
Some of the most ex-
citing research to be

presented at this year’s
EULAR Congress in-
volves new insights into
the genetics of rheu-
matic diseases. Other
expected highlights in-
clude the presentation
of new clinical trial data
on the potential impact
of a new generation of
small-molecule biologic
agents. 

Prof. Andrew Cope,
chair of the Scientific
Programme Committee,
expects that the record
crowds predicted to at-
tend the Copenhagen
Congress will find many
sessions, in addition to
those highlighted above,
to stimulate their inter-
est and inform their care
of patients with rheu-
matic diseases.

“The committee has a
major challenge of de-
livering a programme

that will serve the edu-
cational, clinical, and
scientific needs of a very
large and diverse com-
munity. We anticipate
that around 14,000–
15,000 delegates will
attend the Congress this
year,” Prof. Cope said in
an interview with EU-
LAR Congress News. 

“This is a not a triv-
ial task. Each year it is
our responsibility to in-
clude timely updates on
all the major new devel-
opments in many differ-
ent fields over the last
12 months.”

Prof. Cope, who is
also the Arthritis Re-
search Campaign Chair
in Rheumatology at
King’s College London,
is particularly excited
about the committee’s
work to align the scien-
tific programme “more
closely with the strate-

The search for safer alternatives
to long-term treatment with

biologics, novel treatments for sys-
temic juvenile idiopathic arthritis,
and diagnostic pearls for vasculi-
tis are some of the
hot topics in paedi-
atric rheumatology
that will be featured
at this year’s annual
European Congress
of Rheumatology. 

EULAR 2009
will devote more
time to paediatric is-
sues as part of a Joint
Congress with the
Paediatric Rheuma-
tology European Society (PReS).
The programme was developed
jointly by scientific committees of
PReS and EULAR. 

This year’s programme should
be of interest beyond the paediatric
rheumatology community, noted
Prof. Wietse Kuis, president of
PReS. Because general rheuma-
tologists usually assume the care of
patients who have reached age 18
years, they should be equally in-
vested in developing the best long-
term management plans for treat-

ing patients who could be receiv-
ing therapy for another 60 years,
he said in an interview with EU-
LAR Congress News. One major is-
sue in paediatric rheumatology is

the application of new
biologics (such as
anti–interleukin-6
and anti-IL-1 beta) in
the treatment of chil-
dren with systemic ju-
venile idiopathic
arthritis, which will
be addressed in “‘No
Place for Steriods’:
Novel Therapeutic
Targets in Systemic
JIA.” 

Speakers will present on the
optimal management of children
using these therapies. The meet-
ing also will feature research on
the use of new treatments like
anti–IL-1 and anti–IL-6 as first-
line treatments, without first put-
ting patients on corticosteriods.
There are now some indications,
Prof. Kuis said, that clinicians
can begin treatment with anti–IL-
1 or anti–IL-6 without first start-
ing with corticosteroids, offering

Welcome to Copenhagen and the
10th Annual Congress of the
European League Against Rheu-

matism! Much has changed in rheuma-
tology over the past decade, and this an-
nual forum is the perfect chance to get up
to date on the latest scientific and clini-
cal information, as well as to mingle with
patients, physicians, surgeons, scientists,
health professionals, and professionals rep-
resenting the pharmaceutical industry.

We are holding the 2009 Congress
jointly with our colleagues from the Pae-
diatric Rheumatology European Society
(PReS). We have increased the frequency
of the joint congress from every 3 to every
2 years, beinning this year.

Many of you have ob-
served the steady increase in
the number of participants
and submitted abstracts at
the EULAR Congress since
2000. This year, we expect
14,000 participants. This
growth parallels the success
of our medical discipline,
which can be attributed to
many significant contribu-
tions to our knowledge of
the subject. Contributions
to pathophysiology, epidemiology, and
therapeutic management have modified
several destructive (and sometimes lethal)
diseases into manageable, chronic condi-

tions. Improvements in ther-
apeutic possibilities have
been identified and con-
firmed, leading in turn to
the exploration of more
strategies and the influx of
valuable colleagues into the
field of rheumatology. Fur-
thermore, this expanding
field has prospered from the
alliance with health profes-
sionals and patients as well as
from improved public aware-

ness of musculoskeletal diseases.
The scientific programme of the EU-

LAR Congress 2009 will cover the broad

PReS/EULAR Joint Congress
Offers Research Advances
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EULAR President Breedveld Welcomes
Attendees to Copenhagen Congress

Wednesday, 10 June
At a Glance

Registration 08:00–22:00
Exhibition 12:00–18:30
Scientific 
Sessions 15:00–18:30

15:00–16:30
Clinical Sciences

The year in review Auditorium A

Allied Health Professionals
Prevention of fractures and
falls in osteoporosis Room B6

Practical Skills
MRI basic session 1 Room B4

PARE
The socioeconomic impact of
arthritis and rheumatism: The
stark reality Room B8

17:00–18:30
Clinical Science 

Rheumatoid arthritis: 
The new ACR/EULAR 
classification 
criteria Auditorium 1
Psoriatic arthritis: Monitoring
and prognostication Room C3

Challenges in Clinical Practice
Difficult vasculitis Room C4

Outcomes Science
Adult outcomes of childhood
arthritis Auditorium 2

PReS
Biomarkers in juvenile auto-
immune diseases Room B2

Basic and Translational Science
From inflammation to bone
formation in spondyloarthritis 

Room C1
Hypoxia and cellular 
metabolism Room C2

Allied Health Professionals
Hip and knee osteoarthritis:
Future directions and innova-
tions in rehabilitation Room B6

Fellows in Training
“ACR/EULAR Exchange Fel-
low” session: Promotion and
regulation of autoimmune in-
flammation by B cells Room B3

Practical Skills
Clinical assessment of patients
with systemic sclerosis 1 

Room B4
Ultrasonography basic session 1

Room B5

Basic and Translational Science
Tendon loading and overload-
ing: From adaptation to ten-
donopathy Room B7

PARE
Let’s talk about sex Room B8

Genetics, Biologics
Among Highlights in
Copenhagen 2009

PRESIDENT FERDINAND
C. BREEDVELD 
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World Arthritis Day is the focus
of the PARE Programme at
this year’s Congress, according

to Ms. Sandra Canadelo, chair of the EU-
LAR Standing Committee on People
With Arthritis and Rheumatism in Eu-
rope (PARE).

In particular, PARE has developed a
survey about work and rheumatic dis-
eases. In preparing the survey, the group
has created three questionnaires: one
for people with rheumatic diseases, one
for health professionals and allied health
personnel, and one for employers. PARE
encourages Congress attendees to visit
the PARE stand (Number NP 19, Hall
5) and complete a survey. 

“The programme will be concentrat-
ing on the economic impact of work and
the real value of voluntary work,” as well

as the impact of rheumatic diseases on
relationships and family life, Ms.
Canadelo told EULAR Congress News in
an interview. 

“Our stand will also feature the EU-
LAR Charter for Work as well as infor-
mation from our member leagues,” Ms.
Canadelo said. “We are also having a
workshop on Saturday on the participa-
tion of patients in research,” she added. 

Ms. Canadelo is in her last year as
chair of PARE, and she reflected on
some of the committee’s accomplish-
ments in recent years. 

“I am especially proud that in our
Standing Committee we manage to work
as a team, learning from each other and
supporting each other in the develop-
ment of our work,” she said. “I had the
opportunity to meet so many impressive
people dedicating their time and skill to
support our projects. Without them, we
would not have been so successful.” 

Ms. Canadelo noted that the number
of organizations for people with rheu-
matic diseases that participate in the or-
ganization has grown, and the PARE
network has become stronger. And more
organizations are participating in PARE
activities such as World Arthritis Day,
which is celebrated each year with a
theme chosen by PARE. This year’s
theme is “Let’s work together.” 

“The fact that we now have two staff
members in the EULAR secretariat to
support our many activities is very im-
portant, and we are very grateful for the
overall support in the EULAR house,”
Ms. Canadelo said. Consequently, there
is greater cooperation between PARE
and the other Standing Committees and
a greater understanding of the patients’
network and of the importance of
PARE’s role within EULAR, she added.

Creating awareness about arthritis and
rheumatism remains an ongoing issue,
said Ms. Canadelo. Members of PARE
continue to focus on raising awareness
through education and research. 

“One of our most important goals is
to promote the user-led organisation
approach among our membership and to
encourage active participation of our
members in all activities, at the nation-
al or European level,” she said. 

Looking ahead to the future, Ms.
Canadelo is enthusiastic about the Eu-
ropean Musculoskeletal Conditions Sur-
veillance and Information Network (EU-

PARE to Survey Attendees on Work and Disability

spectrum of the rheumatic diseases and
include state-of-the-art lectures, basic
science and clinical symposia, abstract
sessions, presentation and discussion of
difficult cases, workshops, and special
interest group sessions.

Sessions of the Allied Health Pro-
fessional in Rheumatology, of the EU-
LAR People with Arthritis/Rheuma-
tism in Europe (PARE), and of the
PReS will extend and complement
the programme on all days.

Today’s opening clinical science ses-
sion at 15:00 will feature a “year in re-
view,” including an update on bench
science, clinical advances, and progress
in paediatric rheumatology.

At 17:00, attendees can choose be-
tween parallel clinical sessions on the
new ACR/EULAR classification cri-
teria for rheumatoid arthritis, moni-
toring and prognostication of psoriat-
ic arthritis, and management of
difficult vasculitis cases. Other paral-
lel sessions include research on adult
outcomes of childhood arthritis, bio-
markers in juvenile autoimmune dis-
eases, and inflammation and bone for-
mation in spondyloarthritis.

Please join us for the opening recep-
tion at the Bella Centre, which will
commence at the conclusion of the
opening ceremony that runs from 18:45
to 20:00. All participants and accom-
panying persons are cordially invited.

Our backdrop for this year’s meeting
is Copenhagen, the largest city in Scan-
dinavia, with an estimated population
of 1.1 million. However, the city retains
a disarmingly provincial, small-town at-
mosphere. Gabled houses, narrow
streets, and a skyline that is dominated
by delicate spires, rather than hulking
skyscrapers, are all typical of the city.

Copenhagen is also one of the green-
est cities in Europe. Much of the cen-
tre is reserved for paedestrians, strict
antipollution laws are enforced, and
bicycles often outnumber cars on the
streets.

We trust that your stay in Copen-
hagen will be both pleasant and edu-
cational.

EULAR President Ferdinand C.
Breedveld is a Professor of Rheumatol-
ogy at Leiden (the Netherlands) Uni-
versity Medical Centre.

10 Years of Progress
Welcome • from page 1

MUSC.NET) project, an initiative to
collect more data on rheumatic diseases
throughout Europe. “We have also ini-
tiated a project called Patient Research
Partners, with which we are going to ex-
plore the status quo of how patients are
involved in research, and discuss the op-
tions of setting up a network of trained
patient research partners,” she said.
“People with arthritis and rheumatism
should always be involved in decisions
concerning them,” she added. 

PARE continues to emphasize the
importance of communication between
clinicians and patients. A personal ap-
proach takes time, Ms. Canadelo ac-
knowledged. “However, it is important
to have trust between doctor and pa-
tient, and to have an effective dialogue,”
she said. An effective dialogue is one in
which the doctor talks in a way that the
patient understands, the patient is not
afraid to ask questions, and treatment
decisions are made by the doctor and pa-
tient together, she emphasized.

Incoming PARE chair Marios Koulou-
mas reiterated the importance of com-
munication between doctor and patient,
and the importance of educating patients
with rheumatic diseases so they can be-
come research partners and advocates. 

Mr. Kouloumas told EULAR Congress
News in an interview that other PARE
goals include making World Arthritis
Day a global event, bringing rheumat-
ic disease to the forefront of the health
agendas of all countries, and addressing
rheumatic disease issues at both a na-

tional and European level. Another key
goal is to secure equal access to health
care for people with rheumatic diseases,
wherever they live in Europe. 

“Access to specialists and treatments,
transportation to work, and other struc-
tural environment/infranstructure are
also important,” he said. ■

Selected Sessions
PARE

The Socioeconomic Impact
of Arthritis and Rheuma-
tism: The Stark Reality

Wednesday, 15:00–16:30
Room B8

Let’s Talk About Sex
Wednesday, 17:00–18:30

Room B8 

Real Value of Voluntary
Work

Thursday 10:15–11:45
Room B8

Patients in Teaching: Being a
Part of the Change (Part 1)

Saturday, 10:15–11:45
Room B8

Patients in Teaching: Being a
Part of the Change (Part 2)

Saturday, 12:00–13:30
Room B8

Highlight Session
Saturday, 13:45–14:45

Room B8

Opening Ceremony and
Welcome Reception

Wednesday, 10 June 2009
18:45–22:00
The welcome reception will be held
after the opening ceremony at the Bella
Centre. 
All EULAR participants and
accompanying persons are cordially
invited.
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The EULAR Congress 2009 in
Copenhagen is held under the
patronage of Her Majesty Queen
Margrethe II of Denmark.

HM Queen
Margrethe II

2009 EULAR
Congress Dinner at

Øksnehallen

Øksnehallen is one of Copen-
hagen’s most attractive and

unique centres. One of Copenhagen’s
greatest architects, Ludvig Fenger,
designed Øksnehallen in the early
20th century. In its first life, the
building was a livestock auction hall
until the 1960s. Comprehensive ren-
ovation work started in 1993 to
transform Øksnehallen into a cultural
event centre. Please join us there for
an elegant evening of the finest Dan-
ish cuisine and entertainment.
Friday, 20:30–24:00 
EUR 90 per person
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gic objectives of EULAR.”
For example, EULAR’s com-

mitment to education is illustrat-
ed by the inclusion of special ses-
sions on the science of teaching,
said Prof. Cope. “This will com-
plement the publication of the
new EULAR Online Course in
Rheumatic Diseases.” Many dele-
gates attending the congress will
be involved in some form of teach-
ing programme as part of their
daily activities, so they should not
miss the State-of-the-Art/Best
Practice session on Thursday, 11
June, entitled “Teaching Can Be
Fun: Best Practice in Teaching
Rheumatology,” which will be
held in Hall A1 at 15:30–17:00.

This year’s scientific programme
will also emphasize a strategically
defined “orphan disease” for which
more research and funding is des-
perately needed. “This year the fo-
cus will be on scleroderma,” he
said. To see how things are pro-
gressing, stop in to the Basic and
Translational Science session,
“Pathobiology of Scleroderma,” in
Room C1 on Friday, 12 June, at
13:30–15:00.

“We also have an extended pae-
diatric rheumatology programme
in 2009, highlighting some of the
new breakthroughs in genetics
and therapy, and a good number of
sessions dedicated to the imaging
of arthritic joints,” Prof. Cope
added. There will also be plenty of
opportunity for young clinicians
and scientists to present their
work for the first time, another
important objective of EULAR.

Another session that attendees
shouldn’t miss is the “Year in Re-

view,” scheduled for today. The
session will be “a first for
EULAR,” according to Prof. Cope,
and “seeks to summarise the high-
lights in basic and clinical re-
search over the last 12 months.” A
great way to start off the Congress!

In general, when asked about
“researchers to watch” at this year’s
meeting, Prof. Cope responded
that there were “too many to men-
tion by name.”

“For 2009 I have had the priv-
ilege of chairing an outstanding
committee of clinicians, scientists,
allied health professionals, and
people with arthritis, who have all
made really important contribu-
tions to designing an exciting pro-
gramme for Copenhagen,” said
Prof. Cope. “And Copenhagen is a
beautiful city—an ideal venue for
this year’s Congress!” ■

Selected
Sessions

Clinical Science
The Year in Review

Wednesday, 15:00–16:30
Auditorium A

State-of-the-Art / Best
Practice

Teaching Can Be Fun: Best 
Practice in Teaching 

Rheumatology
Thursday, 15:30–17:00

Hall A1

Basic and Translational
Science 

Pathobiology of Scleroderma 
Friday, 13:30–15:00

Room C1

Programmes Extended
Highlights • from page 1

How to Talk About Sexuality With
Rheumatic Disease Patients

Both clinicians and patients find it diffi-
cult to discuss the impact of rheumatic

disorders on sexuality, international patient
advocate Amye Leong said during a session
on sex, aging, and rheumatic disease. 

“Quite frankly, we are facing an abyss: Pa-
tients want information about sexuality,
and health professionals do not know what
to tell them,” Ms. Leong said in an interview
with EULAR Congress News.

During her presentation on the topic of sex,
aging, and rheumatic disease today, Ms.
Leong will review evidence-based strategies
that can be useful for physicians and patient
advocates who want to discuss these issues
with their patients. This will be the first time
these three topics have been pulled together
and addressed in one presentation, said Ms.
Leong, who has rheumatoid arthritis, Sjö-
gren’s syndrome, and osteoporosis and serves
as the international spokesperson of the Unit-
ed Nations–endorsed Bone and Joint Decade,
2000-2010.

“Being a patient advocate and having
three rheumatic disorders, I have been to
enough international meetings of patients
and patient advocates where this subject is
discussed at the bar, as opposed to [a clini-
cal] setting or an evidence-based scientific
session,” she said. But the literature on sex
and rheumatic diseases is scant, said Ms.
Leong, president and CEO of Healthy Mo-
tivation, a medical communications and pa-
tient advocacy company based in both San-
ta Barbara, California, and Paris. 

Rheumatic disease can decrease the pa-
tient’s sense of sexual attractiveness, sexual de-
sire, and satisfaction; cause arousal difficulty;
lessen sensitivity; and decrease circulation.
Other deleterious effects include limited en-
durance, limited motion, erectile dysfunction
or impotence, vaginal dryness, and decreased
orgasmic sensation, Ms. Leong said. 

Various surveys in the general population

have found that about 30% of men and 43%
of women respondents say they experience
some aspect of sexual dysfunction. But lim-
ited data indicate that the prevalence of sex-
ual dysfunction among rheumatoid arthri-
tis and ankylosing spondylitis patient
populations is twice that of the general
population. “And yet, we don’t do anything
about it. There’s very little research in this
area,” Ms. Leong said. The effects of aging
also compound these issues, she pointed out.

The degree to which rheumatic disease af-
fects sexuality depends on the severity of the
disease, the level of fatigue, the degree of
pain, and physical limitations. Awareness of
the contribution of movement, touch, and
weight bearing to patients’ discomfort may
help physicians, patients, and partners un-
derstand the problem, she said. For example,
sensitivity to touch is an issue in fibromyal-
gia. Self-perception, emotional attitude, self-
esteem, the effects of surgery, and side effects
of medications also should be considered. 

Her solution? “I am suggesting there are
models of communication that advocacy or-
ganisations, allied health professionals, and
rheumatologists can utilise in their clinical
work to broach this topic with their patients
and begin to open up” this area of conversa-
tion, she said. Considering the limited time
patients have to see their physicians, she be-
lieves patient advocacy organisations and
health professionals are key conveyors of
community-based resources for their patients. 

Ms. Leong had no conflicts of interest to
disclose. ■

PARE
Let’s Talk About Sex

Wednesday 17:00–18:00
Room B8

Half of Lithuanians with rheuma-
toid arthritis who live in Vilnius
consider themselves economical-

ly or physically dependent on others, ac-
cording to findings from a survey to be
presented today.

Dr. Jolanta Dadoniene, vice president
of the Lithuanian Arthritis Association
(LAA), which performed the survey, told
EULAR Congress News that an estimat-
ed 250,000 citizens of that country have
arthritis. Nearly all people with RA in
Lithuania (97%) live on pensions or dis-
ability allowances, she said.

The LAA became a full EULAR
member in 2000 and is an umbrella or-
ganisation for 13 branches, with more
than 2,000 members in that country. 

Dr. Dadoniene and her associates sur-
veyed Vilnius residents with RA to es-
timate their disease burden in terms of
dependence on others, employment sta-

tus, and work disability (defined as hav-
ing a disability allowance at the time of
the survey). Participants also underwent
physical exams by rheumatologists and
filled out the modified health assessment
questionnaire (MHAQ). Of the 537 sur-
vey respondents, 230 (almost 43%) said
they depended on help from others. Of
the respondents, 25% were in the Amer-
ican College of Rheumatology func-
tional class III or IV.

The investigators determined that the
risk of becoming dependent on external
help was dependent on overall func-
tioning as measured by MHAQ scores.
But joint stabilisation measures and a
count of 28 tender joints were also im-
portant factors, said Dr. Dadoniene,
who also teaches at Vilnius University. 

Of the 238 working-age patients,
37% were in a paid job at the time of
the study. Most of the remaining work-

ing-age people had either retired early
or were housewives or students.

Of those with a paying job, about
12% were also receiving a disability al-
lowance. Those who were employed
tended to be younger, more educated, and
less disabled, compared with unemployed
RA patients. Nearly half reported being
dependent on others. Dr. Dadoniene con-
cluded that functional impairment was
the most important risk factor affecting
an individual’s dependence on others. 

And being employed before diagnosis
reduced an individual’s risk of having a
work disability after diagnosis, she added
in an interview with EULAR Congress
News.

Employment among these RA patients
was 26% lower than in the general pop-
ulation, which appears to be lower than
reported in the literature on the propor-
tion of RA patients in other countries who

work. “Not surprisingly, patients who are
more educated, less disabled, and have
shorter disease duration are more likely to
remain in labour force,” she said. As a fol-
low-up, the LAA will interview the same
patients about their social and function-
al status at a future date.

The study was supported by the LAA
and its members, with special support
from LAA president Dr. Ona Stefanija
Telyceniene. Dr. Dadoniene said she
had no conflicts to disclose. ■

PARE Session
The Social Impact of

Arthritis and Rheumatism:
The Stark Reality

Wednesday, 15:00–16:30
Room 8B

Assessing RA Disability in Lithuania 
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The world’s first and only IL-6 receptor inhibitor
makes DAS28 remission possible for your patients.1

Learn more at Booth C2- .

Reference: 1. RoACTEMRA Summary of Product Characteristics. F. Hoffmann-La Roche Ltd, 2009.

RoACTEMRA (TOCILIZUMAB) product information
Therapeutic indications: RoACTEMRA, in combination with methotrexate (MTX), is indicated for the treatment of moderate to severe active rheumatoid
arthritis (RA) in adult patients who have either responded inadequately to, or who were intolerant to, previous therapy with one or more disease-modifying
anti-rheumatic drugs (DMARDs) or tumour necrosis factor (TNF) antagonists. In these patients, RoACTEMRA can be given as monotherapy in case of
intolerance to MTX or where continued treatment with MTX is inappropriate. Dosage and administration*: The treatment should be initiated by medical
specialists with experience in rheumatoid arthritis. The patient should receive a patient identification card.The recommended dose is 8 mg/kg body weight,
but at least 480 mg once every 4th week. Elderly patients: Dose adjustment is not necessary in patients 65 years of age and older. Children: This drug
should not be administered to children under 18 years of age, because adequate documentation in this age group is not available. Impairment of kidney
and/or liver functions: Dose adjustment is not necessary in patients with slight renal failure. RoACTEMRA has not been investigated in patients with
impaired liver functions or moderate to severe kidney failure.The kidney functions should be monitored closely in these patients.After dilution, RoACTEMRA
should be given in one intravenous infusion for the duration of one hour. Dilute RoACTEMRA to a 100 ml solution of water for injection containing 0.9 %
(9 mg/ml) sterile, pyrogen-free sodium chloride, employing an aseptic method. Contraindications: Hypersensitivity to the active substance or to any of
the excipients. Active, severe infections. Special warnings and precautions: Infections: RoACTEMRA treatment should not be initiated in patients with
active infections. Administration of RoACTEMRA should be interrupted if a patient develops a serious infection until the infection is controlled. Healthcare
professionals should exercise caution when considering the use of RoACTEMRA in patients with a history of recurring or chronic infections or with
underlying conditions (eg, diverticulitis, diabetes) which may predispose patients to infections. Vigilance for the timely detection of serious infection is
recommended for patients receiving biological treatments for moderate to severe RA as signs and symptoms of acute inflammation may be lessened,
associated with suppression of the acute phase reaction. The effects of RoACTEMRA on C-reactive protein (CRP), neutrophils and signs and symptoms of
infection should be considered when evaluating a patient for a potential infection. Patients should be instructed to contact their healthcare professional
immediately when any symptoms suggesting infection appear, in order to assure rapid evaluation and appropriate treatment. Tuberculosis: As
recommended for other biological treatments in RA, patients should be screened for latent tuberculosis (TB) infection prior to starting RoACTEMRA therapy.
Patients with latent TB should be treated with standard anti-mycobacterial therapy before initiating RoACTEMRA. Complications of diverticulitis: Events of
diverticular perforations as complications of diverticulitis have been reported uncommonly with RoACTEMRA. RoACTEMRA should be used with caution in
patients with previous history of intestinal ulceration or diverticulitis. Patients presenting with symptoms potentially indicative of complicated diverticulitis,
such as abdominal pain, haemorrhage and/or unexplained change in bowel habits with fever should be evaluated promptly for early identification of
diverticulitis which can be associated with gastrointestinal perforation. Hypersensitivity reactions: Serious hypersensitivity reactions have been reported in
association with infusion of RoACTEMRA in approximately 0.3% of patients. Appropriate treatment should be available for immediate use in the event of
an anaphylactic reaction during administration of RoACTEMRA. Active hepatic disease and hepatic impairment: Treatment with RoACTEMRA, particularly
when administered concomitantly with MTX, may be associated with elevations in hepatic transaminases. Therefore, caution should be exercised when
considering treatment of patients with active hepatic disease or hepatic impairment, as the safety of RoACTEMRA in these patients has not been adequately
studied. Hepatic transaminase elevations: In clinical trials, transient or intermittent mild and moderate elevations of hepatic transaminases have been
reported commonly with RoACTEMRA treatment, without progression to hepatic injury. An increased frequency of these elevations was observed when
potentially hepatotoxic drugs (eg, MTX) were used in combination with RoACTEMRA. Caution should be exercised when considering initiation of
RoACTEMRA treatment in patients with elevated alanine aminotransferase (ALT) or aspartate aminotransferase (AST) >1.5 x upper limit of normal (ULN).
In patients with baseline ALT or AST >5 x ULN, treatment is not recommended. ALT and AST levels should be monitored every 4 to 8 weeks for the first
6 months of treatment followed by every 12 weeks thereafter. For ALT or AST elevations >3-5 x ULN, confirmed by repeat testing, RoACTEMRA treatment
should be interrupted. Once the patient’s hepatic transaminases are below 3 x ULN, treatment with RoACTEMRA may recommence at 4 or 8 mg/kg.
Haematological abnormalities: Decreases in neutrophil and platelet counts have occurred following treatment with RoACTEMRA 8 mg/kg in combination
with MTX.There may be an increased risk of neutropaenia in patients who have previously been treated with a TNF antagonist. Caution should be exercised
when considering initiation of RoACTEMRA treatment in patients with a low neutrophil or platelet count (ie, absolute neutrophil count (ANC) <2 x 109/L or
platelet count below 100 x 103/μL). In patients with an ANC <0.5 x 109/L or a platelet count <50 x 103/μL treatment is not recommended. Neutrophils
and platelets should be monitored 4 to 8 weeks after start of therapy and thereafter according to standard clinical practice. Lipid parameters: Elevations

in lipid parameters including total cholesterol, low-density lipoprotein (LDL), high-density lipoprotein (HDL) and triglycerides were observed in patients
treated with RoACTEMRA. In the majority of patients, there was no increase in atherogenic indices, and elevations in total cholesterol responded to
treatment with lipid lowering agents.Assessment of lipid parameters should be performed 4 to 8 weeks following initiation of RoACTEMRA therapy. Patients
should be managed according to local clinical guidelines for management of hyperlipidaemia. Neurological disorders: Physicians should be vigilant for
symptoms potentially indicative of new-onset central demyelinating disorders. The potential for central demyelination with RoACTEMRA is currently
unknown. Malignancy: The risk of malignancy is increased in patients with RA. Immunomodulatory medicinal products may increase the risk of malignancy.
Vaccinations: Live and live attenuated vaccines should not be given concurrently with RoACTEMRA as clinical safety has not been established.
Cardiovascular risk: RA patients have an increased risk for cardiovascular disorders and should have risk factors (eg, hypertension, hyperlipidaemia)
managed as part of usual standard of care. Combination with TNF antagonists: There is no experience with the use of RoACTEMRA with TNF antagonists
or other biological treatments for RA. RoACTEMRA is not recommended for use with other biological agents. Sodium: This medicinal product contains 
1.17 mmol (or 26.55 mg) sodium per maximum dose of 1200 mg. To be taken into consideration by patients on a controlled sodium diet. Doses below
1025 mg of this medicinal product contain less than 1 mmol sodium (23 mg), ie, essentially ‘sodium free’. Pregnancy: There are no adequate data from
the use of RoACTEMRA in pregnant women. A study in animals has shown an increased risk of spontaneous abortion/embryo-foetal death at a high dose.
The potential risk for humans is unknown. Women of childbearing potential must use effective contraception during and up to 6 months after treatment.
RoACTEMRA should not be used during pregnancy unless clearly necessary. Lactation: It is unknown whether RoACTEMRA is excreted in human breast
milk. The excretion of RoACTEMRA in milk has not been studied in animals. A decision on whether to continue/discontinue breast-feeding or to
continue/discontinue therapy with RoACTEMRA should be made taking into account the benefit of breast-feeding to the child and the benefit of
RoACTEMRA therapy to the woman. Interactions*: When the treatment with RoACTEMRA is initiated or discontinued, patients who take drugs that are
individually adjusted and which are metabolized via CYP450 3A4, 1A2, 2C9 or 2C19 (for example, atorvastatin, calcium channel blockers, theophylline,
warfarin, phenytoin, ciclosporin, and benzodiazepines) should be checked, because the dose levels might require adjustment to maintain the therapeutic
effect. Due to the long elimination half-time (t1/2) the effect of RoACTEMRA on the enzyme activity of CYP450 persists for several weeks after the treatment
is discontinued. Undesirable effects*: Very common: Upper airway infections. Common: cellulitis, pneumonia, oral herpes simplex, herpes zoster, mouth
sores, gastritis, rash, pruritus, headache, dizziness, elevated liver transaminases, hypertension, leukopenia, neutropenia, hypercholesterolemia, and
conjunctivitis. Uncommon: diverticulitis, stomatitis, urticaria, increased total bilirubin, hypertriglyceridemia, and hypersensitive reactions.

Packings and prices per March 23, 2009: ATC (Anatomical Therapeutic Chemical) code: L04AC07.

Please refer also to www.medicinpriser.dk

*This section is abridged with relation to the Summary of Product Characteristics approved by the Danish Medicines Agency.
The Summary of Product Characteristics may be acquired at the booth.

Copyright © 2009 by F. Hoffmann-La Roche Ltd and Chugai Pharmaceutical Co. Ltd. All rights reserved.

Medicinal product Product 
no.

Packing Consumer price Pharmacy purchase price

RoACTEMRA 80 mg/4 ml 170062 4 ml DKK 1,564.25 DKK 1,141.91

RoACTEMRA 200 mg/10 ml 170085 10 ml DKK 3,855.05 DKK 2,834.10

RoACTEMRA 400 mg/20 ml 170107 20 ml DKK 7,652.25 DKK 5,639.05
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At tonight’s opening ceremony, the lead authors
of the six clinical and six basic science abstracts
receiving the 2009 EULAR Abstract Awards

will be honoured. Winners will each receive 1,000 eu-
ros.

Anna Abou-Raya, M.D.,
Ph.D., of the University of
Alexandria (Egypt), will re-
ceive a clinical science
award for research showing
that the statin rosuvastatin
seems to ameliorate en-
dothelial damage in patients
with pulmonary artery hy-
pertension as a complica-
tion of systemic sclerosis.
Through this effect, the
agent may ease or at least
stabilise severe lung disease in PAH in SSc patients. 

Maxime Dougados, M.D.,
professor of rheumatology
at René Descartes Universi-
ty and chief of the depart-
ment of rheumatology at
Hôpital Cochin, Paris, will
receive a clinical science
award for his research de-
veloping a global scoring
system of synovitis in pa-
tients with rheumatoid
arthritis based on ultra-
sound findings, which were

at least as relevant as clinical exam in predicting
which patients would have improved at the end of 4
months’ follow-up. 

Marie Gunnarsson of the
Karolinska Institute in
Stockholm will receive a
clinical science award for
her research showing that
patients who had no greater
risk for myocardial infarc-
tion at the time of rheuma-
toid arthritis diagnosis than
did controls will have a
40% increase in MI risk just
1 year later, and a 70% in-
crease in risk 1-10 years after RA diagnosis, com-
pared with controls. 

Anne Hinks, Ph.D., of the
University of Manchester
(England), will receive a
basic science award for her
research showing evidence
for two novel juvenile idio-
pathic arthritis susceptibil-
ity loci: TENR-IL2-IL21
and AFF3. Other data from
Dr. Hinks’s research sup-
port the suggestion that
CTLA4 is a JIA suscepti-
bility gene, a point of some

contention. These findings derive from Dr. Hinks’s
genotyping on four previously associated single nu-
cleotide polymorphisms using mass spectroscopy
on samples from 1,054 white patients with JIA and
3,531 controls. 

Mirko Manetti, Ph.D., of
the University of Florence
(Italy), will receive a clinical
science award for his research
documenting dysregulation of
the IL-33/ST2 pathway in pa-
tients with systemic sclerosis.
Investigation of skin biopsy
samples from SSc patients
showed down-regulation or
absence of IL-33 expression
and overexpression of ST2 in
endothelial cell nuclei and in the epidermis in early oede-
matous SSc, compared with biopsies from healthy con-
trols. Skin from patients with late SSc showed IL-33 in
almost all endothelial cell nuclei, whereas ST2 staining
was weaker than in early disease. These findings suggest
that after early damage to endothelial cells, IL-33 may
be mobilised to signal through ST2 to stimulate in-
flammatory cells and myofibroblasts. 

Britta Maurer, M.D., of the
University Hospital Zurich,
will receive a clinical science
award for her research iden-
tifying miR-29a as being a
key downstream mediator of
fibroblast activation and col-
lagen synthesis in systemic
sclerosis. Overexpression of
miR-29a in fibroblasts from
SSc patients decreased colla-
gen types I and III, whereas

knockdown of miR-29a in healthy control fibroblasts
increased levels of collagen types I and III. 

Ann W. Morgan, M.D.,
Ph.D., of St. James Uni-
versity Hospital, Leeds,
England, will receive a ba-
sic science award for her re-
search that found a positive
independent association
among HLA-DRB1
shared-epitope alleles,
PTPN22, and smoking,
and the generation of anti-
citrullinated protein/pep-
tide antibodies. 

Kazuhisa Nakano, M.D.,
Ph.D., of the University of
Occupational and Environ-
mental Health, Kitakyushu,
Japan, will receive a basic sci-
ence award for his research
showing that dendritic cells
are a heretofore unrecognised
source of dopamine, which in
turn induces interleukin-6 pro-
duction from T cells, resulting
in a shift toward Th17 cell re-
sponses. Dr. Nakano and his as-

sociates implanted synovium isolated from patients with
RA as well as cartilage in SCID-Hu RAg mice and ad-
ministered dopamine receptor agonists twice a week for
30 days. Histologic examination revealed that mice treat-
ed with a D1-like receptor agonist SCH-23390 showed
protective effects against cartilage destruction. Mice treat-
ed with D2-like receptor agonist L750667 showed marked
accumulation of lymphocytes, synovium proliferation, neo-
vascularisation, and exacerbated cartilage destruction.

Kris A. Reedquist, Ph.D.,
of the University of Amster-
dam, will receive a basic sci-
ence award for his research
showing that maintenance of
T cell Rap1 signaling protects
mice against collagen-in-
duced arthritis. Dr. Reedquist
and associates induced arthri-
tis in both wild-type mice
and RapV12 transgenic mice.
Arthritis incidence was sig-
nificantly reduced in the RapV12 transgenic mice, and
they showed no synovial tissue infiltration, cartilage ero-
sion, or radiologic signs of arthritis, unlike the wild-type
mice. Restoring Rap1 function in RA synovial T cells
may have therapeutic benefit in RA.

María de los Ángeles
Suárez-Gestal, of the Hos-
pital Clínico Universitario de
Santiago de Compostela,
Spain, will receive a basic
science award for her research
confirming an association be-
tween 10 possible genetic
markers for systemic lupus
erythaematosus. Ms. Suárez-
Gestal and associates geno-
typed tissue from 1,579 SLE
patients and 1,726 controls

recruited from nine European countries. Findings
from statistical analyses that compared allele frequen-
cies between patients and controls confirmed 9 of the
10 genetic factors.

Yoshiya Tanaka, M.D.,
Ph.D., professor and chair of
the department of internal
medicine at the University of
Occupational and Environ-
mental Health as well as
deputy director of the Uni-
versity Hospital, Ki-
takyushu, Japan, will receive
a clinical science award for
his research showing that it
is possible, in up to 40% of
patients with rheumatoid
arthritis, to discontinue infliximab therapy after re-
ducing disease activity without risking progression of
articular damage. 

Ioannis Tassiulas, M.D., of
the University of Crete, Her-
aklion, Greece, will receive a
basic science award for his re-
search showing that Tpl2 ki-
nase deficiency inhibits Fc-
gammaR signaling and
antibody mediator patho-
genic responses in vivo. Dr.
Tassiulas and associates stud-
ied bone marrow macro-
phages from wild-type and
Tpl2-deficient mice. The

Tpl2-deficient macrophages showed significantly de-
creased expression of Fc-gammaR, which plays a cen-
tral role in the pathogenesis of immune complex- and
antibody-mediated diseases. Tpl2 deficiency decreased
protein levels of the proinflammatory cytokine tumour
necrosis factor. ■

Meet the 2009 EULAR Abstract Award Winners!

MARÍA DE LOS ÁNGELES
SUÁREZ-GESTAL

ANN W. MORGAN, 
M.D., PH.D.

BRITTA MAURER, M.D.

MIRKO MANETTI, PH.D.

ANNE HINKS, PH.D.

MARIE GUNNARSSON

MAXIME DOUGADOS,
M.D.

ANNA ABOU-RAYA, 
M.D., PH.D.

IOANNIS TASSIULAS, M.D.

KAZUHISA NAKANO, 
M.D., PH.D.

KRIS A. REEDQUIST, PH.D.

YOSHIYA TANAKA, 
M.D., PH.D.
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the possibility of avoiding serious side effects such as
disruptions in growth. 

“If that is really possible, it should really be a break-
through in the treatment of this very complicated dis-
ease,” said Prof. Kuis, chairman of paediatrics at the
Wilhelmina Children’s Hospital in Utrecht, the
Netherlands. 

The paediatric sessions also will focus on im-
munology and new treatments currently under de-
velopment, such as mesenchymal stem cell therapies
that could potentially influence the process of in-
flammation with fewer risks than lifelong treatment
with biologics (“New Developments in Immunology
Translated into Therapeutic Options for Human Au-
toimmunity”).

Other offerings in the scientific programme will ex-
amine options for long-term management of rheuma-
tologic disease. Researchers will present data on the
possibility of using biologics to get patients into re-
mission, then transitioning them to therapies that are
less toxic over time. 

For example, studies on animal models indicate that
the combination of biologic agents and oral tolerance
can achieve similar results to biologics alone, but with
far lower doses of the biologic agent. There are seri-
ous concerns in the rheumatology community that pa-
tients who take biologics for a decade or more could
develop an immune deficiency–like syndrome or can-
cer. “It is our duty to look for good alternatives,” ac-
cording to Prof. Kuis. 

This year’s programme also will feature some prac-
tical clinical sessions on vasculitis and headaches. Be-
cause vasculitis is rare in children, it also can be dif-
ficult to recognize and treat, Prof. Kuis said. 

The presentations on vasculitis will include new
research currently in press, including classification
systems (“Vasculitis: Clinical Update and Treat-
ment”). 

Clinicians also can pick up some helpful hints on
diagnosing neurologic complications in children with
autoimmune disease who experience severe headaches
(“Headaches in Paediatric Rheumatology”). ■

Selected PReS Sessions:
Headaches in Paediatric

Rheumatology
Thursday, 13:30–15:00

Room B2

New Developments in Immunology
Translated Into Therapeutic Options

For Human Autoimmunity
Friday, 15:30–17:00

Room B2

‘No Place for Steroids’: Novel
Therapeutic Targets in Systemic JIA

Saturday, 8:45–10:15
Room B2

Vasculitis: Clinical Update and
Treatment

Saturday, 12:00–13:30
Room B2

Outdoor adventure weekends and
Internet social networking sites,
such as Facebook, have combined

in Norway to give youngsters with rheu-
matic diseases the chance to test them-
selves in a safe environment.

Twice a year, young Norwegians with
rheumatic disease can escape to the
country, relax, and enjoy some of the ac-
tive pursuits that their healthier peers
take for granted.

A presentation to be given this after-
noon will involve details about the
weekend retreats (one for teens and one
for young people aged 18-35 years) that
are open to any resident of the country

who has a rheumatic disorder. The week-
ends are sponsored by the Norwegian
Organisation for Children and Youth
with Rheumatism (BURG, in Norwe-
gian), a branch of the Norwegian
Rheumatism Association.

In her presentation, Line H.
Kamhaug, BURG’s children and youth
secretary, will describe how the get-to-
gethers incorporate physical and social
activities with informal discussions
about rheumatic disease and how it af-
fects all aspects of life. 

“For the teenagers, physical activities
like rock climbing, swimming, shoot-
ing, and archery are important ways of
testing themselves. For the older youths,
it’s more important to focus on new in-
formation about their rights, how to live
with the disease, everyday life and love,
education, and career,” she told EULAR
Congress News in an interview.

Launched more than 15 years ago, the
weekend retreats are usually held at
holiday or wildlife centres. Participants
share quarters in cabins or dormitory-
style halls. “This gives the weekends a
more social setting than a hotel, and the
participants get to know each other bet-
ter,” Ms. Kamhaug said.

Although the program incorporates
learning as well as fun, participants
seem to most appreciate the chance to
meet peers who understand the issues of
living with a rheumatic disorder, Ms.
Kamhaug said. “A lot of our members
highlight our activities as good arenas

to meet friends.
Many are still in
contact with
friends from these
weekends years lat-
er—friends who
know what their
everyday life is all
about, with its
medications, pain,
and bad times.”
This understand-
ing is what makes
them such good
friends, she noted.

Over the years, BURG staff and vol-
unteers who organise the weekends have
come to rely on social networking to ex-
pand their reach. Younger participants,
for example, might be reluctant to trav-
el far from home with people they have
never met, but peer chat on Facebook
and MSN Messenger is a powerful per-
suader. “The teens might have some
friends from the hospital, and they talk
together on these forums when they are
home. Many say they only wanted to
come after they hear other friends talk-
ing about their fun experiences.”

The Internet has also helped BURG
spread the word about the retreats, Ms.
Kamhaug said. “In addition to sending
letters in the mail, we have a Facebook
group and have signed up some partic-
ipants through that. 

“We’re also on Twitter now, although
this is very new for us. The Internet also

allows us to show pictures and videos
from previous weekends, in addition to
giving information about an upcoming
weekend.”

The get-togethers have been a pow-
erful influence in the lives of those who
attend, Ms Kamhaug noted. “Many of
our members actually say they are al-
most ‘glad’ they have a rheumatic dis-
ease, or else they may never have met the
people they have met, or had the op-
portunity to experience the places they
have visited and the things they have
done.” ■

PARE Session
Let’s Talk About Sex

Wednesday, 17:00–18:30
Room B8

Youths Retreat From Rheumatic Disease

Paediatric Disease 
PReS • from page 1

Teenagers climb rocks during one
weekend outing in 2006.
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Young ladies relax and reflect in a hot tub under the
open skies during a youth weekend in 2008.
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Altering the Course
of Rheumatoid Disease
Thursday 11 June 2009, 17:30 – 19:00

Room C3, Bella Center, Copenhagen

Chair: Professor Mikkel Østergaard, MD, PhD, DMSc
Department of Rheumatology, University of Copenhagen, Denmark

Mode of action versus mode of disease – what impact do
biologic treatments have on early infl ammatory arthritis?

Professor Iain McInnes, FRPC, PhD, FRSE

Centre for Rheumatic Diseases, University of Glasgow, UK

Ultrasonography – the potential for early diagnosis
and assessment of response to biologic treatments

Professor Walter Grassi, MD, PhD

Cattedra di Reumatologia, Università Politecnica delle Marche, Ancona, Italy 

Changing the treatment paradigm for RA
– experience with abatacept

Professor Paul Emery, MA, MD, FRCP

Academic Unit of Musculoskeletal Disease, University of Leeds, UK

Abatacept – a new choice for children
with JIA

Dr Nicolino Ruperto, MD, MPH

Paediatric Rheumatology International Trials
Organisation (PRINTO), Genova, Italy

This meeting will take place during the 10th Annual 
Congress of the European League Against Rheumatism
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ROOM B6, BELLA CENTER, COPENHAGEN
A Pfizer satellite symposium
EULAR Congress 2009

EU
P

V0
07

7
A

pr
il 

20
09

10 eular Congress News W E D N E S D AY  E D I T I O N

EULAR attendees and their guests
who wish to explore Copenhagen
and/or tour more widely in Denmark

may take advantage of a number of half-
day and full-day excursions that have
been organised for them. All tours will be
conducted in English, but most of the
guides speak several languages. 

Full-day excursions include lunch. Ex-
cursions will be confirmed if a minimum
of 20 participants is achieved. Full refunds
will be made if an activity is cancelled due
to lack of participants. 

All tour groups will meet and depart
from the Bella Centre.

Half-Day Excursions
The Grand Tour of Copenhagen 
With the Freetown Christiania
The Grand Tour of Copenhagen offers a
comprehensive introduction to all the
major sights of the Danish capital and a

visit to the Freetown
Christiania. The tour
starts with a visit to
Christiania, the fa-
mous freetown, which
was founded in 1971
when local hippies
took over an area of
abandoned military
barracks. They devel-
oped their own rules
and laws, completely
independent of the
Danish government.
A local Christiania
guide will show you
around for an hour.

On the tour, you also will pass by the
Tivoli Gardens and the Ny Carlsberg
Glyptotek, the art museum founded over
100 years ago by Danish brewing mag-
nate Carl Jacobsen. Your motorcoach will
travel through the colourful canal district
and past the National Museum and the
Christiansborg Palace, home of the Dan-
ish parliament, the Supreme Court, and
the prime minister’s office.

The tour continues to the Borsen (Old
Stock Exchange) and across Kongens Ny-
torv (the King’s New Square), where you
can see the Royal Theatre, which is world
famous for its Royal Ballet.

The tour continues past the harbour

Excursions: Let Copenhagen Charm You 
district of Nyhavn to
Amalienborg Palace,
winter residence of the
Royal Family. The tour
also will pass by Rosen-
borg Castle, where the
Crown Jewels are pro-
tected by the Royal
Guard.
Wednesday, 10 June
2009
14:00–17:00 
Thursday, 11 June
2009
09:00–12:00 
Price: EUR 47 

City and Harbour Tour 
This tour starts off by coach and con-
tinues by boat. On the tour, you will
pass by the National Gallery, which
is the only place in Denmark that fea-
tures 700 years of Western art and
cultural history under one roof. You
also will pass by the Ny Carlsberg
Glyptotek and continue on to the
Borsen (Old Stock Exchange) and
across Kongens Nytorv (the King’s
New Square), where you can see the
Royal Theatre, world famous for its
Royal Ballet.

The tour passes the magnificent
Gefion Fountain, which the Carlsberg
Foundation donated to the city of
Copenhagen. It is the largest monu-
ment in the city; children and adults
alike use it as a wishing well.

At the old fish market, a prebooked
canal boat is waiting to take you on a
cruise through the bustling harbour of
Copenhagen. From the boat, you have
the opportunity to enjoy sights of the
many wonderful towers and famous
places of Copenhagen. One of the
highlights of the trip is the “Little
Mermaid” statue.

The cruise continues through the
picturesque canals of Christianshavn
and Frederiksholm, where one can en-
joy views of historical buildings along-
side new architecture.

The tour ends in the very heart of
Copenhagen at Gammel Strand (Old
Beach). In the early Middle Ages, the
coastline ended here. The old beach is
only a few minutes’ walk from Strøget,
the main shopping street of the city. 

Thursday, 11 June 2009 
14:00–16:30 
Friday, 12 June 2009 
14:00–16:30 
Price: EUR 45

Full-Day Excursions
Castle Tour of North Zealand
As the tour leaves Copenhagen, you
head north for almost an hour follow-
ing the coastline of Sweden. Then the
coach drives through magnificent
Danish countryside and along the
coastline to the town of Helsingor
and Kronborg Castle. It is quite easy
to understand why William Shake-
speare chose this picturesque area,
which he called Elsinore, as the setting
for “Hamlet.” Get in the mood by en-
joying the beautiful surroundings and
feeling the atmosphere as you are tak-
en through the Chapel and the
Knights’ Hall (the longest room in
Northern Europe) and the dark vaults.

Lunch is available en route, but is
not included in the tour price.

After the break, the tour continues
to Fredensborg Palace, the Queen’s
summer residence. The palace is at-

tractively located in the middle of a
lovely park, bordering the idyllic Es-
rom lake.

The next highlight on this tour of
many highlights is Frederiksborg Cas-
tle, built by King Christian IV. This
pearl of history, built in magnificent
Renaissance style, is now a national
historical museum. It contains paint-
ings, tapestries, porcelain, silver and
furniture of great historical value.

This tour is the classic amongst ex-
cursions for those visiting Denmark.
Saturday, 13 June 2009 
09:00–16:00 
Price: EUR 125

Optional Lunch at 
Fredensborg Store Kro
In this magnificent restaurant, you
can enjoy the best of Danish/French
cuisine. But more than a culinary treat
awaits you. 

The decor of the rooms and the at-
mosphere allow guests to feel the his-
tory and traditions that surround the
inn as a result of the many royal par-
ties and celebrations that have taken
place both here and at the castle.
Price: EUR 30

Freetown boasts colorful architecture.
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Beer built this art museum.
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A cruise on the old canals is part
of the Christianshavn tour. 
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Fredensborg Palace is the summer
residence of HM The Queen.
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Experience the Speed 
& Power of IV Remicade 
In patients receiving Remicade + MTX, 
the mean CRP had normalised (<10 mg/l) 
by 2 weeks after a single dose1

REMICADE 100MG POWDER FOR CONCENTRATE FOR SOLUTION 
FOR INFUSION
(infliximab) ABBREVIATED PRESCRIBING INFORMATION
[Refer to full SmPC text before prescribing Remicade (infliximab)]
Uses: Remicade (infliximab) is a chimeric human-murine IgG1 monoclonal antibody produced 
by recombinant DNA technology. Each vial contains 100mg of infliximab. Upon reconstitution 

symptoms as well as the improvement in physical function in patients with active rheumatoid 
arthritis in combination with methotrexate, when the response to disease-modifying anti-
rheumatic drugs (DMARDs), including methotrexate, has been inadequate; and in patients 
with severe, active and progressive disease not previously treated with methotrexate and 
other DMARDs. In these patient populations, a reduction in the rate of the progression of joint 

Crohn’s disease in patients who have not responded to or are intolerant of a full and adequate 
course of therapy with a corticosteroid and/or an immunosuppressant; and fistulising active 
Crohn’s disease in patients who have not responded despite a full and adequate course of 
therapy with conventional treatment (including antibiotics, drainage and immunosuppressive 

who have not responded to conventional therapy including a corticosteroid, an 
immunomodulator and primary nutrition therapy; or who are intolerant to or have 

colitis in patients who have had an inadequate response to conventional therapy including 

progressive psoriatic arthritis, in adults when the response to previous DMARD drug therapy 
has been inadequate. Administration should be in combination with methotrexate or alone in 
patients who show intolerance to methotrexate or for whom methotrexate is contraindicated. 
A reduction in the rate of progression of peripheral joint damage in patients with polyarticular 

moderate to severe plaque psoriasis in adults who failed to respond to, or who have a 
contraindication to, or are intolerant to other systemic therapy including cyclosporine, 
methotrexate or PUVA. Dosage: Remicade should only be administered to adults (age 18 
upward), initiated and supervised by qualified physicians experienced in the diagnosis and 

psoriatic arthritis or psoriasis. The recommended infusion time is described under each 
indication. All patients administered Remicade are to be observed for at least 1 to 2 hours 
post infusion for acute infusion-related reactions by qualified healthcare professionals trained 
to detect any infusion related issues. Patients may be pretreated with appropriate therapy to 

≥ 18 

Crohn’s disease. Due to insufficient data on safety and efficacy, Remicade is not recommended 
for use in any other paediatric indication children ≤
established in this age group. Rheumatoid arthritis: Not previously treated with Remicade: 3 

Carefully selected patients tolerating 3 initial 2-hour infusions may be considered for 

on successful dose. Severe, active Crohn’s disease

infusion. If a patient does not response after 2 doses, no additional treatment should be 
given. Available data do not support further infliximab treatment in patients not responding 

Fistulising active Crohn’s 
disease

additional treatment should be given. Responding patients may receive additional infusions 

Ulcerative colitis

doses). Continued therapy should be carefully reconsidered in patients who show no evidence 
of therapeutic benefit within this time period. Ankylosing spondylitis

Psoriatic 
arthritis

Psoriasis

with infliximab should be given. Readministration

been uncommon and have occurred after Remicade-free intervals of less than 1 year. The 

has not been established. This applies to both Crohn’s disease patients and rheumatoid 

and a higher incidence of mild to moderate infusion reactions when compared to the initial 
induction regimen. Paediatric population

require a shorter dosing interval to maintain clinical benefit, while for others a longer dosing 
interval may be sufficient. Available data do not support further infliximab treatment in 

Contra-
indications: Patients with tuberculosis or other severe infection such as sepsis, abscesses 
and opportunistic infections; patients with a history of hypersensitivity to infliximab, other 
murine proteins or any of the excipients; patients with moderate or severe heart failure 
(NYHA class III/IV). Precautions and Warnings: Acute infusion reactions including 
anaphylactic reactions may develop during (within seconds) or within a few hours following 
infusion. If acute infusion reactions occur, the infusion must be interrupted immediately. 
Emergency equipment, such as adrenaline, antihistamines, corticosteroids and an artificial 
airway must be available. Patients may be pre-treated with e.g., an antihistamine, 
hydrocortisone and/or paracetamol to prevent mild and transient effects. Antibodies to 
infliximab may develop and have been associated with increased frequency of infusion 
reactions. A low proportion of the infusion reactions was serious allergic reactions. 
Symptomatic treatment should be given and further Remicade infusions must not be 
administered. In clinical studies, delayed hypersensitivity reactions have been reported. 

Remicade-free intervals. If patients are re treated after a prolonged period, they should be 
closely monitored for signs and symptoms of delayed hypersensitivity. Patients must be 

treatment with Remicade. Exercise caution with use of Remicade in patients with chronic 
infection or a history of recurrent infection, including use of concomitant immunosuppressive 

shows that host defence against infection is compromised in some patients treated with 
infliximab. Suppression of TNFα
bacterial infections including sepsis and pneumonia, invasive fungal infections and other 
opportunistic infections, have been observed, some of which have been fatal. Infections were 
reported more frequently in paediatric populations than in adult populations. For patients 
travelling or residing in regions where invasive fungal infections are endemic, the benefit and 

tuberculosis in patients receiving Remicade. It should be noted that in the majority of these 
reports tuberculosis was extrapulmonary, presenting as either local or disseminated disease. 
Patients should be evaluated for active or latent tuberculosis before Remicade treatment. All 
such tests should be recorded on the Patient Alert Cards provided with the product. If active 
tuberculosis is diagnosed, patients must not be treated with Remicade. If latent tuberculosis 
is diagnosed, treatment with anti-tuberculosis therapy must be initiated before initiation of 
Remicade. Anti-tuberculosis therapy should be considered in patients who have several or 

patients with a past history of latent or active tuberculosis in whom an adequate course of 

medical advice if symptoms of tuberculosis appear. Patients with fistulising Crohn’s disease 
and acute suppurative fistulas must not initiate Remicade therapy until possible source of 
infection is excluded. Reactivation of hepatitis B occurred in patients receiving Remicade who 
are chronic carriers. Some cases have had fatal outcome. Such carriers should be appropriately 
evaluated and monitored prior to the initiation of and during treatment with Remicade. In 

with features of autoimmune hepatitis have been observed. Isolated cases of liver failure 
resulting in liver transplantation or death have occurred. Patients with signs and symptoms of 
liver dysfunction should be evaluated for evidence of liver injury. If jaundice and/or ALT 
elevations ≥ 5 times the upper limit of normal develop(s), Remicade should be discontinued.
Concurrent administration of etanercept (TNFα

recommended that live vaccines not be given concurrently. Anti-TNF therapy may result in the 
initiation of an autoimmune process. If a patient develops symptoms suggestive of a lupus-

double-stranded DNA, treatment must be discontinued. Infliximab and other agents that 
inhibit TNFα have been associated in rare cases with optic neuritis, seizure and new onset of 
exacerbation of clinical symptoms and/or radiographic evidence of peripheral and central 
nervous system demyelinating disorders, including Guillain-Barrés syndrome and multiple 
sclerosis. In patients with pre-existing or recent onset of demyelinating disorders, the benefits 

therapy. Caution is advised when considering Remicade treatment in patients with history of 
malignancy or when considering continuing treatment in patients who develop a malignancy, 

reported which is usually fatal. All Remicade cases have occurred in patients with Crohn’s 
disease or ulcerative colitis treated concomitantly with, or immediately prior to Remicade 

psoriasis and a medical history of extensive immunosuppressants therapy or prolonged PUVA 

dysplasia or colon carcinoma should be screened for dysplasia before therapy and at regular 
intervals throughout their disease course. Evaluation should include colonoscopy and 

individual patients must be carefully reviewed and consideration should be given to 
discontinuation of therapy. Remicade should be used with caution in patients with mild heart 
failure (NYHA class I/II) and discontinued in face of worsening symptoms of heart failure. Very 

elderly patients and patients with liver or renal disease has not been studied. Patients 
requiring surgery whilst on Remicade therapy should be closely monitored for infections. 
Crohn’s disease treatment failure may indicate presence of a fixed fibrotic stricture that may 
require surgical treatment. It is recommended that paediatric Crohn’s disease patients, if 
possible, be brought up to date with all vaccinations in agreement with current vaccination 
guidelines prior to initiating Remicade therapy. Due to insufficient data on safety and efficacy, 
Remicade is not recommended for use in children ≤

Pregnancy and Lactation: Administration of Remicade is not recommended during 
pregnancy or breast-feeding. Women of childbearing potential should use adequate 

Interactions: In rheumatoid arthritis, psoriatic arthritis and Crohn’s disease patients 
concomitant use of methotrexate and other immunomodulators may reduce the formation of 
antibodies to infliximab and increase the plasma concentrations of infliximab. Results are 
uncertain due to limitations in the methods used for serum analyses of infliximab and 

between infliximab and other active substances. It is recommended that live vaccines not be 
given concurrently with Remicade. Side-effects: In clinical studies with infliximab, commonly 

lower respiratory tract infection, sinusitis, dyspnoea, abdominal pain, diarrhoea, nausea, 

related reaction, chest pain, fatigue and fever were reported. Infusion related effects occurred 
in approximately 20% of patients and were the main cause of discontinuations. In post-

Other less common and rarely reported side effects are listed in the SPC. Overdose: No case 

toxic effects. Package Quantities: Type I vials, with rubber stoppers and aluminium crimps 
protected by plastic caps, containing a lyophilised powder (infliximab 100mg). NHS Price: 

Basic GMS Price: € Legal Category: Prescription Only Medicine. Marketing 
Authorisation Number

 
Please refer to the full SPC text before prescribing this product. 
Adverse events should be reported. Reporting forms and 
information can be found at www.yellowcard.gov.uk (UK) 
and www.imb.ie (Ireland). Adverse events with this product 
should also be reported to Schering-Plough Drug Safety 
Department on +44 (0)1707 363773

Date of Revision: March 2009

Reference
  1. Quinn MA et al. Arthritis Rheum 2005;52:27-35.
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Changing Practice, Changing Lives:
Advancing Care in RA
Thursday 11 June 2009, 08:15 – 09:45

Hall A1, Bella Center, Copenhagen, Denmark

EULAR2009 SATELLITE SYMPOSIUM

Chairman:
Professor Ferdinand Breedveld

An educational symposium sponsored by Wyeth EU-ENB-60-0509
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13:00–14:30 UCB Pharma SA,
Auditorium 1

BIOLOGICS and BEYOND: Under-
standing and Meeting the Needs of Peo-
ple With Rheumatoid Arthritis

Chair: E. Keystone, Canada

Introduction
Part 1: Optimising Symptom Management
of People with RA
BIOLOGICS: Rapid Control of Symptoms in
Rheumatoid Arthritis

E. Keystone, Canada
And BEYOND: Pain in Rheumatoid Arthritis 

P. Bertin, France
Part 2: Optimising the Productivity of Peo-
ple With RA: A New Goal of Therapy
BIOLOGICS: Productivity in Rheumatoid
Arthritis

A. Kavanaugh, USA
And BEYOND: Universal Design in
Rheumatoid Arthritis 

M. Østergaard, Denmark
L. Storgaard, Denmark

Panel Discussion

13:00–14:30 Abbott, Room C3
Treating RA to Target: New Recommen-
dations to Achieve Optimal Patient Out-
comes in Daily Practice

Chair: J. Smolen, Austria
Why Do We Need a Target for RA Man-
agement? 

J. Smolen, Austria
What Should the Target Be and Why?

P. Emery, UK
What Do the T2T Recommendations Mean
for Daily Clinical Practice?

M. Dougados, France

Looking to Other Therapeutic Areas: How
We Should Measure the Effectiveness of
T2T in Practice

D. van der Heijde, Netherlands

13:00–14:30 Pfizer, Room C4
JIA and Growth: A New Treatment Par-
adigm

Chair: D. van der Heijde, 
Netherlands

13:00–13:05
Welcome and Introduction 

T. Southwood, UK

13:05–13:20
Growth in JIA: Measurement and Referral 

P. Czernichow, France

13:20–13:40
New Treatment for JIA and Effects on Growth

T. Southwood, UK

13:40–13:55
Preventing Growth Failure in JIA

D. Simon, France

13:55–14:15
Final Height in Patients Treated With GH 

S. Bechtold, Germany

14:15–14:20
Monitoring of GH Therapy 

P. Czernichow, France

14:20–14:30 Conclusions
P. Czernichow, France

T. Southwood, UK

13:00–14:30 Bioiberica, Auditorium 2
Targeting Synovitis for the Treatment of
Osteoarthritis

Chair: M. Hochberg, USA 
& Y. Henrotin, Belgium

13:00–13:05
Welcome and Introduction 

Y. Henrotin, Belgium

13:05–13:15
Synovitis and Its Relationship to Structural
Pathology

S. Abramson, USA

13:15–13:25
IL-1, IL-6, and IL-8 in Synovial Fluid of Pa-
tients With Osteoarthritis and Synovitis 

J. Monfort, Spain

13:25–13:35
Pathogenesis of the Chronic Inflammation of
the Synovial Membrane

P. Du Souich, Canada

13:35–13:45
Assessment of Synovitis Severity and Its Re-
lation to Symptoms and Cartilage Volume
Loss in Knee Osteoarthritis Using MRI:
Usefulness in Clinical Trials

J.P. Pelletier, Canada

13:45–14:00
Efficacy of Chondroitin Sulfate on Synovitis
in Patients With Osteoarthritis: An Ultra-
sound Study 

I. Möller, Spain

14:00–14:10
Structure Disease Modifying Effects of Chon-
droitin Sulfate in Osteoarthritis: Updated
Meta-Analysis

M. Hochberg, USA

14:10–14:25
Question and Answer Session

14:25–14:30 Conclusions
M. Hochberg, USA

Y. Henrotin, Belgium

13:00–14:30 AstraZeneca, Room C2
Efficacy and Safety of NSAIDs: Where Are 

We Now? A Multidisciplinary Assessment 
Chair: P. Conaghan, UK

13:00–13:15
How Do We Use NSAIDS in the New Mil-
lenium? 

P. Conaghan, UK

13:15–13:45
Gastrointestinal Safety of nsNSAIDs and
COX-2–Selective Agents

J. Goldstein, USA

13:45–14:23
Cardiovascular Safety of nsNSAIDs and
COX-2–Selective Agents: Lessons From
Randomised Controlled Trials

C. Baigent, UK

14:23–14:30
Concluding Comments 

P. Conaghan, UK

13:00–14:30 GE Healthcare, Room B6
It’s in Your Bones: Early Bone Health
Through Innovative Disease Management

Chair: M. Østergaard, Denmark

13:00–13:10
Chair’s Introduction 

M. Østergaard, Denmark

13:10–13:35
How Does Early Imaging Aid Patient Man-
agement in Rheumatoid Arthritis?

P. Taylor, UK

13:35–14:00
Effective Use of Imaging in Diagnosing and
Monitoring Osteoarthritis

D. Loeuille, France

14:00–14:25
Case Finding for Osteoporosis and Fracture
Risk: The Role of FRAX and VFA

P. Geusens, Belgium

14:25–14:30 Conclusions

Satellite Programme 
Wednesday, 10 June 2009
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Baseline concentrations of cartilage
oligomatrix protein, bone alka-
line phosphatase, N-telopeptide,

and MRI scores may be biomarkers that
could play a role in prediction of radi-
ographic progression in patients with
ankylosing spondylitis, judging from re-
search findings to be presented today.

The findings from a study of 279 pa-
tients with ankylosing spondylitis (AS)
suggest that inflammation and new
bone formation are not completely un-
coupled in this type of inflammatory
arthritis, lead investigator Dr. Xenofon
Baraliakos of the department of rheu-

matology at Rurh University Bochum
(Germany) said in an interview with
EULAR Congress News.

In recent years, clinicians have used
tumour necrosis factor–alpha blockers
to treat patients with ankylosing
spondylitis. TNF-alpha blockers have
been shown to effectively and signifi-
cantly improve the clinical signs and
symptoms of the disease. However, al-
though the clinical and MRI improve-
ment can be achieved quickly after ini-
tiation of TNF-blocker treatment,
“radiographic progression and espe-
cially new bone formation could not be

stopped, or at least significantly decel-
erated, in the same patients after a 2-
year period,” Dr. Baraliakos said. 

“This implies that the link between
spinal inflammation and new bone for-
mation in ankylosing spondylitis is still
not entirely clear. This study is trying
to give insight [into] this topic by
analysing the relationship between bio-
markers for inflammation and bone
growth and conventional radiographs
from the same ankylosing spondylitis
patients in a follow-up of 2 years,” Dr.
Baraliakos explained.

The study, scheduled to be present-

Inflammation, New Bone May Be Linked in AS
ed during a basic and translational sci-
ence session today at 17:00–18:30,
evaluated data collected from 279 pa-
tients enrolled in the treatment and
placebo arms of the ASSERT (Anky-
losing Spondylitis Study for the Eval-
uation of Recombinant Infliximab
Therapy) trial. 

Enzyme-linked immunosorbent as-
say was used to measure a number of
biomarkers, including interleukin-6,

vascular en-
d o t h e l i a l
growth factor,
osteocalcin,
bone alkaline
phosphatase,
N- t e l opep -
tide, osteopro-
tegerin, and
c a r t i l a g e
oligomatrix
protein. 

Disease ac-
tivity function

and metrology scores, laboratory para-
metres, and radiograph scores were
available at baseline and after 2 years.

“Although the new data on the rela-
tionship between inflammation seen
on MRI and new bone formation seen
on plain radiographs seem to indicate
that these two features are at least not
completely uncoupled, the analyses be-
tween biomarkers for bone inflamma-
tion or bone growth and development
of new syndesmophytes as depicted by
conventional radiographs in patients
with AS is still under investigation,”
Dr. Baraliakos said.

He acknowledged that a chief limi-
tation of the study’s design is its 2-year
follow-up. 

“Although this follow-up period is
considered appropriate for detection of
radiographic progression in patients
with ankylosing spondylitis, longer-
term follow-ups might give a better in-
sight into the relationship between in-
flammation and new bone formation in
ankylosing spondylitis,” according to
Dr. Baraliakos

Four of the study investigators are
employed by Centocor Inc., which man-
ufactures infliximab under the brand
name Remicade. 

Dr. Baraliakos had no conflicts to
disclose. ■

Basic and
Translational

Science

From Inflammation to
Bone Formation in
Spondyloarthritis

Wednesday, 17:00–18:30
Room C1

DR. XENOFON
BARALIAKOS
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Charting the course: 
A pioneering vision for RA treatment 
Satellite symposium 
EULAR 2009, Room A2, Bella Centre, Copenhagen

Thursday 11th June 2009, 08:15–09:45

Symposium Chair:   Edward Keystone
Professor of Medicine, University of Toronto, Toronto, Canada

08:15–08:20   Welcome and introduction
Edward Keystone

08:20–08:35   Resetting the biologic compass for optimal RA management
Andrea Rubbert-Roth, Rheumatology Specialist and Senior Physician, 
University of Cologne, Cologne, Germany 

08:35–08:50   Defining a safe passage in the treatment of RA
Ronald van Vollenhoven, Associate Professor of Rheumatology, 
Karolinska Institute, Stockholm, Sweden

08:50–09:00   Reflecting on real-world practice: The MIRAR registry experience
Juan Gómez-Reino, Professor of Medicine, 
University of Santiago de Compostela, Santiago, Spain

09:00–09:15   Realising the vision: An IMAGE of the future of RA management
Paul-Peter Tak, Professor of Medicine, 
Academic Medical Centre/University of Amsterdam, Amsterdam, The Netherlands

09:15–09:30   Personalised medicine: Navigating past current treatment boundaries
John Isaacs, Professor of Clinical Rheumatology, 
University of Newcastle upon Tyne, Newcastle, UK

09:30–09:40  Panel discussion and close
Chaired and facilitated by Edward Keystone

Refreshments will be served prior to the symposium
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Acollaborative program called
QUEST-RA (Quantitative Stan-
dard Monitoring of Patients With

Rheumatoid Arthritis) began in 2005
with the goals of providing the experi-
ence of clinical monitoring of rheumat-
ic diseases to colleagues in many coun-
tries, and establishing a cross-sectional
international multicentre database of
rheumatoid arthritis. 

Colleagues were invited to enrol 100
consecutive patients from their clinics,
and—so that the database would reflect
the real world of the participating clin-
ics’ usual practice—all patients with
RA were eligible and there were no ex-

clusion criteria. Patients completed a
four-page self-report questionnaire con-
cerning their symptoms, functioning in
daily activities, and lifestyle choices.
The clinical evaluation of patient status
and review of disease/medication histo-
ry was done by a clinician. Between Jan-
uary 2005 and December 2008, 7,568
patients from 83 clinics in 30 countries
were enrolled in the database. 

This year’s EULAR Congress pro-
gramme offers novel observations by
Dr. Tuulikki Sokka and more than 100
of her study collaborators in QUEST-
RA. 

Data concerning work status and dis-

ability were based on a patient self-re-
port questionnaire that included ques-
tions about work status at the time of
first RA symptoms as well as current
work status. Patients were asked, “Are
you work disabled because of RA?” and
“If so, since when?” Their answers in-
dicated that work disability rates remain
high among patients with RA. Even
among patients who were diagnosed in
the era of tumour necrosis factor block-
ers, every third patient reported being
unable to continue regular work. The
situation was worst in countries with a
low gross domestic product, where peo-
ple remain working despite high levels

QUEST-RA Has Expanded to 30 Countries
of disability and disease activity.

The medical literature concerning
quantitative measures of RA is often
based on data from randomised clinical
trials with strict inclusion and exclusion
criteria, which exclude most patients in
many clinical settings. Furthermore,
quantitative rheumatology measures
from many countries have not been re-
ported at all. Therefore, most of report-
ed data concerning RA are based on a

small, selected
minority of all
patients, pri-
marily in
Western Eu-
rope and
North Ameri-
ca. QUEST-
RA includes
patients out-
side the main-
stream. It en-
ables studies of

patients with RA in different countries,
particularly in disadvantaged geograph-
ic and economic areas. These data are im-
portant to better understand the unmet
needs of these people. Dr. Humeira Bad-
sha presents a profile of RA patients who
were enrolled in QUEST-RA in eight
clinics in Morocco and Egypt.

A discordance between physicians’
and patients’ global assessments of dis-
ease activity has rarely been the focus of
rheumatology research, although the
values of these assessments are often
available in RA research studies. Dr.
Nasim Khan’s analyses of the QUEST-
RA data show that physicians report
lower levels of global disease activity
than their patients do. Discordant as-
sessment of health by patients and
physicians can negatively affect the pa-
tient-physician relationship, treatment
compliance, outcome of disease, and
consequent cost to society.

Concomitant fibromyalgia was re-
ported in 3.6% of all female patients in
QUEST-RA. Dr. Heidi Makinen’s analy-
ses showed that almost all clinical meas-
ures of disease activity show higher
scores in RA patients who have con-
comitant fibromyalgia. ■

Selected Posters
Poster 859, Thursday
Profile of Patients With RA in Rarely
Reported Locations: North Africa

Poster 1509, Saturday
Every Third Patient With New RA Be-
comes Work Disabled in the 2000s: Peo-
ple in Poor Countries Remain Working
With High Levels of Disability and Dis-
ease Activity

Poster 1541, Saturday
Determinants of Discordance in Patients’
and Physicians’ Assessment of RA Dis-
ease Activity 

Poster 1924, Saturday
Can DAS28 Be Used to Measure Disease
Activity in Patients With RA and Con-
comitant Fibromyalgia?

DR. TUULIKKI SOKKA
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MabThera, in combination with methotrexate, is indicated for the treatment
of adult patients with severe active rheumatoid arthritis who have not had an 
adequate response, or are intolerant, to other disease-modifying anti rheumatic 
drugs, including one or more tumour necrosis factor (TNF) inhibitors.

Navigate your way to our 

booth (C2–4) to learn more

MabThera® (rituximab) product information
Indication*: MabThera, in combination with methotrexate, is indicated for the treatment of adult patients with severe active rheuma-
toid arthritis who have not had an adequate response, or are intolerant, to other disease-modifying anti rheumatic drugs, including one 
or more tumour necrosis factor (TNF) inhibitors. Dosage and administration*: A treatment with MabThera consists of two 1000 mg 
intravenous infusions. The recommended dosage is 1000 mg administered by intravenous infusion followed by another 1000 mg intra-
venous infusion two weeks later. The available clinical data on the safety and efficacy of repeated treatment are limited. In the event of a 
recurrence of the active disease, the treatment may be repeated 6-12 months after the previous course of treatment. The ratio between 
the risks and the therapeutic effect should be carefully considered before repeat treatment with MabThera is administered. Premedi-
cation with 100 mg intravenous methylprednisolone, 1000 mg acetaminophen, and an antihistamine should always be given at least 30 
min before any administration of MabThera, in order to reduce the risk and severity of acute infusion reactions. MabThera is supplied as 
a concentrate for infusion, in a vial. From this, the required quantity of concentrate is withdrawn. A corresponding volume of 0.9% NaCl 
is withdrawn from a 500 ml NaCl infusion bag, after which the required quantity of MabThera is added. Mix the solution by carefully 
turning the bag. Avoid creating a froth. The prepared solution for infusion must not be given as a rapid intravenous injection or bolus. 
First infusion: The starting infusion rate is 50 mg/h. After the first 30 min the rate may be increased by 50 mg/h every 30 min up to a 
maximum of 400 mg/h. If major side effects occur during the infusion, the rate of infusion should be reduced or the infusion temporarily
halted. If the patient’s symptoms improve, the infusion may be resumed at half the rate. Mild to moderate infusion-related reactions 
usually respond to a reduction of the infusion rate. If the symptoms improve, the rate of infusion can be increased. Subsequent
infusions: Can be given at an initial rate of 100 mg/h and increased by 100 mg/h every 30 min up to a maximum of 400 mg/h. 
Dose adjustments during the treatment: Reduction of the MabThera dose is not recommended. Contraindications*: MabThera is 
contraindicated in patients with known hypersensitivity to any of the ingredients of the medicine or to murine proteins. Active, severe 
infections, severe heart failure (NYHA class IV), or severe, uncontrolled heart disease. Undesirable effects*: Acute infusion-related 
side effects occur in approximately 15%, primarily during the first infusion. The symptoms are itching, fever, urticaria/rash, cold shivers, 
pyrexia, spasms, sneezing, angioneurotic edema, cough, bronchospasm. Other side effects include hypertension, nausea, rhinitis, irrita-
tion of the throat, hot flushes, hypotension, asthenia, dyspepsia, upper abdominal pain, hypercholesterolemia, arthralgia, paresthesia, and 
migraine. The incidence of infusion-related side effects is considerably lower in subsequent infusions. The incidence of reported infec-
tions is 0.9 per patient year. Infections are usually located in the upper respiratory tract or the urinary tract. Please see the full summary 
of product characteristics for details of the reported side effects. Precautions*: MabThera is associated with infusion reactions, which 
may be related to the release of cytokines and/or other chemical mediators. Premedication with intravenous glucocorticoids significantly 
reduces the incidence and severity of these events. Most events are mild to moderate in severity. The percentage of patients affected drops 

in subsequent infusions. Anaphylactic and other hypersensitivity reactions have been reported, and epinephrine, antihistamines, and 
glucocorticoids should be available for immediate use in the event of an allergic reaction. Patients must be carefully monitored during 
administration of MabThera. Since hypotension can occur during infusion of MabThera, withdrawal of antihypertensives 12 h prior 
to infusion of MabThera should be considered. Use of MabThera alongside DMARDs other than methotrexate is not recommended. 
Vaccinations should be completed at least 4 weeks before MabThera is administered for the first time. Reactivation of hepatitis B has been 
reported in very rare instances in patients with non-Hodgkin‘s lymphoma. Caution should be exercised when considering administering 
MabThera to patients with a history of recurrent or chronic infection or with underlying diseases that can predispose patients to severe 
infections. Use of MabThera alongside antirheumatic treatments other than methotrexate is not recommended. Cases of Progressive 
Multifocal Leukoencephalopathy with fatal outcome have been reported following use of MabThera for the treatment of autoimmune 
diseases. This includes RA and off-label autoimmune diseases, including SLE and vasculitis. Pregnancy or breastfeeding*: Should 
not be used in pregnant women unless there is a compelling indication. MabThera should not be used in breastfeeding women, and 
women should not breastfeed in the 12 months after the end of the treatment. Women of child-bearing age should use reliable methods 
of contraception during the treatment and for 12 months after the end of the treatment. Interactions*: The data available at present 
are limited. Patients with human antimouse antibody or human antichimeric antibody (HAMA/HACA) titres may experience allergic or 
hypersensitivity reactions when treated with other diagnostic or therapeutic monoclonal antibodies. Storage, packs, and prices: 
MabThera is supplied as an infusion concentrate for dilution. The infusion concentrate comes in a vial of 500 mg MabThera in a 
50 ml (10 mg/ml) pack containing 1 vial. Store the vial at 2–8°C, protected from sunlight. Prepared solutions for infusion should be 
used immediately, but are physically and chemically stable for 24 h at 28ºC and the subsequent 12 h at room temperature. Supply: Can 
only be supplied to hospitals packs and prices as at 4 May 2009: The hospital pharmacy purchases at the negotiated discount price. 

Product Item No. Pack Consumer price (ESP)

MabThera 500 mg (10 mg/ml) 494286 1 vial 14,684.00 DKK

MabThera 100 mg (10 mg/ml) 494237 2 vials   5,884.65 DKK

* These sections have been shortened relative to the summary of product characteristics. The summary of product characteristics 
may be obtained free of charge from Roche.
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