
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DeSScipher
Proposal full title

To decipher the optimal management of systemic sclerosis
Work programme topic addressed: HEALTH.2012.2.4.4.2 - Observational trials in rare diseases.

FP7-HEALTH-2012-INNOVATION-1
Volume 3 Mio. €, duration 3 years, 14 partner, 150 EUSTAR centres, 10,000 patients
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News From EUSTAR

DeSScipher FP7 Project Is About to Be Launched
The current approach to diagnosis and management of
the rare disease systemic sclerosis (SSc) is based on
American College of Rheumatology criteria with low
sensitivity and few validated recommendations for the
therapy of the disease and its manifold organ manifes-
tations. To overcome these shortcomings, EUSTAR has
applied with several research groups the DeSScipher
project at the current FP7 programme in the field of
rare diseases. Fortunately, after getting a score of 14.5
out of 15 possible points from the EU referees, the DeSS-
cipher consortium will use the multinational, prospec-
tive, and open EUSTAR (Scleroderma Trials and Re-
search group of the European League Against
Rheumatism) SSc cohort. The cohort is based on the es-
tablished MEDSonline database, which covers more

than 30 data items and will evolve into a multimodular
tool to answer step-by-step all immanent questions in a
long-term setting according to the nature of the disease.
The resulting progress will address functionally disabling
manifestations affecting the hands (digital ulcers and
arthritis), and compare the efficacy and safety of off-la-
bel drugs in the treatment of vital organ manifestations.
Specifically, the DeSScipher project will evaluate:
� The utility of a combination of easy-to-perform clin-
ical and laboratory investigations in combination with
capillaroscopy for identifying SSc patients at risk for the
development of digital ulcers at an early stage.
� The prevention and treatment of digital ulcers and
hand arthritis to improve long-term disability and qual-
ity of life.
� The efficacy of different immunosuppressive agents

in attenuating or inhibiting pulmonary fibrosis.
� The optimal treatment options for reducing mor-
bidity and mortality of pulmonary hypertension and se-
vere heart disease in SSc. 

Based on the results of these observational trials, un-
der the auspices of EULAR and directly including the
SSc patient organisation FESCA and the respective or-
ganisation for juvenile patients PReS, the EUSTAR-
based DeSScipher project will develop evidence-based
clinical guidelines for the future management of adult
and juvenile SSc to be disseminated widely and rapid-
ly to physicians and patients. Novel outcome measures
will also be provided as a basis for future clinical trials.

For EUSTAR and DeSScipher,
Ulf Müller-Ladner, EUSTAR Chairman

EUSTAR Centres and Expertise

Figure 1: DeSScipher concept

TR
EA

TM
EN

T

CL
IN

IC
AL

M
AN

AG
EM

EN
T

DI
AG

NO
SI

S

PR
EV

EN
TI

ON

Observational Trials: Morbidity & Mortality Driving Manifestations

Observational Trials: Functionally Incapacitating Manifestations

Digital Ulcers (DU)

Physician
and Patient
Education

Better care of
juvenile & adult

SSc patients

Accepted
evidence-

based clinical
guidelines for

SSC

Hand Arthritis

Interstitial Ling Disease (ILD)

Pulmonary Hypertension (PH)

Severe Heart Disease (SHD)

MEDSOnline database
VDEOSS module

DeSScipher

Most important goals:
� a better understanding of the specific problems of systemic sclerosis
� to improve the outcome of the most important (life-threatening) organ

complications
� to distribute this updated information rapidly to physicians and patients
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Berlin’s Museum Island Welcomes You

Berlin’s Museum Island is a unique en-
semble of five museums that was built

on a the small island located between the
city’s Spree River and the Kupfergraben
from 1824 to 1930. In naming it a World
Heritage site, Unesco praised Museum Island
for being “an outstanding example of the En-
lightenment vision of making art publicly ac-
cessible, given material form in a central ur-
ban setting.”

The island’s five museums include
these: The Altes Museum (1830), a mas-
terpiece of neoclassical architecture and

design; The Alte Nationalgalerie, where
one will find one of the largest collections
of 19th century sculpture and paintings in
Germany; The Bode Museum, one of the
world's largest numismatic collections and
a selection of paintings from the
Gemäldegalerie; The Neues Museum,
which houses a collection of prehistoric,
early history, and Egyptian works of Art;
and The Pergamon Museum, where the
collection includes Greek and Babylonian
antiquities including the Ishtar Gate of
Babylon and the Pergamon Altar.

Part. No. Participant legal name (Acronym) Country

1 Coordinator Justus-Liebig-Universität Giessen (JLU GIESSEN) Germany

2 Partner Universität Zürich (UZH) Switzerland

3 Partner Université Paris Descartes (UPD) France

4 Partner Università degli Studi di Firenze (UNIFI) Italy

5 Partner Seconda Università degli Studi di Napoli (UNINA2) Italy

6 Partner Felix Platter Spital (FPS) Switzerland

7 Partner University College London (UCL) United Kingdom

8 Partner Charité - Universitätsmedizin Berlin (CHARITE) Germany

9 Partner University of Pécs (PECS) Hungary

10 Partner University of Leeds (LEEDS) United Kingdom

11 Partner New win AG (NEW WIN) Switzerland

12 Partner
Federation of European Scleroderma 
Associations (FESCA)

Ireland

13 Partner
Juvenile Systemic Sclerosis Working Group of 
the Pediatric Rheumatology European Society
(PRES)

Germany

14 Partner Novamen (NOVAMEN) France
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In rheumatoid arthritis,

JAK signaling stimulates  
pro-inflammatory cytokines that  
perpetuate joint destruction1,2

Janus kinase (JAK) signaling stimulates  
the production of pro-inflammatory  
proteins (eg, cytokines and  
chemokines), which contributes  
to the persistent inflammation  
and joint destruction found in  
rheumatoid arthritis (RA).1,2

Discover more at  

EULAR Booth #432A,  
Hall 4.2
June 6-9, 2012

JAKpathways.com

References: 1. Ghoreschi K, Laurence A, O’Shea JJ. Janus kinases in immune cell signaling.  
Immunol Rev. 2009;228(1):273-287. 2. McInnes IB, Schett G. Cytokines in the pathogenesis  
of rheumatoid arthritis. Nat Rev Immunol. 2007;7(6):429-442.

JRS413920-01 © 2012 Pfizer Inc. All rights reserved. May 2012
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Prof. Yazici Receives 2012

Meritorious Service Award

Prof. Hasan Yazici is the 2012
recipient of EULAR’s Merito-
rious Service Award in recog-
nition of his many years of ser-
vice to EULAR, including
being its General Secretary
from1996 to 1999. Prof. Yazici
has just retired from being
both the Chair of the Division
of Rheumatology and Chair
of the Department of Medi-
cine at the Cerrahpasa Medical
Faculty, University of Istanbul,
as well as Chair of the Behçet’s
Disease Research Centre at
that institution. Prof. Yazici
served as President of the
Turkish Society for Research
and Education in Rheumatology from
2010 to 2012. His main research interests
are Behçet’s disease, vasculitis, and clin-

ical research methodology and ethics.
Prof. Yazici currently is the most cited
author on Behçet’s disease. ■

Stene Prize: An Essay on

Working With Sjögren’s

Ms. Raija Heimonen will
receive the 2012 Edgar Stene
Prize from EULAR in recog-
nition of her essay about liv-
ing and working despite the
onset of both rheumatoid
arthritis and Sjögren’s syn-
drome while she was an
adult. Now 54 years old and
living with her husband and
three children in Espoo near
Helsinki, Ms. Heimonen
was diagnosed 8 years ago
with her two rheumatolog-
ic disorders. She had
changed careers a few years
earlier from teaching math
to working in IT. Thanks to
quick diagnosis after the onset of early symptoms and initiation of effective ther-
apies, Ms. Heimonen has been able to continue working full time in a job that
involves large projects and demanding deadlines. ■

Two Receive Young Investigator Awards

EULAR is giving Young Investigator
Awards to two outstanding researchers
at the 2012 Congress. Martin Englund,
M.D., Ph.D., has focused on clinical epi-
demiologic research on musculoskeletal
disease, particularly on the pathogenesis
of knee osteoarthritis with specific at-
tention to the role of the meniscus. In
2011 he was awarded, as the youngest re-
cipient ever, the Clinical Investigator
Award by the Osteoarthritis Research So-
ciety International (OARSI). Further-
more, he received a young investigator
award in 2012 from OARSI. Currently he
is on a full-time Swedish Research Coun-
cil Career Development grant, and he
was appointed as Associate Professor by
the Medical Faculty of Medicine, Lund
University in 2010. He has over 60 arti-
cles published or in press and of these he
is main or senior author on more than
30. Since 2008, he serves on the editori-
al board of Osteoarthritis & Cartilage,
the premier journal in orthopaedics.

In-Ho Song, M.D., Ph.D., has focused
his clinical research in the area of axial
spondyloarthritis, an area that he feels
does not receive the same attention as
rheumatoid arthritis and other more
widely know rheumatic diseases. Dr.
Song takes great satisfaction in doing
clinical research rather than the more re-
moved, while also important basic labo-
ratory research. Most of the research be-
ing recognized by the award was done by
Dr. Song as a member of the working
group led by Prof. Joachim Sieper, Char-
ité Campus Benjamin-Franklin, Berlin.
Dr. Song feels especially thankful to him
particularly because without Prof.
Sieper’s constant support it is unlikely Dr.
Song would have won this award. Dr.
Song’s curriculum vitae lists 26 articles,
on all but one of which he is first or sec-
ond author. Those articles deal exclu-
sively with his research on various as-
pects of axial spondyloarthritis and
ankylosing spondylitis. ■Dr. In-Ho Song, EULAR President Prof. Maxime Dougados, and Dr.Martin Englund.

Four Friends of EULAR Become Honorary Members

Paul-Peter Tak, M.D., Ph.D., is
Professor of Medicine, Division
of Clinical Immunology and
Rheumatology, Academic Med-
ical Centre/University of Ams-
terdam, the Netherlands; and
Senior Vice President/Head, Im-
munoInflammation, GSK, Steve-
nage, U.K. 
Tanja Stamm, Ph.D., is the
head of the occupational thera-
py master program at the Uni-
versity of Applied Sciences FH
Campus Wien in Vienna, Aus-
tria. She  has chaired EULAR’s
Standing Committee of the Al-
lied Health Professions. 
Angela Zink, Ph.D., is Professor
of Epidemiology of the

Rheumatic Diseases at the Char-
ité University Medicine in Berlin.
She is also Deputy Scientific Di-
rector of the German Rheuma-
tism Research Centre, Berlin
Prof. Zink was Chair of
EULAR’s Standing Committee
on Epidemiology. 
Berent Prakken, M.D., Ph.D., is
Professor of Pediatric Immunol-
ogy and Rheumatology and
Chair of the Centre for Molecu-
lar and Cellular Invention, both at
University Medical Centre in
Utrecht. He is past chair of EU-
LAR’s Standing Committee on
Paediatric Rheumatology and is a
member of EULAR’s Scientific
and Executive Committees. ■
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(Left to right):
Dr. Angela Zink,
Dr. Tanja
Stamm, EULAR
President Prof.
Maxime
Dougados, and
Prof. Tak. Prof
Prakken was not
present at
Wednesday
evening’s award
ceremony.
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or equal to 0.3) compared with placebo pa-
tients. Approximately
twice as many patients in
the two treatment groups
demonstrated this
change, compared with
the placebo patients (48%
vs. 28%, respectively).

The median change in
enthesitis scores were
43% in the 45-mg ustek-
inumab group and 50%
in the 90-mg ustekinum-
ab group, compared with
no change in the placebo
group. 

So far, no substantial
differences in adverse
events between the treat-
ment and placebo groups
have emerged, Prof. McInnes said in an in-
terview. However, “this is a small trial – in
comparison to the larger phase III and post-
marketing datasets for this agent in the pso-
riasis field – and as such we need to be con-
servative in our interpretation of adverse
events,” he emphasized. “Continued vigi-

lance will be the key here, and follow-up is
ongoing,” he said.

If the findings are con-
firmed in other studies,
“we may be able to offer
this agent to provide a
new mode of action for
the treatment of psoriatic
arthritis, a disease for
which we currently have
too few options available,”
said Prof. McInnes. How-
ever, “it is too early to de-
termine at which stage in
the patient journey such
use would be optimally
employed,” he said.

Approximately half of
the patients were using
methotrexate at baseline,

but this did not impact the effect of ustek-
inumab vs. placebo. ■

Abstract Session
Psoriatic arthritis

Friday, 10:15 – 11:45
Hall 5.2 B

Enthesitis Scores Dropped
Ustekinumab • from page 1

RABBIT Infection

Risk Score Validated

In Second Population

A
novel risk score for pre-
dicting serious infections
in individual patients with

rheumatoid arthritis who are treat-
ed with either tumour necrosis
factor–alpha inhibitors or conven-
tional disease-modifying an-
tirheumatic drugs showed high
agreement between observed and
expected rates of serious infection,

according to data to be presented
Friday morning by Prof. Angela
Zink.

The score, known as the RAB-
BIT risk score, is named for the
German biologics register from
which patients were enrolled. The
risk score was previously evaluat-
ed in 5,044 patients enrolled in the
RABBIT register between May
2001 and December 2006, and was
shown to provide detailed infor-
mation about the expected ab-
solute risk of serious infection find-
ings (Ann. Rheum. Dis.
2011;70:1914-20). 

The data demonstrate the value
of the score in a new population of
patients not included in the previ-
ous analysis because they enrolled
in the register after January 2009.
Taken together, the two sets of
data suggest that the score will
serve as a useful tool with which
rheumatologists can identify pa-
tients at increased risk of infec-
tion. Rheumatologists can avoid
the use of treatment combinations
that confer an increased risk for se-
rious infection, said Prof. Zink of
the German Rheumatism Re-
search Centre, Berlin.

“We showed that the risk of an
individual at any time results from
background risks such as age, co-
morbidity, or treatment history,
and from risks that change over
time, such as the activity of the dis-
ease, functional status, comedica-
tion with glucocorticoids, or treat-
ment with TNF inhibitors or
conventional DMARDs,” she said.

For the analysis the investiga-
tors used data from 1,327 RA pa-
tients treated with TNF-alpha in-
hibitors and 1,276 RA patients
treated with conventional
DMARDs. The patients included
in this analysis were enrolled in the
RABBIT register at the start of
their treatment with anti-TNF-al-
phas or DMARDs. The investiga-
tors used the RABBIT score to de-
termine the serious infection risk,
and they compared the observed
serious infection rate with the ex-
pected rate in the total cohort and
certain defined subgroups.

Agreement between the ob-
served and expected rates of seri-
ous infection was high, as was
agreement in subgroups of pa-
tients with a higher risk of infec-
tions. For example, the observed
and expected rates of serious in-
fection in those taking a TNF-al-
pha inhibitor were 3.2 and 3.0 se-
rious infections per 100 person
years, respectively, and the ob-
served and expected rates of seri-
ous infection in those taking a
conventional DMARD were 1.3
and 1.5 serious infections per 100-
person-years, respectively. Among
those at high risk (based on the
presence of 1 or more risk factors)
who were taking a TNF-alpha in-
hibitor, the observed and expected
rates were 5.2 an 4.3 serious infec-
tions per 100-person years, respec-
tively, and among those at high
risk who were taking a conven-
tional DMARD, the observed and
expected rates were 1.7 and 1.9 se-
rious infections per 100-person
years, respectively.

“We think that long-term ob-
servational studies of new treat-
ments offer excellent opportunities
to understand what happens dur-
ing the treatment of real-life pa-
tients,” Prof. Zink said of the val-
ue of biologics registers in general. 

These data allow us to balance
risks against each other, she added.

“An almost fivefold risk of serious
infection was found in patients who
had to be treated with dosages of
glucocorticoids of 15 mg/day or
above compared to those with less
than 7.5 mg/day. TNF inhibition,
which was associated with a 1.8-fold
increased overall risk of infection,
can lead to a decrease in risk if the
disease activity is successfully sup-
pressed, thereby allowing the glu-
cocorticoid dose to be reduced,”
she said. ■

Abstract Session
RA anti-TNF

Friday, 10:15 – 11:45
Hall 1.1

Prof. Angela Zink
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Madrid Awaits You
This year’s 2012 Congress in Berlin has

over 12,000 attendees, all of whom
know that every year the EULAR presents
the best and latest in research in rheuma-
tology and patient care in talks given by 
experts in the field. Please make your plans
now to join us in 2013 in Madrid from 
12-15 June. Catch up on advances in thera-
peutics and treatment strategies, and then
finish your day with excellent food and lively
nightlife. See you there!

Prof. Iain B. McInnes

Eular 2012 issue3.qxp  6/7/2012  7:00 AM  Page 7



8 13TH ANNUAL EUROPEAN CONGRESS OF RHEUMATOLOGY �  6 - 9 JUNE 2012

EULAR Has Launched ‘What Is New’ Programme 

W
hat? You have not heard
about that yet? So you missed
the Opening Plenary Session

on Wednesday evening? And you did not
notice the branding all over the venue
yesterday? Then it is time that we tell
you a little bit about it.

Did you see the new
tracks in the Scientific Pro-
gramme of this Congress,
called WIN Track? WIN
stands for “What Is New.”
It is a series of 18 dedicat-
ed lectures throughout the
Congress, highlighting the
newest developments in
musculoskeletal diseases,
presented by the top sub-
ject matter experts. The
purpose of this new track is
to give you a broad
overview on all important
evolutions in all areas. 

As a side note, there is
another new track in the
programme called HOT. This acronym
stands for How To Treat/Manage, and
explains the state-of-the-art methods of
treatment and management for 20 dif-
ferent areas in rheumatology. Did you
miss it? Don’t worry, the HOT track will
be back next year in Madrid. 

As another side note: Did you ever re-
gret that the EULAR Congress has be-
come so huge? Would you prefer a
smaller event, perhaps something that is

closer to home and less expensive? 
Let’s come back to WIN. WIN not only

stands for What Is New, but also is the
launch of a new educational initiative by
EULAR called WIN With EULAR. 

Simply said: We take the 18 WIN lec-
tures from the Congress on the road.

We commit that the programme will
cover the 18 different topics and that the
presenters will be the same speakers, all
experts in their fields. In 2012, we will
launch the initiative with one addition-
al event in Prague on 23-24 November.
It will be a 2-day event with a maximum
of 450 participants for 400 euros in-
cluding all meals (yes, also the dinner on
Thursday evening)! And, of course, 18
top class lectures. There will not be any

parallel sessions, so you can follow it all
from A to Z. And there will be time to
meet with the speakers to ask ques-
tions and discuss their presentations.

If it works out well in Prague, we
have plans to expand, both by having
more 2-day events throughout the year

and visiting more places,
bringing EULAR closer to our
colleagues. We strive always
to bring the hottest and
newest to you with the best
European experts. 

You may think: Why should
I consider going there? I am at
EULAR 2012, and I have just
heard it all. Well, although
EULAR is a congress with a
huge number of delegates,
there are still uncounted col-
leagues of ours who could
not make it to Berlin. It’s for
them. And maybe there is
more than what you were
able to listen to while here at

EULAR 2012. Then it is for you as well.
Go to www.eular.org and follow the link
to “WIN With EULAR” for the detailed
programme and logistics. 

We hope to see you in Prague in No-
vember! 

Prof. Johannes Bijlsma
EULAR Education Officer
Ernst Isler
EULAR Executive Secretariat

Prof. Johannes Bijlsma

Updated EULAR Textbook Hits the Stands

A
n updated second edition of the
EULAR TEXTBOOK ON RHEUMATIC

DISEASES was launched Wednesday
evening. 

The book’s editor is Professor Jo-
hannes Bijlsma (Bottom, left), who
shares this achievement with rheuma-
tologists around Europe who collabo-
rated on its 50 new chapters. Why a sec-
ond edition? “Rheumatology is an active
field,” Prof. Bijlsma said. “In 3 years
quite a lot of progress has been made
and is incorporated in this new edition.” 

When it was published in 2009, the
original EULAR TEXTBOOK ON RHEUMAT-

IC DISEASES became the first text EULAR
ever issued. The response was “very en-
thusiastic,” Prof. Bijlsma said in an in-
terview. 

With two expert rheumatologists from
different countries contributing to each
chapter, the EULAR TEXTBOOK ON

RHEUMATIC DISEASES features “a good
mixture of different European points of
view.” In addition, most chapters include
clinical or research perspective to en-
sure the educational strategies address
modern goals and techniques. 

Prof. Bijlsma was greeted and con-
gratulated by many of the 150 authors

who attended the launch party. Dr. Bi-
jlsma is Professor and Chair of the De-
partment of Rheumatology & Clinical
Immunology at University Medical Cen-
ter Utrecht in The Netherlands. 

The second edition also features an im-
proved layout, Prof. Bijlsma said, even
though the structure of each chapter re-
mains the same. Each continuing med-
ical education topic will be presented
through learning objectives; main text;
multiple graphics including figures, ta-
bles, and pictures; summary points; and
references. EULAR has posted a sample
chapter on SLE (www.eular.org/myU-

ploadData/f iles/sample%20chap-
ter20_mod%2017.pdf ). 

The second edition also will be avail-
able at a lower price. A special offer for
70 Euros will be available to EULAR
course participants. The text can be pur-
chased during the meeting at the BMJ
booth. The price after the Congress will
be 100 Euros. Both prices do not include
VAT (added according to home country
regulations) or delivery charge. 

EULAR intends to publish new edi-
tions of the textbook every3 years and to
update its Online Course on Rheumatic
Diseases, which is revised every year. ■

Ernst Isler
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EU Short Balance for SIMPONI® (golimumab) based on EUSPC  
EMEA/H/C/992/II/13  
Health Care Professional Balance 
THERAPEUTIC INDICATIONS Rheumatoid arthritis (RA) SIMPONI, in combination 

 

Psoriatic arthritis (PsA)

Ankylosing spondylitis (AS) SIMPONI is 

Selected Safety Information about SIMPONI® (golimumab) 
CONTRAINDICATIONS

SPECIAL WARNINGS AND PRECAUTIONS FOR USE 
Infections

Tuberculosis

the 

SIMPONI 
and after 

SIMPONI treatment. Hepatitis B virus (HBV) reactivation  

of 

Malignancies
 

Paediatric malignancy 

Lymphoma 
and Leukaemia

Malignancies other than lymphoma of 

Congestive heart failure (CHF)

Neurological events

of 

Surgery

Haematologic reactions

 

Concurrent administration with anakinra
 

Concurrent administration with abatacept

 

Switching between biological DMARDs 

Vaccinations

Allergic reactions

Latex sensitivity

Special populations Elderly patients ( 65 years)

Renal and hepatic impairment

Paediatric use 
 

UNDESIRABLE EFFECTS

For additional safety information, please consult the Summary of Product 
Characteristics. 

 

Help put everyday life back in their hands

1
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PARE Abstract Session
Room NEW YORK 3
PReS Abstract Session
Clinical science in paediatric rheumatology Hall 6.1
Primary Care Abstract Session
From epidemiology to effective practice Hall 4.1
HP Abstract Session
Evidence into clinical practice: The way forward 
Room DUBLIN
How to Manage/Treat (HOT)
How to manage 6 Hall 5.2 A
12:00 – 13:15
Poster Tours
Poster Area
F01: RA prognosis, predictors, outcomes
F02: RA anti-TNF
F03: Vasculitis
F04: Clinical scleroderma 2
F05: Spondyloarthritis clinical aspects other than

treatment
F06: Osteoarthritis
F07: PReS - Clinical research in paediatric 

rheumatology
F08: Metabolic and crystal diseases of joints and

bones
F09: Epidemiology and health services
F10: Health professionals: OT – PT
F11: Primary care
13:30 - 15:00
What Is New (WIN)
WIN Session 6 Hall 1.2
Clinical Science Sessions
SpA throughout life Hall 1.1
Vascular imaging in rheumatic diseases Hall 6.2 A
How to Manage/Treat (HOT) 
How to manage 7 Hall 5.2 A
Outcomes Science Session 
Patient Reported Outcome (PRO) assessment in
rheumatology Hall 5.2 B
Challenges in Clinical Practice Session 
Multi-drug resistant RA Hall 6.2 B
PReS Session 
Resolution and control of inflammation Hall 6.1
Educational Session
Writing for and publishing in a journal; A lesson from
the editor Hall 5.1
Primary Care Session
Primary and secondary care: Working in partnership
in autoimmune rheumatic diseases Hall 4.1
Basic and Translational Science Sessions 
Casting NETs and catching autoimmunity: The role of
neutrophils in inflammation Room EUROPA 2
Novel signalling molecules Room BERLIN 2
Health Professionals Workshop Session
Challenges in health professionals’ practice: How to
develop and execute a treatment plan for a rheuma-
toid patient with co-morbidities Room DUBLIN
Practical Skills Sessions 
Ultrasound basic 2 Room PARIS 2
MRI Workshop Advanced 2 Room BERLIN 1
EULAR Projects in Epidemiology and Health Services
Update on current projects Room NEW YORK 1
Joint Clinical / HPR / PARE Session 
Impact of RMDs on others Room NEW YORK 3
15:30 – 17:00
What Is New (WIN)
WIN Session 7 Hall 1.2
Clinical Science Sessions
Non anti-TNF biologics on SpA and PsA Hall 1.1
How to implement technical improvements in existing
imaging modalities in clinical practice Hall 6.2 A
How to Manage/Treat (HOT)
How to manage 8 Hall 5.2 A
Outcomes Science Session
It’s good, but it may be dangerous Hall 5.2 B

Challenges in Clinical Practice Session 
Infectious complications Hall 6.2 B
Joint PReS / EULAR Session
Autoinflammation 1: News from IL-1 driven diseases 
Hall 6.1
Fellows in Training Session 
Making mentoring effective Hall 5.1
Abstract Session
Late breaking abstract session Hall 4.1
Basic and Translational Science Sessions
New lights on translational models Room EUROPA 2
Biomechanics meets immunology (in spondyloarthritis)
Room BERLIN 2
Health Professionals Session
Clinical update in connective tissue diseases 
Room DUBLIN
Practical Skills Sessions 
Ultrasound advanced 2 Room PARIS 2
Improving your graphs for publication and presentation
Room BERLIN 1
EULAR Projects in Musculoskeletal Imaging 
EULAR projects in imaging Room NEW YORK 1
PARE Session
Working in partnership Room NEW YORK 3

Saturday, 9 June
At a Glance
Registration 08:00 – 15:00
Exhibition 09:30 – 14:00
Scientific Sessions 18:45 – 14:45

08:30 – 10:30
What Is New (WIN)
WIN Session 8 Hall 1.2
Clinical Science Sessions
RA treatment: Small molecules Hall 1.1
Does everybody need stronger bones? Hall 6.2 A
Treatment of rheumatic disease in special clinical
situations Hall 5.1
EULAR/ESSR Session: Imaging in arthritis: The radi-
ologist’s perspective Hall 4.1
How to Manage/Treat (HOT)
How to manage 9 Hall 5.2 A
Outcomes Science Session
Measuring outcomes in different settings Hall 5.2 B
Challenges in Clinical Practice Session
Fatigue uncoupled from inflammation Hall 6.2 B
PReS Session
Infections and arthritis Hall 6.1
Basic and Translational Science Session
Angiogenesis in health and disease Room EUROPA 2
Inhibitory checkpoints in inflammation Room
BERLIN 2
EULAR Projects in Health Professionals
I've been asked to review a clinical guideline: Where
do I start? Room DUBLIN

EULAR Projects in Investigative Rheumatology
EULAR orphan disease program to improve under-
standing of systemic sclerosis Room NEW YORK 1
Joint Clinical / HPR / PARE Session
Move, groove, and improve: Exercise and RMDs 
Room NEW YORK 3
PReS AHP Sesssion
A painful period: How to understand and handle pain
in adolescents Room LONDON 3
10:15 – 11:45
Poster Tours
Poster Area
S01: (Epi)-Genetics and genomics 2: Where are we?
S02: The mystery of SSc pathophysiology
S03: Pathogenesis of RA
S04: Lupus nephritis - bench to bedside
S05: Lupus and Sjörgren’s: Clinical
S06: SpA: Basic and translational highlights
S07: Psoriatic arthritis: From assessment to imaging
S08: Osteoporosis
S09: Diagnostics and imaging procedures
S10: Musculoskeletal health in Europe
12:00 – 13:30
What Is New (WIN)
WIN session 9 Hall 1.2
Clinical Science Sessions 
RA remission: Prediction and imaging Hall 1.1
ILAR: Advancing rheumatology in developing countries;
ILAR projects: Past, present, and future Hall 6.2 A
How to Manage/Treat (HOT) 
How to manage 10 Hall 5.2 A
Challenges in Clinical Practice Session
Extra-articular manifestations Hall 6.2 B
PReS Session
Vasculitis Hall 6.1
Fellows in Training Session
Neuroendocrine immunology explained Hall 5.1
Basic and Translational Science Sessions 
Auto antibodies actually cause disease: Targetting
the vasculature Room EUROPA 2
Breathing new life into rheumatology Room BERLIN 2
Health Professionals Session
Cardiovascular health in rheumatic diseases 
Room DUBLIN
PARE Session
Inclusive design Room NEW YORK 3
13:45 – 14:45
Highlight Session
Clinical and basic/translational science highlight 
session Hall 1.1
Highlight Session 
Health professional highlight session Room DUBLIN
Highlight Session
PARE highlight session Room NEW YORK 3

Continued from page 1

Congress Dinner at the Station Berlin

Friday, 8 June 
20:30 – 24:00
Price: EUR 95 per person (not
included in the Registration Fee)

The original Station build-
ing was opened in 1875

and demolished in 1887. The
building that stands on the
same location today was
opened in 1913 and was used
as the largest package hub of
Berlin until 1997. Today, al-
though no longer used as a
station, it represents all the

characteristics of a charming
industrial monument, includ-
ing cathedral-like vaults, a
glass roof, and steel beams.
The Station is conveniently lo-

cated close to the Potsdamer
Platz allowing for hassle-free
access by underground train
and with plentiful parking
nearby.
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Joint Synovitis May Be Present in

Patients in Apparent RA Remission

S
ynovitis may persist in patients
whose rheumatoid arthritis meets
the criteria for remission, accord-

ing to findings to be presented Saturday
morning by Dr. Pascal Zufferey.

“The study shows that remission based
on clinical criteria is certainly not reli-
able. This has been already demonstrat-
ed before, but our results show that this
is also true in real-life, as the study was
conducted in a registry with many dif-
ferent operators with different machines
all around the country,” explained Dr.
Pascal Zufferey, of the Service de Rhu-
matologie, Département de L’Appareil
Locomoteur, Centre Hospitalier Univer-
sitaire, Lausanne, Switzerland.

Assessment of remission is deter-

mined by established criteria. Given that
the traditional remission criterion of a
downward change in the DAS28 score of
2.6 points seemed not to be stringent
enough, the EULAR and the American
College of Rheumatology (ACR) pro-
posed a new definition. 

The Swiss Sonography in Arthritis and
Rheumatism (SONAR) group developed
a standardised semi-quantitative ultra-
sound-based score for RA using the Out-
come Measures in Rheumatoid Arthritis
Clinical Trial (OMERACT) criteria for
synovitis. Since 2009, the SONAR score
that includes a semi-quantitative B mode
and Doppler evaluation of 22 joints
(grade 0-3, maximum 66 points each) has
been a routine part of the evaluation of
the Swiss Clinical Quality Management
(SCQM) cohort of about 5,000 RA pa-
tients from all regions of Switzerland. 

In this study, the SCQM data were
mined to get a clearer indication of the
real-life performance of the DAS and EU-
LAR/ACR remission criteria and to com-
pare them with the ultrasound remission
definition.

At the time of their ultrasound exam-
ination, the DAS criteria were applicable
to 362 RA patients; of these, 121 (33%)
were judged to be in remission. The 
EULAR/ACR remission criteria were
applicable of 177 patients, of whom 29
(17%) met the remission criteria. Both
groups were similar in age, sex, rheuma-
toid factor, and duration of RA. 

Patients judged to be in remission by
either set of criteria did not differ signif-
icantly in B mode or Doppler score. But,
when the cut-off in B mode was consid-
ered, significant synovitis was present in
39% of patients judged to be in remission
according to the DAS criteria and in 38%
of the patients deemed to be in remission
on the basis of the EULAR/ACR crite-
ria. Furthermore, the mean number of

joints with B mode synovitis of at least grade
2 was significantly higher in RA patients in
clinical remission compared to the controls.
The mean Doppler score was significantly
higher in RA patients in clinical remission by
either set of criteria, compared to controls.

“The persistence of active synovitis in about
a third of the patients considered in remission
suggests that the illness is still active in those

patients. A longitudinal study is needed to
evaluate the evolution of the illness in those
patients, especially when the treatments are
removed or diminished,” he said. ■

Clinical Science Session
RA remission: Prediction and imaging

Saturday, 12:00 – 13:30
Hall 1.1 Dr. Pascal Zufferey

Significantly more joints of
patients with RA in clinical

remission than controls had at
least grade 2 synovitis as

assessed by B mode ultrasound.
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08:15 – 09:45 Pfizer Room 1.1
Emerging Oral DMARDs for the Treatment of
Rheumatoid Arthritis

Chair: G. Burmester, Germany
08:15 – 08:20
Chairman’s welcome 

G. Burmester, Germany
08:20 – 08:45
Intracellular cytokine signaling pathways: A 
rational target in rheumatoid arthritis 

I. McInnes, UK
08:45 – 09:35
Novel oral DMARDs in the era of biologic thera-
pies: Understanding efficacy

R. van Vollenhoven, Sweden
Interpreting safety

C. Charles Schoemann, USA
09:35 - 09:45
Conclusions and questions

08:15 – 09:45 Abbott & GE Healthcare 
Hall 6.2 A
Treat to target: What Are the Benefits of Using
a Targeted Ultrasound Approach?

Chair: P. Emery, UK
08:15 – 08:20
Chair’s introduction 

P. Emery, UK
08:20 – 08:40
Treat to Target: Current thinking in RA disease
management 

M. Østergaard, Demark
08:40 – 09:00
State of the art in ultrasound imaging: Today
and tomorrow 

M. A. D’Agostino, France
09:00 – 09:20
Redefining standards of care in RA with a tar-
geted ultrasound approach 

P. Emery, UK
09:20 – 09:40
Q&A
09:40 – 09:45
Closing remarks

P. Emery, UK

08:15 – 09:45 GSK/HGS Hall 6.1
Changing the Face of SLE Management: What
More Can We Do for Patients?

Chairs: M. Schneider, Germany & 
Z. Amoura, France

08:15 – 08:25
Challenges in the current management of SLE 

M. Schneider, Germany
08:25 – 08:45
Defining treatment goals in clinical practice 

M. Mosca, Italy
08:45 – 09:05
From clinical trials to clinical practice 

I. Bruce, UK
09:05 – 09:25
Real-life experiences with Benlysta® 

J. Merrill, USA
09:25 – 09:30
Conclusion 

Z. Amoura, France
09:30 – 09:45
Panel discussion All

08:15 – 09:45 UCB Pharma Hall 4.1
Psoriatic Arthritis: Novel Concepts in Diagnosis,
Treatment, and Cardiovascular Co-Morbidities

Chairs: O. Fitzgerald, Ireland & 
H. Marzo-Ortega, UK

08:15 – 08:30
Introduction and welcome 

O. Fitzgerald, Ireland & 
H. Marzo-Ortega, UK

08:30 – 08:50
Early diagnosis of psoriatic arthritis: The role of
biomarkers and imaging 

C. Ritchlin, USA
08:50 - 09:10
Current treatment paradigms and future therapy
targets in psoriatic arthritis

P. Mease, USA
09:10 – 09:30
Cardiovascular comorbidities in psoriatic dis-
ease: Pathogenesis and management 

W.-H. Boehncke, Germany
09:30 – 09:45
Question and answer session All

08:15 – 09:45 Bioiberica Room Dublin
Progression of Osteoarthritis: Predictors and
Treatment

Chairs: T. Pap, Germany & 
P. Du Souich, Canada

Welcome and introduction 
P. Du Souich, Canada

Inflammation is associated with advanced ra-
diographic disease in osteoarthritis

M. Backhaus, Germany
Pathophysiological mechanisms involved in in-
flammation in osteoarthritis 

J. Martel-Pelletier, Canada
Synovium angiogenesis: A new therapy target
for osteoarthritis treatment

Y. Henrotin, Belgium
Chondroitin sulfate may reduce total knee re-
placement in a 12-month multicentre clinical
trial in knee osteoarthritis: Results from a 4-
year observation

J.-P. Pelletier, Canada
Efficacy and safety of combination therapy with
chondroitin sulfate and glucosamine for os-
teoarthritis 

M. Hochberg, USA
Question and answer session
Concluding remarks

T. Pap, Germany

08:15 – 09:45 Roche Room Paris 2
The Changing Landscape of Biologic Monother-
apy in RA: Current and Future Perspectives

Chair: A. Rubbert-Roth, Germany
An interactive programme bringing together a
panel of international experts in RA to explore
the relevance of biologic monotherapy in today’s
RA treatment landscape.

The expert panel, comprising A. Rubbert-Roth
(Germany), T. Huizinga (Netherlands), A. Östör
(UK), G. Jones (Australia) and J.-E. Gottenberg
(France), will centre their discussions around
the following four topics:
� Current RA treatment recommendations and

the role of biologic monotherapy
� Current use of biologic monotherapy in “the

real world”

� The evidence base supporting biologic
monotherapy

� Long-term considerations in the use of bio-
logic monotherapy, including the benefit/risk
assessment

17:30 – 19:00 Biologische Heilmittel Heel
Room Dublin
Inflammation in Soft Tissue Disorders: Friend or
Foe?

Chairs: B. Wolfarth, Germany &
C. Speed, UK

17:30 – 17:35
Welcome & introduction 

B. Wolfarth, Germany & C. Speed, UK
17:35 – 17:50
The fundamental role of inflammation in 
tendon injury 

A. Scott, Canada
17:50 – 18:05
Current treatment paradigms in the manage-
ment of soft tissue disorders 

C. Speed, UK
18:05 – 18:20
The place of a multi-component, multi-target
medication in soft tissue disorders 

G. St. Laurent, USA
18:20 – 18:35
Key findings from TAASS, a randomised con-
trolled trial in ankle sprain 

C. González de Vega, Spain
18:35 – 18:45
Make an impact on your daily practice 

B. Wolfarth, Germany
18:45 – 18:55
Q & A
18:55 – 19:00
Summary and Close 

B. Wolfarth, Germany

17:30 – 19:00 Roche Room Paris 2
The Changing Landscape of Biologic Monother-
apy in RA: Current and Future Perspectives

Chair: A. Rubbert-Roth, Germany
An interactive programme bringing together a
panel ofinternational experts in RA to explore
the relevance of biologic monotherapy in today’s
RA treatment landscape.
The expert panel, comprising A. Rubbert-Roth
(Germany), T. Huizinga (Netherlands), A. Östör
(UK), G. Jones (Australia) and J.-E. Gottenberg
(France), will centre their discussions around
the following four topics:
� Current RA treatment recommendations and

the role of biologic monotherapy
� Current use of biologic monotherapy in “the

real world”
� The evidence base supporting biologic

monotherapy
� Long-term considerations in the use of bio-

logic monotherapy, including the benefit/risk
assessment

17:30 – 19:00 Pfizer Japan Room New York 1
The Importance of Achieving Sustained Remis-
sion in Rheumatoid Arthritis

Chair: Y. Tanaka, Japan
The importance of achieving sustained remis-
sion in rheumatoid arthritis 

J. Smolen, Austria
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groups,” Dr. van den Broek explained.
From year 3, patients who had been in remission –

defined as a DAS of less than 1.6 – for at least 6
months on a maintenance dose of either methotrexate
or sulfasalazine monotherapy could taper their disease-
modifying antirheumatic drug until they were drug
free, she added.

In the follow-up phase, between 15% and 18% of the
347 patients who remained in the study were in drug-
free remission at 8 years, depending on their treatment
arm, with a median remission duration of 45 months
and a mean duration of 39 months, she said.

Radiological damage progression was minimal in the
entire follow-up study population.

Also, despite differences in outcomes between the
four treatment arms at the end of the initial BeSt study
period, those differences were no longer significant at
the end of follow-up.

“The fact that the initial differences between the ini-
tial treatment groups are no longer found at 8-year fol-
low-up confirms the importance of treatment to tar-
get, which is now the mainstay of EULAR
recommendations for the management of patients
with RA,” Dr. van den Broek said.

Furthermore, BeSt is one of few studies in which ta-
pering to drug free was incorporated in the protocol,
she added.

“We have shown that, with early initiation of tar-

geted treatment, almost 20% of patients can maintain
remission without using any DMARD, for a prolonged
period [median duration, 45 months],” she said.

The findings are also important because they demon-
strate the overall long-term benefits of treat-to-target
strategies.

“With our 8-year follow-up data in this large treat-to-
target cohort, we show that long-term treating to tar-
get is possible. It is beneficial not only in the early stages
of RA when disease is usually most active, but also dur-
ing follow-up,” she said. ■

Abstract Session
Treatment strategy in RA
Friday, 10:15 – 11:45

Hall 6.2 A

Remissions Endured
BeSt • from page 1

Add-On Biologic Equals

Triple RA Therapy in QoL

T
he quality of life of patients with
early rheumatoid arthritis that is

unresponsive to methotrexate
monotherapy is the same whether in-
fliximab or sulphasalazine plus hy-
droxychloroquine are added to their
regimen, according to new controlled
trial findings.

Dr. Johan Karlsson from Lund (Swe-
den) University will present data from
the Swedish Farma-
cotherapy (Swefot)
trial on Friday
morning. The data
show that neither
the EuroQol 5-Di-
mensions (EQ-5D)
utility score nor the
accumulated quali-
ty-adjusted life-
years (QALY) score
changed more with
any one treatment
regimen over 21
months.

There were im-
provements in the
health-related qual-
ity of life (QoL) in
both arms of the trial, with a non-
significant tendency towards a better
result with infliximab, but the QoL dif-
ferences between treatments were not
significant overall, Dr. Karlsson said in
an interview.

“Looking at these 2-year data, you
could speculate that they will raise
some doubts about the short-term cost-
effectiveness of adding infliximab,” he
said. “On the other hand, we need to
do longer studies to get the long-term
perspective because it might be that if
we followed patients for longer, it
would have been a different situation.”

Swefot was a randomised trial of 487
patients with newly diagnosed RA who
were enrolled between 2002 and 2005.
All patients were treated with
methotrexate for 3-4 months. Only pa-
tients with persistent disease (DAS28 >
3.2) were randomised to additional
treatment with infliximab (n = 128) or
sulphasalazine plus hydroxychloro-
quine (n = 130). 

Previously published data from the
trial have shown the addition of inflix-

imab to result in significantly better
treatment response rates at 9 months
(Lancet 2009;374:459-66), but not at 15
or 21 months after randomisation and
to be radiologically superior when
compared with the addition of con-
ventional disease-modifying an-
tirheumatic drugs (DMARDs) (Lancet
2012; 379:1712-20).

There was no significant improve-
ment for one treat-
ment over another
in patient QoL over
2 years. There were,
however, more pa-
tient withdrawals
from the trial in the
DMARD (n = 56)
than in the inflix-
imab (n = 38, P =
.024) arm.

“I think that when
the trial was started,
people would have
expected there
would be a signifi-
cant difference,” in
favour of infliximab,
Dr. Karlsson said.

“We know more now, and perhaps it
takes a longer time to see such poten-
tial differences.”

There is also the question of what
constitutes a significant change in the
QoL measures used. With QALYs, “I
don’t think you can say this is a big dif-
ference or this is a small difference. As
in economic evaluations, it also de-
pends on the difference in cost,” he
said.

Further analyses of the Swefot data
will include the effects of treatment on
patient sick leave and disability-pen-
sions.

“The important finding of the study
is that no significant differences in
QALYs could be detected over 2 years.
There was, however, a tendency to-
wards a better situation for infliximab,”
Dr. Karlsson observed, “which may
have consequences in the longer term.”

■

Abstract Session
Treatment strategy in RA
Friday, 10:15 – 11:45
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Dr. Johan Karlsson

Patient Feedback Suggests

RA Criteria Fall Short

C
omprehensive feedback from pa-
tients and clinicians indicates that

the American College of Rheumatology
core set of criteria for rheumatoid arthri-
tis may need to be expanded to include
domains such as stiffness, self-manage-
ment, and participation to measure dis-
ease flare.

With no established definition for
flare, the OMERACT (Outcomes Mea-
sure in Rheumatology) Rheumatoid
Arthritis Flare Group developed a work-
ing framework of flare based on patient
self-report of disease worsening. Next,
they put the preliminary symptom do-
mains to the test in a comparison study,
the results of which Dr. Elisabeth Lie will
present on Friday afternoon.

The preliminary symptom domains
discriminated well between patients with
and without worsening flare in the do-
mains of pain and stiffness, according to
Dr. Lie, who is affiliated with the de-
partment of rheumatology at Diakon-
hjemmet Hospital in Oslo.

For joint pain visual analog scale
scores, the standardised mean difference
(SMD) between flare and no flare was
1.30. The Short Form 36 Bodily Pain
questionnaire yielded a 1.24 SMD be-
tween groups. Intensity of morning stiff-
ness was associated with a 1.17 SMD.

Dr. Lie and her colleagues assessed
1,195 patients in the NOR-DMARD reg-
ister who, using a 5-point Likert scale, re-
ported that they initially were “much im-
proved” or “improved” 3 months after
initiating RA treatment. At 6 months, the
79 of these patients who reported they
were “worse” or “much worse” com-
prised the flare group.

“Importantly, the RA flare group has
developed a preliminary flare question-
naire that is currently being applied in
two randomised clinical trials and three
observational studies,” Dr. Lie said in an
interview. 

“This questionnaire addresses all the
important domains identified as essen-
tial by patients, and data from these
studies will be very important to further
the process to develop a preliminary pa-
tient-reported instrument to measure
RA flare.”

“The involvement of patients in the
early phases of this work revealed that

flares are a common occurrence in pa-
tients with RA and likely represent an un-
der-recognized aspect of the disease ex-
perience,” Dr. Lie said. 

“Focus groups also revealed the com-
plexity of the flare concept and the het-
erogeneity of clusters of symptoms that
may constitute a flare.”

“I think it is fair to say that rheuma-
tologists should pay attention to patient
report of flare, especially as milder flares
occurring between visits to the rheuma-
tologist may be self-managed by the pa-
tient and under-reported.”

The mean age of study subjects was 55
years, their mean duration of disease was
6.3 years, and 71% were female. NOR-
DMARD is an ongoing, longitudinal,
observational study of patients initiating
disease-modifying antirheumatic drug
(DMARD) therapy. Of the 1,195 partici-
pants studied, 727 were taking
methotrexate, 224 received other nonbi-
ologic DMARD agents, 229 took a tu-
mour necrosis factor inhibitor, and 15
were taking other biologic therapy.

Patients and clinicians used Delphi ex-
ercises, a survey process in which they
identified the six most relevant domains
for flare from among pain, function,
swollen joints, tender joints, stiffness,
participation, patient global assessment,
self-management, and fatigue. Some of
these identified domains are featured in
the RA core set (often referred to as the
American College of Rheumatology
core set), but others like stiffness, self-
management, and participation are not.

In her presentation, Dr. Lie will explain
how the investigators performed an ad-
ditional analysis defining flare by change
in treatment, such as a step up of
DMARD or systemic corticosteroid ther-
apy. This yielded 162 flare patients, only
35 of whom also were identified using
their patient-centered working defini-
tion. The implication is that a flare defi-
nition based on patient report of disease
worsening is truly distinct and warrants
further study. ■

Outcomes Science Session
Patient Reported Outcome (PRO) as-

sessment in rheumatology
Friday, 13:30 – 15:00

Hall 5.2 B
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Methotrexate Adds Little in PsA Therapy 

P
soriatic arthritis patients who
are taking a tumour necrosis
factor inhibitor for the first

time do about the same with or
without the addition of methotrex-
ate, according to data that Dr. Karen
M. Fagerli will present on Friday
morning. 

Patients who received concomi-
tant methotrexate, however, were
more likely to still be taking that
therapy after 3 years than were pa-
tients on anti-TNF monotherapy.

Dr. Fagerli of the Diakonhjemmet
Hospital, Oslo, and her colleagues
presented new data on the impact of
concomitant medication with
methotrexate for psoriatic arthritis
patients taking a TNF inhibitor for the first time. Al-
though comedication with methotrexate is known to
be helpful in rheumatoid arthritis and ineffective in
ankylosing spondylitis, the value has been unclear
when comes to psoriatic arthritis.

The new data indicate that the
combination of methotrexate and a
TNF-inhibitor doesn’t have the same
synergistic effect in psoriatic arthri-
tis as it does in rheumatoid arthritis,
but the fact that patients on combi-
nation therapy had superior drug
survival indicates that there is a role
for methotrexate with a TNF-in-
hibitor, Dr. Fagerli said in an inter-
view.

Figuring out exactly what that role
is and which patients can most ben-
efit from this combination of treat-
ments will require more research.
Examining the treatment effect in
psoriatic arthritis is a growing area of
study, Dr. Fagerli said, as more re-

searchers look for effects specifically in that condition,
rather than adopting practice from other diseases.“I
think this is really an emerging issue,” shei said.

In this study, the researchers analyzed data from the
NOR-DMARD register, a repository of data on adult

patients with inflammatory arthropathies who are
starting a new disease-modifying antirheumatic drug
(DMARD) treatment. The register, which began in
2000, includes patients consecutively from across five
rheumatology departments in Norway. The current
analysis included 370 psoriatic arthritis patients who
were being treated with their first TNF inhibitor. The
patients were receiving either combined treatment
with methotrexate or were not receiving a concomitant
DMARD.

At 3 months, there was very little difference in either
the state of disease or the change from baseline be-
tween the two groups. The researchers considered re-
sponses on the patient and physician global assessments
and the Modified Health Assessment Questionnaire and
SF-6D health status instruments. However, there was
an improved 3-year drug survival in the group receiv-
ing combination treatment. ■

Abstract Session
Psoriatic arthritis

Friday, 10:15 – 11:45
Hall 5.2 B

Dr. Karen M. Fagerli

Who Should Be Minding

Patients’ Hearts in RA?

O
ptimising the treatment of cardiovas-
cular comorbidities in rheumatoid

arthritis patients requires building a bridge
between rheumatologists and primary care
physicians where currently a chasm exists,
according to Maria García Manrique de
Lara of Corporacio Sanitaria Parc Tauli in
Sabadell, Spain. 

In a review of the medical histories of a
random population of 217 patients with
rheumatoid arthritis patients followed in
the rheumatology unit of the Hospital of
Sabadell, Ms. García Manrique de Lara and
colleagues identified inconsistencies be-
tween the primary and specialty care
records of patients with respect to docu-
mentation of cardiovascular risk factors.
On Friday afternoon, she will discuss how
this pervasive, interdisciplinary communi-
cation gap can lead to both under and
overassessment of cardiovascular comor-
bidities. 

For the study, which was designed to
identify the level of agreement regarding
cardiovascular risk factors between data
registered in both the hospital’s rheuma-
tology records and primary care medical
records, the investigators analysed both
sets of records for a random population of
217 patients who met the 1987 ACR crite-
ria for rheumatoid arthritis, collecting de-
mographic, treatment, and cardiovascular
risk information, including gender, age,
concomitant use of biological agents, hy-
pertension, diabetes, dyslipidemia, hyper-
uricemia, obesity, and smoking history.
Complete information was not available for
25 of the patients, who were thus exclud-
ed from the final analysis, Ms. García Man-
rique de Lara said in an interview.

“We classified the [remaining 192] pa-
tients into different groups according to the
number of cardiovascular risk factors they
had, ranging from one to six,” she ex-
plained. According to the hospital records,

35% of the patients had at least two car-
diovascular risk factors, and 65% had one
or none. In contrast, based on the prima-
ry care records, 42% of the patients had at
least two cardiovascular risk factors. In a
comparison of the two databases, there
was 32% agreement on the number of car-
diovascular risk factors. “For 38% of the pa-
tients, the number recorded in the hospi-
tal registers was greater, while the number
was higher in the primary care registers for
30% of the patients,” she said.

Despite the many gains that have been
made in terms of controlling the inflam-
matory process in rheumatoid arthritis,
control of the comorbidities associated
with the disease does not appear to take
place in daily rheumatologic practice. In
fact primary care physicians rather than
rheumatologists assume responsibility for
managing comorbidities, according to Ms.
García Manrique de Lara. 

However, because rheumatologists often
have more regular contact with these pa-
tients, primary care practices that are rou-
tine in some patients, might be overlooked,
which can result in test omission, she said.
On the other hand, when there is little to
no communication between specialists and
primary care physicians, test duplication is
also a possibility. “To optimise treatment of
comorbidities and avoid duplication of
studies and additional tests, the rheuma-
tologist must assist in the diagnosis and
treatment of the multiple comorbidities as-
sociated [with rheumatoid arthritis] with
the support of the primary care physi-
cian,” she stressed. ■

Primary Care Session
Primary and secondary care: 

Working in partnership in 
autoimmune rheumatic diseases

Friday, 13:30 – 15:00
Hall 4.1

Vitamin D Plus Exercise

Strengthen the Elderly

E
xercise and vitamin D supple-
mentation can help keep sar-

copenia at bay in older adults with de-
generative bone disease, according
to data to be presented by Prof. Suzan
Abou-Raya on Saturday morning.

These findings come from a ran-
domised controlled trial demon-
strating the relative effects of both in-
terventions on muscle mass and
strength in community-dwelling
adults 65 years or older with docu-
mented osteopenia/osteoporosis.

The study also was designed to de-
termine the prevalence of degenera-
tive loss of skeletal muscle mass and
strength in this population. As such,
the 145 enrolled individuals meeting
the above criteria also were scanned
for sarcopenia, defined as a relative
skeletal muscle index below 5.45
kg/m2, Prof. Abou-Raya, professor of
geriatric medicine at the University
of Alexandria (Egypt), said in an in-
terview.

The study participants were ran-
domly assigned to one of four treat-
ment groups for 16 weeks: physical
activity and vitamin D supplementa-
tion (n = 38), physical activity alone
(n = 36), vitamin D supplementation
alone (n = 36), or a healthy lifestyle
control (n = 35). As per study proto-
col, physical activity comprised a 1-
hour exercise program three times
weekly; vitamin D supplementation
was 2,000 IU of oral cholecalciferol
daily; and the control condition in-
cluded health education via video-
taped presentations of physician talks
on bone and muscle health topics,
Prof. Abou-Raya explained.

At baseline and 4 months, all par-
ticipants underwent body composi-
tion measurement by dual-energy x-

ray absorptiometry (DEXA); vitamin
D measurement by Liaison im-
munoassay; physical activity assess-
ment using the Baecke Physical Ac-
tivity Questionnaire; and physical
performance evaluation using upper
limb grip strength, walking speed,
and knee extension strength, she said.

The prevalence of sarcopenia at
baseline was 54% and the mean vit-
amin D level was 22.4 ng/mL. “The
vitamin D levels increased in both
supplementation groups, and a com-
parison of pre- and postintervention
changes in body composition and
physical performance showed signif-
icant group-by-time interactions in
appendicular muscle mass, grip
strength, walking speed, and knee ex-
tension strength,” she said.

Specifically, in the within-group
analysis, appendicular muscle mass,
grip strength, walking speed, and
knee extension strength improved
significantly in the vitamin D/phys-
ical activity group compared with
the other groups, she said, noting
that the relative improvement was
three times greater than that seen in
the control group. The physical ac-
tivity–only group showed significant
improvement in appendicular muscle
mass and walking speed, while the
supplement-only group demonstrat-
ed improved walking speed, she said.

“The combination of physical ac-
tivity and vitamin D supplementation
can improve strength and muscle
mass in this population,” she said. ■

Clinical Science Session
Does everybody need 

stronger bones
Saturday, 08:30–10:00

Hall 6.2 A
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Glucocorticoid Tapering Strategies in

Rheumatoid Arthritis Vary, Disappoint

G
lucocorticoid tapering
strategies in patients
with rheumatoid

arthritis vary considerably and
fail often, according to findings
from a systematic literature re-
view, which Dr. Elizabeth Volk-
mann will discuss on Friday
morning.

Only 6 of 1,265 articles ini-
tially considered met the review
criteria, and each of these de-
scribed a different tapering strat-
egy, according to the presenting
author, Dr. Volkmann of the
University of California, Los
Angeles.

All the studies considered
were randomised controlled tri-
als. Only one of the six studies
described an objective disease
activity measure (the DAS44)
used to guide the taper, and five
of the six studies reported
whether patients successfully ta-
pered and withdrew from glu-

cocorticoids.
In these five studies, 66 (23%)

of 288 patients who initiated a
taper failed to decrease their
dose or withdraw from corti-
costeroids successfully, Dr. Volk-
mann said. The studies with the
lowest failure rates included pa-
tients with early RA, and those
with the highest failure rates in-
cluded patients with disease du-
ration of at least 1 year. One
study compared baseline disease
characteristics and showed that
younger age (P = .027) and pre-
menopausal status (P = .031)
were associated with successful
tapering, she added. None of
the studies compared clinical
outcome measures or adverse
events in patients who did ver-
sus those who did not success-
fully taper.

Dr. Volkmann and her col-
leagues conducted a systematic
literature search using PubMed

and Cochrane Central and re-
viewed articles published be-
tween January 1972 and Febru-
ary 2011 for the study. Tapering
was defined as decreasing the
glucocorticoid dosage down to
7.5 mg daily or less.

“Our study is the first sys-
tematic review directly com-
paring different tapering strate-
gies in patients with RA,” she
said. Few studies have even de-
scribed the efficacy and safety of
any particular tapering regimen,
she noted.

The findings confirm that ex-
isting strategies “are somewhat
arbitrary” and suggest that “ta-
pering and withdrawal de-
scribed in the literature have
been accomplished per protocol
without systematically charac-
terising impact on safety and ef-
ficacy,” she said.

“Factors that may be associ-
ated with tapering success in-

clude shorter disease duration,
younger age, and, possibly, pre-
menopausal status,” she sug-
gested.

The study has some impor-
tant strengths, including the
broad search strategy employed
to identify potentially relevant
publications for further scrutiny.
“Our search yielded an abun-
dance of studies, and two re-
viewers independently reviewed
each publication title, abstract,
and full article, thereby min-
imising bias regarding the data
evaluated and our combined in-
terpretation. Furthermore, the
majority of the included studies
were unbiased, using our pre-
defined risk of bias criteria.” Dr.
Volkmann said.

Limitations of the review in-
clude inherent heterogeneity in
the patient populations under
study, she noted. Although pa-
tient cohorts were similar across

studies with regard to age, gen-
der, disease activity, rheumatoid
factor positivity, and concurrent
RA therapy, they varied in terms
of prior DMARD use, presence
of erosions, and disease dura-
tion, she explained. Studies may
need to examine patients with
early versus late RA to deter-
mine effective tapering regi-
mens. ■

Abstract Session
Treatment strategy in RA
Friday, 10:15 – 11:45
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Dr. Elizabeth Volkmann
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Want to Detect New Bone in AS? Use X-Ray

M
agnetic resonance imaging has no advan-
tage over radiography in the detection of
new bone in the cervical spine in patients

with ankylosing spondylitis, according to research
that will be presented by Dr. Wal-
ter Maksymowych on Saturday.

These data come from a study of
25 patients with ankylosing
spondylitis for whom baseline and
2-year x-ray and MRI scan data
were available. Dr. Maksymowych
and his coinvestigators found that
MRI was useful in detecting new
bone in the cervical spine, but only
when x-ray information was avail-
able.

The researchers undertook this
study to assess whether magnetic
resonance imaging might be more
sensitive than radiography for the
detection of new bone in the spine
in patients with ankylosing
spondylitis. 

While radiography is the gold standard for detect-
ing bone damage and progression of ankylosing
spondylitis in the form of new bone formation in the
cervical and lumbar spine, it is not a particularly sen-
sitive approach. 

“In ankylosing spondylitis patients, disease pro-
gression is assessed by evaluating changes on spinal
x-rays. The thoracic spine is not readily visible on x-

rays and is not assessed in current scoring methods.
Yet, this is where many of the changes due to
spondylitis are typically seen. So, we would like to
have a method that allows us to assess disease pro-

gression in the thoracic spine,” ex-
plained Dr. Maksymowych. 

As the first step in this research,
Dr. Maksymowych and his associ-
ates developed consensus defini-
tions for bone spurs and ankylosis
observed on sagittal images of T1-
weighted magnetic resonance
imaging scans. The definitions in-
cluded lesions at anterior and pos-
terior vertebral corners, noncorner
lesions in the disc space, and lesions
in the lateral segments of the tho-
racic and lumbar spine. A refer-
ence image set included these ex-
amples and variations in normal
anatomy, said Dr. Maksymowych,
Division of Rheumatology, Faculty
of Medicine, University of Alberta,

Edmonton, Canada. 
Defined MRI-based scores were set for bone spurs

and ankylosis. In one exercise, scans were examined
by three expert readers to establish the reliability of
the scores and to chart the score changes by com-
parison of scans at baseline and 2 years in 55 patients
with AS. Discrepant scans were reviewed extensively
using radiography as a reference. The second exercise

involved the same readers and was conducted on 25
AS patients for whom baseline and 2-year x-ray and
magnetic resonance imaging scan data were available.
The radiographs alone were assessed for syndesmo-
phytes and ankylosis, the MRI scans alone were as-
sessed for new bone, and both were assessed simul-
taneously. The comparative reliability of the reader’s
assessments was determined for each technique at
each time point.

“X-rays are very insensitive in detecting change. It
takes at least 2 years before x-ray changes can be re-
liably detected. We are hoping that magnetic reso-
nance imaging might still provide a solution although
hope for this is dimming,” said Dr. Maksymowych.

“Assessing spinal changes on x-rays is very difficult.
The methodology for doing this has been very poor-
ly described in the literature. A major outcome of our
research activity has been the development of a con-
sensus on how this should be done as well as the cre-
ation of a training module comprised of reference im-
ages that illustrate many examples as well as pitfalls.
The use of clear definitions of abnormalities and this
training module is an essential component of the cal-
ibration that is required before researchers should ap-
proach x-ray assessment of the spine,” he said. ■

EULAR/ESSR Clinical Science Session
Imaging in arthritis: 

The radiologist’s perspective
Saturday, 08:30 – 10:00

Hall 4.1

Dr. Walter Maksymowych

Obesity Predicts Chronic Widespread Pain and Vice Versa

H
igh body mass index and chronic
widespread pain appear to have a

significant reciprocal relationship, with
each predicting the other, according to
findings from a longitudinal population-
based cohort study.

Data from the 20-year study will be
presented Friday morning by Karin
Magnusson of the National Resource
Center for Rehabilitation in Rheuma-
tology at the Diakonhjemmet Hospital
in Oslo.

Chronic widespread pain and obesity
are common, and both are associated
with impaired function and reduced
quality of life. Ms. Magnusson and her
colleagues set out to evaluate the
prospective association between obesi-
ty and chronic widespread pain, be-
cause, while the cross-sectional associ-
ation between chronic widespread pain
and obesity is well established, the tem-
poral relationship is poorly understood,
she said.

In 855 adults who were aged 20-62
years at the time of study entry in 1990,
a refined multivariate time-lagged
mixed models analysis demonstrated
that high body mass index (BMI) signif-
icantly predicted chronic widespread
pain, and increased chronic widespread
pain significantly predicted high BMI. 

“Age and female sex were also signif-
icant predictors for increased [chronic
widespread pain], and age and male sex
were significant predictors for increased
BMI,” Ms. Magnusson said.

It is important to note that in the ini-
tial analyses, chronic widespread pain
and BMI were not found to be inde-

pendent predictors of each other, but a
refined analysis did show small, but sig-
nificant, associations, she noted.

“One would have to increase BMI by
10 to yield a 0.6-unit increase in [chron-
ic widespread pain], and [chronic wide-
spread pain] would have to increase by
10 to yield a 0.8-unit increase in BMI, for
a mean increase in time of 6.7 year. This
effect is small, and possibly of small clin-
ical relevance,” she said, noting that
“the two, slightly different findings of
no association in the initial analyses, and
an association found, but with small
magnitudes of effect in a refined analy-
ses are contrary to findings in other
prospective studies of pain and obesity.”

The prior studies mainly considered
the prospective association between
obesity and localised pain such as os-
teoarthritis or low back pain, and they
clearly showed that obese persons have
higher risk of these pain conditions
than normal weight persons, she added.

“Few studies have investigated the
reciprocal relationship between pain
and obesity though. It might be likely
that the reciprocal relationship between
pain and BMI would be different under
different definitions of pain and obesi-
ty, and that a vicious circle of more pain,
altered behaviour, increasing BMI – and
by that, more pain may be likely for spe-
cial groups of people. This should be
subject of further research,” Ms. Mag-
nusson said.

Participants in the current study lived
in Ullensaker, Norway, and had a mean
age of 60 years in 2010. More than half
(57.2%) were women. Surveys were
conducted at baseline (in 1990) and in
1994, 2004, and 2010. 

Chronic widespread pain was report-
ed using the Standard Nordic Ques-
tionnaire, and defined by the number of
pain sites during the previous 7 days in
the head, neck, shoulder, elbow,
hand/wrist, upper back, lower back,

hip, knee, and/or ankle/foot.
BMI was calculated based on self-re-

ported height and weight.
Preselected covariates in this study

were sex, age, physical activity, smok-
ing, mental distress, perceived health,
and sleep quality.

The mean number of pain sites was
2.4, and the mean BMI was 25.9 kg/m2

in 2010. 
“This study was, to our knowledge,

the first to investigate the reciprocal
prospective relationship between high
BMI and [chronic widespread pain], and
it therefore provides new knowledge in
the understanding of the temporal rela-
tionship between chronic, widespread
pain and BMI,” Ms. Magnusson said. ■

HP Abstract Session
Evidence into clinical practice: 

The way forward
Friday, 10:15 – 11:45
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Prescribing Information 
Humira (adalimumab) 40 mg solution for injection in pre-filled pen or  
pre-filled syringe or vial containing 40 mg solution for injection. 

Refer to Summary of Product Characteristics for full information. 

Presentation: Each 0.8ml single dose pre-filled pen, pre-filled syringe or vial contains 40mg of adalimumab. 

Other Ingredients: Mannitol (Ph. Eur.), Citric acid monohydrate, Sodium citrate, Sodium dihydrogenphosphate 
dihydrate, Sodium monohydrogenphosphate dihydrate, Sodium chloride, Polysorbate 80, Sodium hydroxide, Water 
for injektion. 

Indications: Rheumatoid arthritis (RA): Humira in combination with methotrexate is indicated for the treatment 
of moderate to severe, active RA in adult patients when the response to disease-modifying anti-rheumatic drugs 
(DMARDs) including methotrexate has been inadequate. Humira is also indicated for the treatment of severe, active 
and progressive RA 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. Polyarticular juvenile idiopathic arthritis (JIA): Humira in 
combination with methotrexate is indicated for the treatment of active JIA, in children and adolescents aged 4 to 
17 years who have had an inadequate response to one or more DMARDs. Humira can be given as monotherapy 
in case of intolerance to methotrexate or when continued treatment with methotrexate is inappropriate. Psoriatic 
arthritis (PsA): Humira is indicated for the treatment of active and progressive PsA 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. Ankylosing spondylitis (AS): Humira is indicated for the 
treatment of adults with severe active AS who have had an inadequate response to conventional therapy. Crohn’s 
disease (CD): Humira is indicated for treatment of severe, active CD, in 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 (UC): Humira is indicated for the treatment of 
moderately to severely active UC 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. Psoriasis (Ps): 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. 

Dosage and 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. After proper training in injection technique, patients may self-inject 
with Humira if their physician determines that it is appropriate and with medical follow-up as necessary. During 
treatment with Humira, other concomitant therapies (e.g., corticosteroids and/or immunomodulatory agents) should 
be optimised. RA, PsA or AS: 40mg administered every other week as a single dose via subcutaneous injection. RA: 
In monotherapy some patients who experience a decrease in their response to Humira may benefit from an increase 
in dose intensity to 40mg every week. There may be a need for dose interruption, for instance before surgery or if a 
serious infection occurs. Available data suggest that re-introduction of Humira after discontinuation for 70 days or 
longer resulted in the same magnitudes of clinical response and similar safety profile as before dose interruption. 
JIA: The recommended dose of Humira for patients with JIA aged 4-12 years, is 24mg/m2 body surface area up 
to a maximum single dose of 40mg adalimumab administered every other week via subcutaneous injection. The 
volume for injection is selected based on patients’ height and weight (see SmPC for height and weight dosing chart). 
For adolescents aged 13-17 years, a dose of 40mg administered every other week is administered regardless of 
body surface area. For RA, JIA, PsA and AS, available data suggest that the 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. CD: The recommended Humira induction dose regimen for adult patients with severe CD 
is 80mg at Week 0 followed by 40mg at Week 2. In case there is a need for a more rapid response to therapy, the 
regimen 160mg at Week 0 (dose can be administered as four injections in one day or as two injections per day for 
two consecutive days), 80mg 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 40mg every other week via subcutaneous 
injection. Alternatively, if a patient has stopped Humira and signs and symptoms of disease recur, Humira may be 
re-administered. There is little experience from re-administration after more than 8 weeks since the previous dose. 
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 40mg 
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. UC: The recommended Humira induction dose regimen for adult patients with moderate to severe 
ulcerative colitis is 160 mg at Week 0 (dose can be administered as four injections in one day or as two injections 
per day for two consecutive days) 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. Ps: The recommended dose of Humira for adult patients is an initial dose of 80mg 
administered subcutaneously, followed by 40mg 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. 

Contraindications: Active tuberculosis or other severe infections such as sepsis, and opportunistic infections; 
moderate to severe heart failure (NYHA class III/IV) and hypersensitivity to adalimumab or any of the excipients. 

Precautions and Warnings: Infections: Patients taking TNFantagonists are more susceptible to serious infections. 
Impaired lung function may increase the risk for developing infections. Patients must therefore be monitored closely 
for infections, including tuberculosis, before, during and for 4 months after treatment with Humira. Treatment with 
Humira should not be initiated in patients with active, chronic or localized infections until infections are controlled. In 
patients who have been exposed to tuberculosis and patients who have travelled in areas of high risk of tuberculosis 
or endemic mycoses, such as histoplasmosis, coccidioidomycosis, or blastomycosis, the risk and benefits of 
treatment with Humira should be considered prior to initiating therapy (see Opportunistic infections). 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 antimicrobial or antifungal therapy should be initiated until the infection is 
controlled. Physicians should exercise caution when considering the use of Humira in patients with a history of 
recurring infection or with underlying conditions which may predispose to infections, including the use of concomitant 
immunosuppressive medications. Serious infections: Serious infections, including sepsis, due to bacterial, 
mycobacterial, invasive fungal, parasitic, viral, or other opportunistic infections such as listeriosis, legionellosis and 
pneumocystis have been reported in patients receiving Humira. Other serious infections seen in clinical trials include 
pneumonia, pyelonephritis, septic arthritis and septicaemia. Hospitalisation or fatal outcomes associated with 
infections have been reported. Tuberculosis: There have been reports of tuberculosis in patients receiving Humira. It 
should be noted that in the majority of those reports, tuberculosis was extra-pulmonary, i.e. disseminated. Before 
initiation of therapy with Humira, all patients must be evaluated for both active or inactive (latent) tuberculosis 
infection. Appropriate screening tests, should be performed in all patients, local recommendations may apply. If 
active tuberculosis is diagnosed, Humira therapy must not be initiated. If latent tuberculosis is suspected, a physician 
with expertise in the treatment of tuberculosis should be consulted and the benefit/risk balance of therapy with 
Humira should be considered. If inactive (‘latent’) tuberculosis is diagnosed, appropriate treatment must be started 
with anti-tuberculosis prophylaxis therapy before the initiation of Humira, and in accordance with local 
recommendations. In patients who have several or significant risk factors for tuberculosis and have a negative test 
for latent tuberculosis, anti-tuberculosis therapy should also be considered before the initiation of Humira. Use of 
anti-tuberculosis therapy should also be considered before the initiation of Humira in patients with a past history of 
latent or active tuberculosis in whom an adequate course of treatment cannot be confirmed. Some patients who 
have previously received treatment for latent or active tuberculosis have developed active tuberculosis while being 
treated with Humira. Other opportunistic infections: Opportunistic infections, including invasive fungal infections 
have been observed in patients receiving Humira. These infections have not consistently been recognised in patients 
taking TNF-antagonists and this resulted in delays in appropriate treatment, sometimes resulting in fatal outcomes. 
For patients who develop the signs and symptoms such as fever, malaise, weight loss, sweats, cough, dyspnoea, 

and/or pulmonary infiltrates or other serious systemic illness with or without concomitant shock, an invasive fungal 
infection should be suspected and administration of Humira should be promptly discontinued. Diagnosis and 
administration of empiric antifungal therapy in these patients should be made in consultation with a physician with 
appropriate expertise. Hepatitis B Reactivation: Reactivation of hepatitis B (HBV) has occurred in patients receiving a 
TNF-antagonist including Humira, who are chronic carriers of this virus (i.e., surface antigen positive) some cases 
have had fatal outcomes. Patients should be tested for HBV infection before initiating treatment. Patients that test 
positive should have a consultation with a physician. In patients who develop HBV reactivation, Humira should be 
stopped and effective anti-viral therapy with appropriate supportive treatment should be initiated. Carriers of HBV 
should be closely monitored for signs and symptoms of active HBV infection throughout therapy and for several 
months following termination of Humira. Neurological events: Humira has been associated, in rare cases, with new 
onset or exacerbation of clinical symptoms and/or radiographic evidence of central nervous system demyelinating 
disease including multiple sclerosis, and peripheral demyelinating disease, including Guillain-Barré syndrome. 
Caution should be exercised when considering Humira in patients with pre-existing or recent-onset central or 
peripheral nervous system demyelinating disorders. Allergic reactions: Postmarketing serious allergic reactions 
including anaphylaxis have been reported very rarely. If an anaphylactic reaction or other serious allergic reaction 
occurs, administration of Humira should be discontinued immediately and appropriate therapy initiated. The needle 
cover of the syringe contains natural rubber (latex). This may cause severe allergic reactions in patients sensitive to 
latex. Malignancies and lymphoproliferative disorders: In clinical trials, more cases of malignancies including 
lymphoma and leukaemia have been observed among patients receiving a TNF-antagonist compared with control 
patients. These data cannot exclude a possible risk of malignancy in patients including children and adolescents 
treated with TNF antagonists. Furthermore, there is an increased background lymphoma risk in RA patients. Rare 
postmarketing cases of hepatosplenic T-cell lymphoma have been identified in patients treated with adalimumab. 
Some of these cases have occurred in young adult patients on concomitant treatment with azathioprine or 
6-mercaptopurine used for inflammatory bowel disease. The potential risk with the combination of azathioprine or 
6-mercaptopurine and Humira should be carefully considered. A risk for the development of hepatosplenic T-cell 
lymphoma in patients treated with Humira cannot be excluded. Caution should be exercised in considering Humira 
treatment of patients with a history of malignancy. All patients, and in particular patients with a medical history of 
extensive immunosuppressant therapy or psoriasis patients with a history of PUVA treatment should be examined for 
the presence of non-melanoma skin cancer prior to and during treatment with Humira. Caution should also be 
exercised when using TNF-antagonists in COPD patients, as well as in patients with increased risk of malignancies 
due to heavy smoking. With current data it is not known if adalimumab treatment influences the risk for developing 
dysplasia or colon cancer. All patients with ulcerative colitis at increased risk of dysplasia or colon carcinoma or with 
a prior history of dysplasia or colon carcinoma should be screened for dysplasia at regular intervals before therapy 
and throughout their disease course. Evaluation should include colonoscopy and biopsies per local recommendations. 
Haematologic reactions: Pancytopaenia including aplastic anaemia has rarely been reported with TNF blocking 
agents. Adverse events of the haematologic system, including cytopaenia (eg thrombocytopaenia, leucopaenia) have 
been reported with Humira. Patients should be advised to seek immediate medical attention if they develop signs and 
symptoms suggestive of blood dyscrasias. Vaccinations: Patients on Humira may receive concurrent vaccinations, 
except for live vaccines. It is recommended that JIA patients, if possible, be brought up to date with all immunisations 
in agreement with current immunisation guidelines prior to initiating Humira therapy. Congestive heart failure: 
Humira should be used with caution in patients with mild heart failure (NYHA class I/II) and discontinued in patients 
who develop new or worsening symptoms of congestive heart failure. Autoimmune process: Humira may result in 
the formation of autoimmune antibodies. If a patient develops symptoms suggestive of a lupus-like syndrome 
following treatment with Humira and is positive for antibodies against double-stranded DNA, further treatment with 
Humira should not be given. Surgery: There is limited safety experience of surgical procedures in patients treated 
with Humira. The long half life of Humira should be taken into consideration when a surgical procedure is planned, 
and the patient should be monitored for infections. Small bowel obstruction: Failure to respond to treatment for CD 
may indicate the presence of fixed fibrotic stricture that may require surgical treatment. Available data suggest that 
Humira does not worsen or cause strictures. Elderly population: The frequency of serious infections among Humira 
treated subjects over 65 years of age was higher than those under 65 years of age. Some of those had a fatal 
outcome. Particular attention regarding the risk for infection should be paid when treating the elderly. 

Interactions: Combination of adalimumab with anakinra or abatacept is not recommended. 

Pregnancy and lactation: Administration of adalimumab is not recommended during pregnancy. Women of 
childbearing potential should use adequate contraception and continue its use for at least five months after the last 
Humira treatment. Administration of live vaccines to infants exposed to adalimumab in utero is not recommended for 
at least 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. 

Driving and machinery: Humira may have a minor influence on the ability to drive and use machines. 

Side Effects: From clinical trials unless marked with ‘1’ which indicates spontaneous reporting data. Very 
common ≥ 1/10: Respiratory tract infections (including lower and upper respiratory tract infection, pneumonia, 
sinusitis, pharyngitis, nasopharyngitis and pneumonia herpes viral), leucopaenia (including neutropaenia and 
agranulocytosis), anaemia, lipids increased, headache, abdominal pain, nausea and vomiting, elevated liver 
enzymes, rash (including exfoliative rash), musculoskeletal pain, injection site reaction (including injection site 
erythema). Common ≥ 1/100 to < 1/10: Systemic infections (including sepsis, candidiasis and influenza), intestinal 
infections (including gastroenteritis viral), skin and soft tissue infections (including paronychia, cellulitis, impetigo, 
necrotising fasciitis and herpes zoster), ear infections, oral infections (including herpes simplex, oral herpes and 
tooth infections), reproductive tract infections (including vulvovaginal mycotic infection), urinary tract infections 
(including pyelonephritis), fungal infections, skin cancer excluding melanoma (including basal cell carcinoma and 
squamous cell carcinoma), benign neoplasm, leucocytosis, thrombocytopaenia, hypersensitivity, allergies (including 
seasonal allergy), hypokalaemia, uric acid increased, blood sodium abnormal, hypocalcaemia, hyperglycaemia, 
hypophosphataemia, dehydration, mood alterations (including depression), anxiety, insomnia, paraesthesias 
(including hypoaesthesia), migraine, sciatica, visual impairment, conjunctivitis, vertigo, tachycardia, hypertension, 
flushing, haematoma, asthma, dyspnoea, cough, GI haemorrhage, dyspepsia, gastroesophageal reflux disease, 
sicca syndrome, worsening or new onset of psoriasis (including palmoplanter pustular psoriasis), urticaria, bruising 
(including purpura), dermatitis (including eczema), onychoclasis, hyperhydrosis, alopecia, pruritis, muscle spasms 
(including blood creatine phosphokinase increased), renal impairment, haematuria, chest pain, oedema, coagulation 
and bleeding disorders (including activated partial thromboplastin time prolonged), autoantibody test positive 
(including double stranded DNA antibody), blood lactate dehydrogenase increased, impaired healing. Uncommon 
≥ 1/1000 to < 1/100: Neurological infections (including viral meningitis), opportunistic infections and tuberculosis 
(including coccidioidomycosis, histoplasmosis and mycobacterium avum complex infection), bacterial infections, 
eye infections, joint infections, diverticulitis, lymphoma, solid organ neoplasm (including breast cancer, lung 
neoplasm and thyroid neoplasm), melanoma, idiopathic thrombocytopaenic purpura, sarcoidosis, cerebrovascular 
accident, tremor, neuropathy, blepharitis, eye swelling, diplopia, deafness, tinnitus, myocardial infarction, arrhythmia, 
congestive heart failure, aortic aneurysm, vascular arterial occlusion, thrombophlebitis, pulmonary embolism, 
interstitial lung disease, chronic obstructive pulmonary disease, pneumonitis, pleural effusion, pancreatitis, 
dysphagia, face oedema, cholecystitis and cholelithiasis, hepatic steatosis, bilirubin increased, night sweats, scar, 
rhabdomyolysis, systemic lupus erythematosus, nocturia, erectile dysfunction, inflammation. Rare ≥ 1/10,000 
to < 1/1,000: Leukaemia, anaphylaxis, demyelinating disorder (e.g. optic neuritis, Guillian-Barré syndrome), 
pancytopaenia, multiple sclerosis, cardiac arrest, pulmonary fibrosis, intestinal perforation, reactivation of hepatitis B,  
erythema multiforme, Stevens-Johnson syndrome, angioedema, cutaneous vasculitis, lupus-like syndrome. Not 
Known: Hepatosplenic T-cell lymphoma. 

Prescribers should consult the summary of product characteristics for further information on side effects. 

Overdose: No dose-limiting toxicity was observed during clinical trials. The highest dose level evaluated has been 
multiple intravenous doses of 10 mg/kg (approximately 15 times the recommended dose). 

Package Quantities: Pre-filled Pen:- Each carton contains 2 pre-filled pens, each with 1 alcohol pad, in a blister. 
Pre-filled Syringe:- Each carton contains 2 single use pre-filled syringes (type I glass) for patient use and 2 alcohol 
pads. Vial: Each carton contains 1 vial, 1 empty sterile injection syringe, 1 needle, 1 vial adapter and 2 alcohol pads. 

Storage Conditions: Store in a refrigerator at 2 - 8 °C. Keep in the outer carton, do not freeze. 

Only available on prescription.

Pharmaceutical entrepreneur: Abbott Laboratories Ltd., Abbott House, Vanwall Business Park, Vanwall Road, 
Maidenhead, Berkshire, SL6 4XE, Vereinigtes Königreich

Date of Information: April 2012
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THE POWER TO FIGHT PsA

Inspiring physicians and patients to jointly fight PsA

HUMIRA delivers the Power to Fight Inside — by improving signs and symptoms of PsA while inhibiting structural joint 
damage. HUMIRA also delivers the Power to Fight Outside — by improving plaque psoriasis associated with PsA.

  58% of HUMIRA patients (n=151) achieved ACR20 at week 12 vs 14% of placebo patients (n=162; P<0.001)1

  Mean change in mTSS at week 24 was -0.2 in HUMIRA patients (n=144) vs 1.0 in placebo patients (n=152) (P<0.001)1,2

  59% of HUMIRA patients (n=69) achieved PASI response 75 at week 24 vs 1% of placebo patients (n=69) (P<0.001)1

HUMIRA is indicated for reducing signs and symptoms of active arthritis in patients with psoriatic arthritis 
(PsA). 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. 
ADEPT study design: 24-week, randomised, placebo-controlled trial (n=313) evaluating the safety and efficacy 
of HUMIRA in patients with moderate to severe active PsA who had an inadequate response or intolerance to 
NSAIDs. Primary efficacy endpoints: ACR20 response at week 12 and change in mTSS at week 24.1,2

mTSS=modified Total Sharp Score; NSAIDs=nonsteroidal anti-inflammatory drugs; PASI=Psoriasis Area Severity Index.

Please see Prescribing Information on the following page.
Prescribing Information varies; refer to the individual country product label for complete information.

The Power 
     To Fight PsA
   Inside and Out

References: 1. Mease PJ et al. Arthritis Rheum. 2005 Oct;52(10):3279-3289. 2. Mease PJ et al. Ann Rheum Dis. 2009 May;68(5):702-709.
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