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EORTC QoL Group Meeting, Oslo, April 2016

Please wake up!
Jaap C. Reijneveld – Newsletter Editor
Neurologist, Brain Tumor Center Amsterdam and Department of Neurology, VU University Medical Center, The Netherlands
Dear readers,
The aim of our annual Newsletter is to provide Late in 2015 another wake-up call emerged as
an overview of the activities of the Quality of a discussion in several journals and meetings
Life Group of the EORTC, and to function as a made the QLG (again) realize that this leading
“who’s-who” for the Group members, members position in research into health-related quality
of other EORTC groups and taskforces, and for of life and other patient-reported outcomes
the outside world. For that reason, we are happy requires continuous maintenance. The outside
that we are ableBACK
to launch this issue right CHAD
before world
is increasingly competitive
and we need
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M. GUNDY
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CHAD M. GUNDY
the
2017
EGAM
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to
continuously
adapt
our
strategy
keep up QoL
Neil Aaronson
Neil Aaronson
AT 30 YEARS
THEtoEORTC
with it. As dynamic a Group as we are, we again
remembers
a valued
remembers a valued
OF
PROGRESS
GROUP MEETING
I think this Newsletter demonstrates that the took up the challenge and during that process
and
colleague and friend
from
Innsbruck,
Qualitymethodological
of Life Group (QLG) still is one colleague
of the realized
ourfriend
strengths and particularly
that weAustria,
developments
to of life (QoL) research should show them (I am trying toSeptember
time keeping up the spirit within our Executive
leading groups in quality
avoid the rather2011
in cancer patients,
also that nothing in life worn-out term of “unique selling points” here...). Committee and within the Group as a whole. I
making
a real but
impact
comes for granted. In 2014 the review by the This has, for instance, resulted in the Item Library, think many people do not realize that being Chair
on oncology practice
Scientific Advisory Committee (SAC) served as demonstrating our added value in tailor-made of this Group is only a little less than a full-time job
a wake-up call that the group had to further QoL monitoring.
(and she already has one of those), which is really
define its position towards the rest of the EORTC.
different from, let’s say, 15 years ago. I know Fabio
Nobody (at least, not normal people), likes So, never a dull moment in our Group, and you can is fully aware of that, and I wish him all the best !
wake-up calls very much but they are necessary read about all this in the next 28 pages. I think that
every now and then, and the Group took up the this is also the right place to thank our Chair for For now, I want to thank Cheryl Whittaker for
challenge through stimulating collaboration with the past three years, Lonneke van de Poll-Franse, her excellent support in editing this Newsletter,
the EORTC disease-oriented groups (DOGs) and and to welcome our Chair Elect, Fabio Efficace. which I hope you’ll enjoy reading.
platforms, resulting in a considerable number Lonneke has done an incredible job guiding
of QLG-funded collaborative projects and our group through rough seas, including the Best,
strengthened transversal bonds since then.
wake-up calls mentioned above, and at the same Jaap Reijneveld
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Quality of Life Group Executive Committee
Chair
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Andrew Bottomley, Brussels, Belgique
e-mail: andrew.bottomley@eortc.be
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Co-Chair of Project & Module Development Committee

Deborah Fitzsimmons, Swansea, UK
e-mail: d.fitzsimmons@swansea.ac.uk

Fabio Efficace, Chair Elect, EORTC Quality of Life Group, and Head of Health Outcomes
Research Unit, Italian Group for Adult Hematologic Diseases (GIMEMA), Rome, Italy

“It will be my honour and a privilege to serve

as Chair of such an outstanding research
group for the coming years”

I

would first like to thank our members
for electing me as the next Chair of the
EORTC Quality of Life Group. We are a
leading research group worldwide that has
made remarkable contributions to raise the
patient voice in cancer clinical research, and
we should be proud of all the achievements
we have accomplished over the years of
dedicated work. Therefore, it will be my
honour and a privilege to serve as Chair of
such an outstanding research group for the
coming years.
I also would like to thank the current Chair,
Lonneke van de Poll-Franse, for the hard work
done during the previous years. I am grateful
for such a solid foundation to build on and I am
happy to continue to rely on her service and
support within our Executive Committee.

It is my intention, in close collaboration with
my excellent colleagues within the Executive
Committee, to continue to build closer
cooperation with the EORTC disease-oriented
groups (DOGs). I am confident this will enhance
our portfolio of clinical studies, which will
eventually better inform clinical decisionmaking and make an impact on real-world
practice. Going forward, we will make efforts
to reach out to other cancer organizations to
enrich our activities and to invest in educational
initiatives that can continue to attract and
educate young scientists.

I firmly believe there is only one way we can
achieve these lofty goals, and that is by working
together in a positive manner completely
focused on doing what is best for our Group as
a whole. We all have different areas of interest
and expertise, with a remarkable diversity of
viewpoints, skills and abilities. I see this as an
incredible strength for our Group and I have no
doubt at all that we will succeed in facing all the
challenges ahead of us by collaborating closely.
I am looking forward to working with all you over
the coming years!

We will also continue to set aside a reasonable
budget to sustain high-quality research studies,
through a competitive and fully transparent grant
review system. In doing so, we will of course
consider the overall strategic objectives of the
EORTC Headquarters, work closely with their
teams, and adapt our procedures accordingly
if needed.

Translations Representative

Our visibility has grown in the international
arena and the number of projects we have been
leading has substantially increased of late. In
parallel, our membership list has also grown
significantly, with several new members from
various countries and professional backgrounds
enthusiastically joining our Group. We are now
performing cutting-edge research studies
across many different cancer areas, ranging
from purely methodological studies to clinically
focused projects.

Web Representative

“We must be able to adapt to these changes and successfully adopt
strategies that will keep our visibility high in the international arena”

Newsletter Editor & Co-Chair of Project
& Module Development Committee

Jaap C. Reijneveld, Amsterdam, The Netherlands
e-mail: jc.reijneveld@vumc.nl

Treasurer

Bernhard Holzner, Innsbruck, Austria
e-mail: bernhard.holzner@uki.at
Sandra Nolte,
Charité – Universitätsmedizin Berlin, Berlin, Germany
e-mail: Sandra.Nolte@charite.de
Anne-Sophie Darlington, Southampton, UK
e-mail: a.darlington@soton.ac.uk

We do have several challenges ahead of us, as
the whole arena of patient-reported outcomes
measurement in oncology and their application
in clinical practice and clinical trials is rapidly
changing. Therefore, we must be able to
adapt to these changes and successfully adopt
strategies that will keep our visibility high in the
international arena.
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EORTC Quality of Life Group – facts & figures

A new Secretary
– opportunities and challenges

Krzysztof Tomaszewski, Jagiellonian University Medical College, Poland

Krzysztof Tomaszewski, Jagiellonian University Medical College, Poland

A

fter our 2016 membership update we have 251 members
(131 corresponding, 120 active) from all over the world, as
you can see below.

A

total of 133 members of the EORTC QLG were present at
the spring meeting in Oslo (Norway) and 138 at the autumn
meeting in Manchester (UK). The graph below shows the
quickly increasing number of people registering for the EORTC
Quality of Life Group meetings.

“This is a great privilege but also a huge
challenge – one I will gladly accept”

F

irst of all I would like to once again thank
you very much for putting your trust in
me and electing me for the position of
Quality of Life Group Secretary. Personally, this
is a great privilege but also a huge challenge –
one I will gladly accept! Looking at the quickly
rising numbers of members and non-members
registering for our meetings, as well as the
growing number of new members joining our
Group, I see both opportunities and challenges:
opportunities to further widen our network
of international collaboration to strengthen
both the Group and the work we do, and
challenges, as fostering collaboration within
such a large group always presents difficulties;
however, none that cannot be overcome with
good organization.

ARGENTINA
AUSTRALIA
AUSTRIA
BELGIUM
BRAZIL
CANADA
CHINA
CROATIA
CYPRUS
DENMARK
EGYPT
FRANCE
GERMANY
GREECE
HONG KONG
HUNGARY
INDIA
ISRAEL
ITALY

To maintain active membership you have to continue with
research activities and attend two meetings every two years.
If you are not able to attend meetings regularly, you can
become a corresponding member.

I want to do as much as possible to serve and
support the QLG and its members. I plan to be a
proactive Secretary and a good supporter of the
members – to help represent your position to
the QLG executive and to the EORTC. I promise
to devote my time and energy to serve you to the
best of my abilities. I am also heavily dedicated
to promoting, in Poland, the concept of healthrelated quality of life and I would like to foster
cooperation between our Group and centres
in Poland and beyond, such as countries like
Lithuania and Ukraine.

For more information on how to become a member of the
EORTC Quality of Life Group please visit:
http://groups.eortc.be/qol/membership

I was born and bred in Krakow, Poland. I trained in
the Faculty of Medicine at Jagiellonian University
Medical College, where I am currently working as

HOW CAN I BECOME A FULL ACTIVE MEMBER ?

JAPAN
JORDAN
LITHUANIA
NETHERLANDS
NORWAY
POLAND
PORTUGAL
SPAIN
SWEDEN
SWITZERLAND
TAIWAN
TUNISIA
TURKEY
UK
USA
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To become a full active member of the EORTC Quality of
Life Group, you must attend two meetings (within two
years) and be actively involved in research in the Group.
On the third meeting you become an active member.

an academic, in addition to working as a Clinical
Assistant in the Department of Orthopedics
(5th Military Clinical Hospital in Krakow). I am
mostly engaged in caring for patients with
musculoskeletal tumours and skeletal metastasis,
as well as the elderly. I have undertaken several
fellowships, at the University of San Diego (USA),
the University of Dublin Trinity College (Ireland)
and the University of Cambridge/University of
Oxford (UK). I am interested in quality of life from
both a methodological and clinical perspective.

our Group. It has been an exciting experience
that offers lots of opportunities to collaborate
on an international basis. I have learned a lot
collaborating with you all and really enjoy
working with the international membership
of the QLG. Indeed, in autumn 2015, after
attending several wonderful QLG meetings,
we wanted to do our bit as well, and I had the
pleasure to co-host, with my wife, Iwona, the
Group meeting in Krakow. It was a pleasure
being your hosts!

“I plan to be a proactive Secretary and a

good supporter of the members – to help
represent your position to the QLG executive
and to the EORTC”

I have been actively undertaking translations
and psychometric validations of EORTC QLG
tools (e.g. BM22, CX24, INFO25, OG25, OPT30,
etc). My motivation to do this is because, on
a personal level, medicine for me is all about
the patients and their quality of life. My first
step was to become a member of the EORTC
QLG in 2011, with my first attendance at the
Group meeting in Regensburg (autumn 2012),
excellently hosted by Michael Koller. I have
not missed a single EORTC QLG meeting since,
becoming fully engaged in the activities of

Finally, for those of you who have not had enough
time to speak to me in person, let me say, I am
happily married to Iwona, also a QLG member,
and a big fan of dogs, yacht sailing, and trekking.
We had our first baby, a girl called Zuzia, in
January 2016, and Zuzia tells me she may also be
a future QLG member !
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In Brief:
In October 2016, Dagmara Kulis acceded to
position of secretary of the ISOQOL Special
Interest Group on Translation. She will serve
for two years.

News from the
EORTC Quality of Life Department

for further developments at ISOQOL 2016 and
received very good feedback. The Item Library is
fully usable as a reference tool for developing new
questionnaires, since it includes all the English
items developed by the QLG as well as their translations. In order to get access, visit the website: www.
eortc.be/itemlibrary or contact Dagmara Kuliś.

Andrew Bottomley, Assistant Director, EORTC, and Head of Quality of Life Department,
Brussels, Belgium on behalf of the QLD

Other projects:
CODAGLIO
In September, the CODAGLIO (Combining Clinical
Trials Datasets in Glioma Patients) project started.
This project aims to combine clinical and HRQoL
data of all available RCTs in glioma patients. The
project is a true collaboration between the members of the QLG, the QLD and the Brain Tumor
Group. We currently have access to the data of
more than 3,000 patients, and the number is
growing. Marijke Coomans, visiting PhD student
from Leiden University Medical Center and VU
University Medical Center in Amsterdam, is currently working in the QLD to build the database,
learn about the trials and gain experience. She is

Some things are (temporarily) changing
In 2017 a lot of changes are occurring as new
temporary staff join the QLD.
Francesca Martinelli, QoL specialist, will
be temporarily replaced (for 6 months) by
Carmen Peuters. Carmen has a master’s
degree in Clinical Psychology and Health
Sciences and she will be working closely with
Madeline Pe. Mélodie Cherton, Executive
Assistant & QoL Web Administrator, will also
be out for 6 months for her maternity leave.
She is being replaced for those 6 months by
Cristina Pilato.
As
Mélodie’s
temporary
replacement,
Cristina will take over the maintenance of
the website and will be working in close
collaboration with the web developer, the
EORTC IT Department and the QLG EC’s Web
Representative, Anne-Sophie Darlington. In
addition, close liaison with the Secretary
of the QLG will be necessary for the online
registration for Group meetings. Moreover,
Mélodie has trained Cristina to correspond
with large academic institutions, for example
hospitals and clinics, as well as academic individuals studying throughout the world, for
the provision of the QLQ-C30 questionnaire
and modules for their academic studies. She
will manage all academic download requests
– for which, in 2016, there were over 4,300
agreements signed.
Mélodie was already preparing and coordinating the various meetings and conferences
of 2017, in liaison with the rest of the Quality
of Life Department but also with the
Communications and Events office at EORTC
HQ, so Cristina will have her work cut out for
her…but, as I always say, never come to the
QLD expecting a quiet time!
6    SPRING 2017

As I predicted in my newsletter article last year,
things are indeed getting busier – and there is
no sign yet of any change in that respect! But
all of the QLD remain at your disposal for any
help you might need so do feel free to reach
out to us.

Beauvois to be the QLG Project Manager and
she will help on all HQ-based projects to help
ease the workload.

On the commercial side
“Business is booming” wouldn’t be an understatement: in 2016 we saw yet another increase
2017 QoL Cancer Conference
on the previous year’s numbers, now reachWe have been preparing the ground for the ing a total of 175 agreements signed. Cheryl
2017 Quality of Life and Cancer Clinical Trials Whittaker has been doing a great job of coorConference, 20–21 April 2017 in the Crowne dinating the commercial agreements, liaising
Plaza Brussels – Le Palace. Chaired by myself with the EORTC HQ Contracts and Accounting
and Marisa Matias (Member of the European Departments, advising and assisting pharmaParliament), this conference is free for all attend- ceutical companies in obtaining and employing
ees and is kindly sponsored by the EORTC QLG our questionnaires, managing the signature of
and the EORTC HQ and other industry partners.
contracts for trials as well as for new translation
projects, and also doing the dirty work like chasThis two-day conference covers a broad range ing unpaid invoices. But it’s all to good effect:
of topics in HRQoL, PROs, Symptom Research 2016 was our record year in terms of income
and Cancer Clinical Trials and policies. Bringing since charging for our tools, and the increased
together 30 senior international PRO leaders, it revenue from questionnaire licenses means
addresses recent developments of tools as well more grant money, and more opportunity for
as other systems for use in clinical trials and further growth of the QLG.
provides a platform for discussing international
development and research guidelines. The From the translation team leader
meeting presents an opportunity to meet the It was another busy year for translations and other
developers of EORTC tools as well as EU MEPs, translation-related projects. In 2016, we finalpolicy-makers and researchers.
ized over 70 new language versions of validated
questionnaires and prepared over 50 translaThe new grant review process
tions needed for Phase III studies. A lot of these
Madeline Pe and Francesca Martinelli/Carmen projects were quite challenging from both the
Peuters are now supporting the QLG to help linguistic and logistical points of view, and the linharmonize the quality assurance policy with guistic difficulties of one of them were presented
that of the EORTC. Additionally they are sup- as a poster at the ISOQOL Annual Meeting 2016.
porting the needs of the PMDC (Project and With a few interesting ongoing projects, we have
Module Development Committee – see p.10 ) now reached a total of 100 different language
and the GRC (Grant Review Committee). To versions of our core questionnaire, expanding our
ensure a smoother and faster process for the linguistic coverage even further.
QLG grants, they will keep track of the grants
as they enter the HQ process, making sure that We are also still busy with the Item Library (prethey go to the right people in a timely man- viously Item Bank – see p.11). Dagmara Kuliś
ner. The EORTC HQ has also assigned Melanie presented the current version and the plans

doing a great job, and the project is going well
thanks to the support of the other QLD members
who are actively helping on the project.

In June 2016, Madeline Pe was awarded
an ISOQOL New Investigator/Student
Scholarship.

MID
The QLD is also working with the QLG on
other research projects, and in December
2015 started a three-year project on Minimal
Important Differences (MID) to look at the clinical significance of QoL tools. The first findings
from the MID project were also presented at
the 2016 ISOQOL Conference in Copenhagen.

At ISOQOL in October 2016, the EORTC and
QLG presented a record 16 abstracts (eight
oral, eight poster).

Data Repository
The Data Repository Project is still ongoing and it is an important part of the QA
procedure, as requested by the Scientific Audit
Committee (SAC). Please don’t hesitate to contact Francesca/Carmen to obtain the standard
Protocol Template and CRF for your Phase IV
studies, and please don’t be shy in providing
a copy of the protocol and of the final dataset
once the study has been published.

If you have some news to share, we want to
hear from you!
Please send an email to Cheryl Whittaker.

IF YOU’RE INTERESTED IN WORKING
WITH THE QLD THERE ARE A NUMBER
OF OPEN POSITIONS – PLEASE TAKE A
LOOK AT WWW.EORTC.ORG/CAREERS
OR CONTACT ANDREW BOTTOMLEY.

LEFT TO RIGHT : Corneel Coens, Sheila Scott Sanderson, Melanie Beauvois, Francesca Martinelli, Irina Ghislain, Mélodie Cherton, Dagmara Kuliś, Carmen Peuters,
Jammbe Musoro, Madeline Pe, Cheryl Whittaker, Andrew Bottomley.
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SISAQOL
Clinical research and clinical care are moving
towards a more patient-centred approach in
which health-related quality of life (HRQoL)
and other patient-reported outcomes (PRO)
play a central role. However, diverse ways of
analysing PRO and HRQoL endpoints make
it difficult to compare results across various cancer clinical trials. To respond to this
need, the Setting International Standards in
Analysing Patient-Reported Outcomes and
Quality of Life Endpoints Data (SISAQOL)
Consortium was assembled by the EORTC,
with the help of a two-year unrestricted
education grant from Boehringer Ingelheim.
The SISAQOL Consortium is led by Andrew
Bottomley, Corneel Coens and Madeline
Pe, and, already one year in, we are pleased
to say is well established and composed of
members from regulatory and advisory bodies (FDA, EMA/MHRA, and IQWIG), cancer
institutes (e.g., NCI, Mayo Clinic), clinicians,
academics, statisticians, patient advocacy
organizations, and the EORTC QLG.

NEWS

A second consensus meeting was held in
The Hilton in Amsterdam in January 2017,
which was well attended by members of the
Consortium. Evidence from various systematic
reviews on the current state of the analysis of
HRQoL and PRO data in cancer clinical trials
was presented by Jean-François Hamel. These
reviews also paved the way for identifying the
statistical issues that need to be standardized.
Although many issues need to be urgently
addressed, it was agreed that the priority this
year would be to broadly match research
objectives with statistical methods within the
area of cancer randomized controlled trials
(lead: EORTC); and to develop recommendations for the appropriate handling of missing
data (lead: Mayo Clinic). Moreover, a key discussion point was to broaden the scope of
SISAQOL and apply for longer-term funding to
further support its work.
For more information about SISAQOL, please
visit: www.eortc.org/sisaqol

The Consortium had its first kick-off meeting
at the EORTC HQ in Brussels in January 2016,
with the goal of identifying whether there is a
need to standardize the way HRQoL and other
patient-reported outcomes are analysed. Views
from various stakeholders (industry, regulators,
clinicians and academics both from the USA
and Europe) were heard. There was a clear
consensus: there is a need to standardize the
analysis of HRQoL and other patient-reported
outcomes in cancer clinical trials.
Since then, the SISAQOL Consortium has published their vision and commitment towards
developing a set of recommendations for
the analysis and interpretation of HRQoL and
other PRO data (see the article in the Lancet
Oncology: https://www.ncbi.nlm.nih.gov/pubmed/27769798) and presented their work at
the 2016 ISOQOL Conference in Copenhagen,
and the 2017 ECCO Conference in Amsterdam.

SISAQOL Consortium Members, Amsterdam, January 2017
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Expanding
the EORTC
Quality of Life
measurement
strategy
Mogens Grønvold, The Research Unit, Department of Palliative Medicine, Bispebjerg Hospital,
Copenhagen, and Department of Public Health, University of Copenhagen, Denmark

B

ack in the 1970s and 1980s the
experience with Quality of Life (QoL)
assessment in cancer clinical trials was
minimal and the few courageous researchers
moving into this field typically created ad
hoc item lists. This lack of standardization
hampered research, and the content validity
(the extent to which the right issues are
covered by the questionnaires used in a study)
was often very poor.

Since the development of the first version of the
EORTC Core Questionnaire and the first module
in the 1980s, the EORTC Quality of Life Group
(QLG) has been extremely active in developing
new disease-specific and domain-specific
modules. This ‘Core + Module’ strategy has been
a huge success with more than 50 modules
currently in various stages of development.
In terms of content validity, the Core + Module
strategy was also a major step forward because
the common and frequent symptoms and
functional problems (physical and psychosocial),
were covered by the QLQ-C30, while the diseasespecific module covered the frequent symptoms
and functional problems related to the diagnosis
and its treatment.
At the same time, it is important to note that
the combination of the QLQ-C30 and a diseasespecific module does not automatically
secure content validity: a new trial may be
comparing new treatments having side effects
that are not addressed in the QLQ-C30 or the
module. This was confirmed in the SymptomBased Questionnaires Project where systematic
reviews of symptoms of targeted therapies
were carried out.1 As the number of new drugs
being tested in oncology is rapidly increasing,
it will never be possible to keep all modules
fully updated.

The same point was recently made by the US As a first step towards communicating
Food and Drug Administration (FDA), which the new strategy we wrote a Letter to
pointed out that “static questionnaires” may miss the Editor of Clinical Cancer Research
important adverse events, while “item libraries” commenting on the article from the FDA. 3
such as PRO-CTCAE offer more flexibility.2
To support and facilitate this new development,
the QLG is now making the Item Library
Should we now give up the static more user-friendly for web-based access.
questionnaires and go back to the situation Dagmara Kuliś (who leads the Quality of Life
where each researcher creates a trial-specific Department Translation Team) is coordinating
item list?
the development of new software, which will
improve search functions and the possibilities of
This was discussed in the plenary session at creating ad hoc items lists in the many different
the Group meeting in Oslo in April 2016. The languages (see p.11).
conclusion was that we should certainly NOT
give up the successful Core + Module Strategy, The use of item lists from the Item Library in
BUT that we should start using our Item Library combination with the QLQ-C30 and possibly a
much more actively as a supplement.
module gives several advantages compared to
other approaches that combine different types
A few days after the Oslo meeting I was able of questionnaires :
to present the first outline of this new strategy
at the 7th Annual Patient-Reported Outcomes
• The items use the same style, time frame and
Workshop of the Patient-Reported Outcome
standard response categories, thus easing the
(PRO) Consortium, a partnership established by
cognitive tasks for the patient and preventing
the Critical Path Institute (C-PATH) in cooperation
misunderstandings due to changes in time
with the FDA, in Washington, DC.
frames and conceptual differences.

to investigate if any items are missing and
should be developed. There are numerous new
research questions concerning the optimal use
of items lists in conjunction with standard EORTC
instruments, and the QLG will actively move into
this new line of research.
We recommend all researchers using the EORTC
instruments to consider the use of supplementary
item lists based on the new Item Library – please
see the website for additional information:
www.eortc.be/itemlibrary.
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Moving forward:
Procedures for proposing
new modules and projects,
and establishing the Project
and Module Development Committee (PMDC)
Deborah Fitzsimmons1, QLG Module Projects Coordinator, Co-Chair, PMDC
Jaap Reijneveld2, QLG Non-Module Projects Coordinator, Co-Chair, PMDC
PMDC email address: pmdc@eortc.be
1 Centre for Health Economics, Swansea University, Swansea, UK
2 Neurologist, Departments of Neurology, VU University Medical Center and Academic Medical Center, Amsterdam, The Netherlands
One of the most widely known areas of work
for the Quality of Life Group (QLG) has been in
the area of developing questionnaire modules
to assess health-related quality of life (QoL) for
use in clinical trials and studies. Currently, the
QLG has a portfolio of 55 modules, 22 of which
have completed the full validation process
(Phases I–IV, see p.27). With the need to reflect
changes in the treatment landscape and other
innovations, a number of modules (such as
lung, breast, and head and neck) are currently
being updated. Other developments such as the
symptom-based and survivorship questionnaires,
alongside embracing methodological and technical advances in the field of Patient-Reported
Outcome (PRO) design and use, are enabling the
QLG module portfolio to be fit for the future.

of a merged committee – the Projects and
Modules Development Committee (PMDC) –
formally launched during the spring 2017 QLG
meeting. The PMDC will oversee all aspects of
new projects undertaken on behalf of the EORTC
QLG. A considerable activity for the EC in recent
months has been the alignment of our procedures in order to ensure that this fits in with the
changing grant review processes. A key requirement is that all projects must have a statement
of support from the QLG EC before being submitted as an application for the QLG grant
round. With immediate effect, anyone with
an idea or proposal for developing a project1
which requests endorsement and/or funding
from the QLG will need to adhere to the following procedures.

There is no doubt that the scientific scrutiny of
projects supported by the QLG should meet
international standards of quality. Other considerations in making decisions about what projects
should be invested in include the project’s fit
within the QLG strategy and portfolio as well
as the broader EORTC strategy such as working
with the disease-oriented groups (DOGs).

At the earliest opportunity, the Principal
Investigator (PI) for a new project is encouraged
to contact the PMDC via the dedicated email
(PMDC@eortc.be) to discuss their ideas. This is
managed by the Quality of Life Department
(QLD) team (Madeline, Carmen and Francesca)
who will respond quickly and ensure that the
PI is put in contact with the relevant co-chair
of the PMDC depending on whether it is a proposal for a module or a non-module project. On
receipt of the idea, the proposer will be invited
to give a 5–10 minute presentation of their proposal at the PMDC parallel session during the
next bi-annual QLG meeting. In addition, the
proposer will be asked to complete a short “New
Project Proposal” form and send it to the PMDC.
The PMDC parallel sessions are open to all QLG
members to attend and the basic idea is that
sharing the proposal within the QLG will facilitate the recruitment of collaborators and further
improve the quality of the proposal. Discussion
will be encouraged and the PMDC will make
notes of the wider views expressed. A summary
of all new proposals will then be presented by

A fundamental driver for change in how we
make decisions about which projects to invest
in as a Group has been the strategic move by
the QLG to fund clinical, methodological and
other research projects as well as the traditional module development projects. There
has been much work over the past 12 months
to develop synergy between the Module
Development Committee (MDC) and the
Clinical project Development Committee
(CDC), including a common set of procedures
in managing their respective project portfolios.
This work has culminated in the Executive
Committee (EC) approving the establishment
10    SPRING 2017

the PMDC chairs at the PMDC meeting during
the Friday plenary session.
The PMDC will make an initial recommendation to the EC on whether the project should be
endorsed or not, and thus be eligible for grant
application or not. The PMDC will, in making its
recommendation, check: 1) whether the PI is an
active member of the QLG; 2) whether the project fits within the EORTC QLG portfolio; and 3)
whether the project is broadly within budget
limits (e.g. within budget available for Phase I–III
module development projects). The intention is
that the PMDC will make these recommendations on the day with the EC making the final
decision within a few weeks following review of
the PMDC recommendation. For projects that are
thus “endorsed”, the PMDC will notify the Chair of
the QLG Grant Review Committee (GRC) with a
copy of any comments made. The project will
then go forward (should a grant application be
made) as “endorsed by the QLG”. Where projects
are not endorsed, clear reasons will be given. The
PI will be able to resubmit their project in the
future but this will be treated as a new submission. We expect to notify PIs of decisions by email
within two working weeks of the QLG meeting.
We recognise that this is a new way of working
for the QLG. We already know from our piloting
of the process that lessons will be learnt along
the way and refinement will undoubtedly be
needed to work through any challenges to
ensure it works for all. Of fundamental importance is that this process enables the creation of
globally leading research through strong international collaboration within the field of cancer
PROs on behalf of the QLG. We look forward to
the work ahead over the next 12 months!
1 “Project” refers to any module development,
methodological and clinical project
that is supported by the EORTC QLG.
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New Translations Representative
of the EORTC QLG Executive Committee
Sandra Nolte, Charité – Universitätsmedizin Berlin, Berlin, Germany

I

t is both a pleasure and an honour to
introduce myself to you as the new
Translations Representative of the EORTC
QLG. Thanks to all of you who trusted me with
your votes in last year’s election.

projects. The Unit’s focus is the development and
validation of health-related quality of life (HRQoL)
instruments, using both classical and modern
test theory methods, with a special emphasis on
computerized adaptive testing.

By way of brief introduction, I am based in
Berlin, Germany where I lead a research group
at the Department of Psychosomatic Medicine,
Charité – Universitätsmedizin Berlin. Charité is
one of Europe’s largest teaching hospitals with
over 3,000 beds and 13,200 employees.

Our current research projects span from instrument
development (for example, development and
validation of a computer-adaptive test for
children, the Kids-CAT), numerous translation
projects of HRQoL instruments, interventional
studies (for example the EVIDENT trial, a largescale RCT on the effectiveness of internet-based
cognitive behavioural interventions for depressive
symptoms), to global health projects such as the
Global Burden of Disease Study.

I have been working at Charité since mid-2012
where I first established, and then expanded,
the Health Outcomes Research Unit which now
comprises a young and enthusiastic team of five
psychometricians and public health researchers,
and an additional group of clinicians who regularly
join our weekly departmental meetings to
exchange ideas about current and future research

One of the current projects is the CAT project
(see p.20 ) where our unit not only supports the
validation study but also heads the European
norm data study. At the centre of this exciting

project, which takes place in collaboration with a
group of co-investigators from Austria, Denmark,
Italy, the Netherlands, Poland, and the UK, is the
collection of norm data from 15,000 people from
the general population, including 13 European
countries as well as the USA and Canada.
This project, as well as experience from many
past projects on translations for the EORTC and
other groups, has already given me a good taste
of the many challenges involved in the translation
and cultural adaptation of HRQoL instruments.
However, knowing that I will get to work with
a fantastic team, in particular Dagmara Kuliś
from the EORTC Quality of Life Department in
Brussels, I very much look forward to taking on
the challenge of supporting the EORTC QLG’s
present and future translation efforts of the many
current and new HRQoL questionnaires.

From bank to library:
the EORTC QLG item library
Dagmara Kuliś, Quality of Life Department, EORTC, Brussels, Belgium

H

aving developed a revamped and
considerably improved database of all
items and their translations developed
by the Quality of Life Group (QLG) over the
years, after the Oslo meeting in April 2016
we focused on turning the current Item Bank
into a modern tool that would allow users to
customize their questionnaires to better fit the
needs of their research.
Following the launch of the new Item Bank,
we saw a great deal of interest in its use, with
enquiries about gaining access flowing in
almost daily. It proves that there is a great
need for such a database, especially from
academic researchers. However, in order to
accommodate the needs of our commercial
users and the changing regulatory perspective on the use of PRO measures in clinical
trials, we had to rethink the functionalities
offered by the Item Bank. This is how the Item
Library was born.

While the Item Bank was mainly a reference tool
useful to search for existing items covering certain issues, the Item Library adds a whole new
layer of user interaction with the items and
questionnaires. Depending on their needs, the
user can remove items or add new ones from
other modules. This way they can create, for
example, a symptom checklist that will accompany the official questionnaire and cover side
effects of a new drug that is being tested.
Furthermore, the library aspect of our new
platform allows the user to save their tailormade lists of items and browse through other
user-created lists. Together with the option of
sending suggestions for new items, this functionality will allow the QLG to gain an additional
insight into the use of the items – which items
are the most chosen and hence cover the most
common problems, which are missing and so
perhaps should be included in the development of new instruments, etc.

Naturally, the basic and most important aspect
for the QLG members – functionality of searching through items – is still present and being
constantly improved. Since the last issue of the
newsletter, we have added all the translations
of fully validated questionnaires and modules
that have finished Phase III, so now there is the
possibility to filter searches through language
availability of items. We have also added all the
CAT item banks, together with the validated
translations. When new translations are finalized,
they are also added to the Item Library, enriching the pool of available language versions of
around ten questionnaires per month.
As always, we invite you to take a look at the
Item Library and see how it can help you
as module developers and researchers. You
can request access by filling in the form at
www.eortc.be/itemlibrary
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Exploring
and
expanding
engagement with
patient representatives

Confirming
content
validity
of the
EORTC QLQ-C30

Anne-Sophie Darlington, Member of the EORTC QLG
Executive Committee, University of Southampton, UK
Barbara Woroncow, Patient Representative

T

he Quality of Life Group (QLG) has a long-standing tradition of engaging with patients
to understand the issues that influence their quality of life (QoL) and to make sure
that the quality of life instruments we develop are user-friendly and cover the issues
that are important to them. Patients are involved in several stages during the questionnaire
development process, from finding out how cancer and its treatment impacts on QoL to
assessing which issues are most important and relevant to a given patient group.

It is time for the QLG to engage with patients at more than just the level of input on questionnaire
content and format. It is important to emphasize that this should constitute meaningful
engagement to access the patient voice. Continuous engagement with patient representatives will
be able to assist us in shaping strategy, study design and execution, as well as with dissemination
and buy-in on a wider level. In addition, patient engagement could be sought around governance.
As we are engaging in more studies with the EORTC clinical groups this input will be even more
pertinent. The most important aspect is to embrace the real values of collaboration while at the
same time producing relevant outcomes for patients.
In order to start this process we invited a patient representative, Barbara Woroncow, to our Group
meeting in Manchester, UK, in September 2016. Barbara participated in interactive sessions and
general meetings, and experienced the gathering on many levels, so she was able to feed back
some very valuable points for the Group to consider:
• The need for patients to have some prior knowledge of the activities of the Group and an
understanding of the steps in questionnaire development and validation
• The need for a clear explanation of terminology throughout the meeting, in lay language, as well
as an explanation of acronyms
• The need for a clear explanation of the structure of the EORTC, how it is funded, and how it is
related to other groups within the organization and more widely
• Contributions from patients can be made on several levels: discussions on generic issues, such
as structure and socio-economic factors, commenting on documentation, and contributing to
general discussions in order to have a patient perspective
• The need to feature some relevant experience from a patient representative at local level who
has, if possible, some presentation skills.
Most importantly it needs to be clear what the parameters are around their contribution. Making
sure that the Group as well as patient representatives understand what is expected, and what
status and value these contributions have, will serve everyone best. Finally, Barbara confirmed that
she was made to feel welcome, and that she enjoyed the experience and finding out the scope of
the work that is carried out by the Group.
As a Group we are continuing to build on this work and are actively engaging with the European
Cancer Patient Coalition, which has a history of working with the EORTC, and other organizations
such as SIOPE (the European Society for Paediatric Oncology), EURORDIS (Rare Diseases Europe),
the European Patients’ Forum, PatientView, and EuropaDonna, to explore how we might be able to
work together in the future. To be continued !
12    SPRING 2017
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1 Adelphi Values, Cheshire, UK
2 University of Southampton, Southampton, UK
3 Jagiellonian University Medical College, Krakow, Poland
4 The Research Unit, Department of Palliative Medicine, Bispebjerg Hospital, Copenhagen,
and Department of Public Health, University of Copenhagen, Denmark
5 Assistant Director, EORTC, and Head of Quality of Life Department, Brussels, Belgium
6 Centre for Health Economics, Swansea University, Swansea, UK
7 Faculty of Medicine and Health, Leeds University, Leeds, UK
8 Netherlands Cancer Institute, Amsterdam, The Netherlands

Kim Cocks1, Chloe Tolley1, Laura Grant1, Sally Wheelwright2, Krzystof Tomaszewski3, Mogens Grønvold4,
Andrew Bottomley5, Deborah Fitzsimmons6, Galina Velikova7, Neil Aaronson8, Colin Johnson2
Background
The original EORTC QLQ-C36 (now the QLQC30) was published in 1988.1 The conceptual
framework was developed by oncologists and
researchers according to guidance at that time
and was informed by literature, epidemiological
studies and clinical experience.1-3
Since its development, the treatment landscape
has transformed and toxicity profiles for newer
agents may be different to the side effects experienced when the QLQ-C30 was developed. The
standards for development of patient-reported
outcomes have also changed, with more emphasis now on patient input to support content
validity.4-8 The US Food and Drug Administration
(FDA) define content validity as “evidence from
qualitative research demonstrating that the
instrument measures the concept of interest
including evidence that the items and domains
of an instrument are appropriate and comprehensive relative to its intended measurement
concept, population, and use.”8
Aims
The EORTC QLQ-C30 has been widely used and
development of more recent disease-specific
modules has included patient input.9 However,
there is little in the literature to support the content validity of the EORTC QLQ-C30.6-8 The aim
of this two-year study is to fill this evidence gap.
The study is being conducted in two phases:
Phase 1 to collate the existing evidence from the
development of disease-specific modules, and
Phase 2 to conduct patient interviews to confirm whether the existing conceptual framework
is still appropriate and comprehensive and the
items are relevant and important to patients.

patient involvement; however, as the QLQ-C30
was not the focus of these studies, there was
minimal information in the reports relating to
arising concepts already covered in the QLQC30. Using the new EORTC Item Library, items
from each module were mapped against concepts. The rationale was that concepts common
across cancer types could warrant inclusion
in the QLQ-C30. Furthermore, if a concept is
broadly covered by the QLQ-C30 and assessed
more specifically in multiple modules, this supports the existing concept in the QLQ-C30.
The 539 items were grouped into 417 concepts.
Nine of these concepts were found across
ten or more of the disease-specific modules
(Figure 1).
The concepts were further grouped into
domains, starting with the 15 domains from the
core questionnaire and adding new domains
as required. Thirteen new domains, i.e. not currently in the QLQ-C30, were defined: general
symptoms, sexual functioning, body image, eating and drinking, side effects, vision, bladder,
bowel, dermatological, vaginal, GI, oral health
and respiratory.

In summary from Phase 1, we found many of
the items from the disease-specific modules
cover the same domains as the QLQ-C30 but
in more detail or are specific to that disease.
Common domains that aren’t currently covered
by the QLQ-C30 include sexual function, body
image and side effects.

5. Patrick DL, Burke LB, Powers JH, et al. Patient-

reported outcomes to support medical product
labeling claims: FDA perspective. Value in Health.
2007;10(s2):S125-S137.
6. Patrick DL, Burke LB, Gwaltney CJ, et al. Content

validity—establishing and reporting the evidence
in newly developed patient-reported outcomes

Next steps
In Phase 2 we will be conducting open-ended
interviews with patients in the UK, Poland,
Denmark, The Netherlands and Spain. This will
generate evidence to support the relevance
and understanding of existing items and identify relevant items that are missing from the
QLQ-C30. Results from both phases will be discussed with the EORTC Quality of Life Group
to consider the evidence for the existing core
questionnaire and, given the move towards a
more flexible measurement system, any recommendations for additional domains.

(PRO) instruments for medical product evaluation:
ISPOR PRO good research practices task force report:
part 1—eliciting concepts for a new PRO instrument.
Value in Health. 2011;14(8):967-977.
7. Patrick DL, Burke LB, Gwaltney CJ, et al. Content

validity—establishing and reporting the evidence in
newly developed patient-reported outcomes (PRO)
instruments for medical product evaluation: ISPOR
PRO Good Research Practices Task Force report: part
2—assessing respondent understanding. Value in
Health. 2011;14(8):978-988.
8. US Department of Health and Human Services.
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Follow-up in
gynecological cancer survivors:
A collaboration between
the EORTC Quality of Life Group (QLG)
and the Gynecologic Cancer Group (GCG)

Raising the standards of
patient-reported outcomes
measurement in patients
with chronic myeloid leukaemia: The international
phase IV field-testing of the EORTC QLQ-CML24

Eva Greimel1 (QLG PI), Antonio Casado Herraez2 (GCG PI), Petronella Beatrix Ottevanger3 (GCG Chair)

Fabio Efficace1 & Nina Deliu2, Health Outcomes Research Unit, Italian Group for Adult Hematologic

1 Department of Obstetrics and Gynecology, Medical University Graz, Austria
2 Department of Medical Oncology, Hospital Universitario San Carlos, Madrid, Spain
3 Medical Oncology, Radboudziekenhuis, Nijmegen, The Netherlands

Diseases (GIMEMA), Rome, Italy

G

ynaecological cancer survivors Beesely et al.9 reported that more than 40% of
experience significant levels of gynaecological cancer patients had psychodistress, often persisting years after social needs, including sexual health care needs,
completion of treatment. Patients’ main that are not adequately addressed during folconcern is recurrence, especially during low-up by their health care professionals.
the early phase after treatment, and they
consider regular follow-up visits, and expertise The integration of the psychosocial domain into
from specialists, to be reassuring.1 Periodic – especially early – follow-up is recommended as
follow-up visits aim to: 1) provide psychosocial a new quality standard for cancer care.10 Health
support, 2) diagnose and treat possible care professionals are challenged to shift their
complications following primary treatment, focus from recurrence to patients’ psychosocial
and 3) diagnose recurrent disease early if at concerns, or any other distressing symptoms
least curative options are available. While these that affect well-being and quality of life. The
aims have been widely accepted, the value project fits into the EORTC survivorship research
and appropriateness of routine scheduled agenda focusing on late treatment effects. 11
follow-up visits have been questioned. 2-6
Additionally there is disagreement as to The main objective of this project is to identify
whether patients with early-stage disease gynaecological cancer survivors with increased
should be followed more or less frequently needs after gynaecological cancer treatment
compared to patients with a major risk of due to physical and psychosocial problems. A
recurrence. There is limited evidence to know cross-sectional study including gynaecological
whether intensive follow-up schedules with cancer patients after primary treatment will be
multiple routine diagnostic interventions performed. A web-based feasibility online surresult in any survival benefit compared to vey among the EORTC GCG and QLG members
non-intensive follow-up schedules.3,4 Several showed a high interest and 57 investigators
reviews on the value of routine follow-up confirmed their participation in this study. More
procedures reached the conclusion that than 2,800 patients are expected to be included
follow-up programmes do not improve during a one-year survey period.
survival.7,8 Thus, the effectiveness of routine
follow-up procedures in terms of survival and Patient-reported data will be obtained using a set
quality of life (QoL) need to be redefined.
of validated questionnaires including the Distress
Thermometer, the Hospital Anxiety and Depression
While survival and detection of early (local) Scale, the EORTC QLQ-C30 and site-specific modrecurrences still remain important for several ules including the newly developed EORTC Sexual
gynaecological cancers, such as endometrial Health Questionnaire (QLQ-SHQ-C22).
and vulvar cancers, it is insufficient to evaluate
the quality of follow-up care based on objective The results of this study may help to personalize and
outcomes only. Gynaecological cancer patients deliver follow-up care according to pathways that
are diagnosed in different disease stages and are risk-stratified on the basis of cancer type and
the adverse effects of treatment are different treatments received as well as individual psychoas well. Therefore survivors may not have the social needs. Information gained from this project
same problems and needs regarding follow-up. will be useful for redefining follow-up programmes.
14    SPRING 2017

1 Principal Investigator and Head of Unit
2 Project Coordinator
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uring the last two decades, interest
and research in quality of life (QoL)
outcomes has increased considerably,
becoming a central issue in the decisionmaking process for several malignancies,
particularly for those requiring long-term
continuous exposure to treatment, such as
chronic myeloid leukaemia (CML). Indeed,
CML patients, thanks to the development of
oral tyrosine kinase inhibitors (TKIs), have
benefitted from dramatically improved longterm survival outcomes.1 Remarkably, the life
expectancy of these patients now equals that
of the general population.2
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the treatment decision-making in daily clinical
practice has grown in complexity.3 Also, there
are five TKIs overall that can be used as second
or greater lines of therapy, thus making treatment strategies challenging. While a wealth of
biomedical data exists on the clinical efficacy of
these drugs, their impact on QoL and symptom
burden from the patients’ perspective has been
poorly investigated. On these grounds, the
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In this regard, we aim to complete the development of the EORTC QLQ-CML24 module4-6 by
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(QLG). 7
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six non-European countries (USA, Iraq, Brazil,
China, Malaysia and Taiwan). We are proud
and privileged to have such enthusiastic participation from so many research centres all
over the world. In addition, we are also happy
with the involvement of the CML Advocates
Network, the largest CML Patient Association,
and we are confident their participation will
enrich our work.
Four groups of 324 patients overall will be
enrolled: patients in first line therapy with
imatinib, patients in first line therapy with any
TKI other than imatinib, patients in second
or greater line of therapy being resistant or
intolerant to first line therapy, and patients in
treatment for at least three years and at least
in complete cytogenetic response. Two assessments will be performed in order to evaluate
the scale structure of the QLQ-CML24, the testretest reliability and internal consistency, and
the analysis of the responsiveness to change.
We are now eager to conclude accrual soon and
present data at major international conferences.
Also, we expect our results will significantly contribute to improving healthcare delivery in CML
and will facilitate the decision-making process.

Expectancy of the General Population. Journal of clinical oncology : official journal of the American Society
of Clinical Oncology, 2016. 34(24): p. 2851-7.
3. Cortes, J., et al., Front-line and salvage therapies

with tyrosine kinase inhibitors and other treatments
in chronic myeloid leukemia. Journal of clinical oncology : official journal of the American Society of Clinical
Oncology, 2011. 29(5): p. 524-31.
4. Efficace, F., et al., Time for a new era in the evalua-

tion of targeted therapies for patients with chronic
myeloid leukemia: inclusion of quality of life and other
patient-reported outcomes. Critical reviews in oncology/hematology, 2012. 81(2): p. 123-35.
5. Efficace, F., et al., Which health-related quality of

life aspects are important to patients with chronic
myeloid leukemia receiving targeted therapies and to
health care professionals? GIMEMA and EORTC Quality
of Life Group. Annals of hematology, 2012. 91(9): p.
1371-81.
6. Efficace, F., et al., International development of an

EORTC questionnaire for assessing health-related quality of life in chronic myeloid leukemia patients: the
EORTC QLQ-CML24. Quality of life research : an international journal of quality of life aspects of treatment,
care and rehabilitation, 2014. 23(3): p. 825-36.

References

7. Blazeby JM SM, C.A., Groenvold M, Bottomley

A EORTC Quality of Life Group: Guidelines for
1. Howlader N, N.A., Krapcho M, Miller D, Bishop

Developing Questionnaire Modules. EORTC Quality of

K, Altekruse SF, Kosary CL, Yu M, Ruhl J, Tatalovich

Life Group Publication, Brussels, 2-930064-24-2 2002.

Z, Mariotto A, Lewis DR, Chen HS, Feuer EJ, Cronin
KA (eds) SEER Cancer Statistics Review, 1975-2013,
National Cancer Institute. Bethesda, MD, http://seer.
cancer.gov/csr/1975_2013/, based on November 2015
SEER data submission, posted to the SEER web site,

This last part of the validation process is
being carried out in a multi-national setting
involving six European countries (UK, France,
Germany, Austria, Netherlands and Italy) and

April 2016.
2. Bower, H., et al., Life Expectancy of Patients With

Chronic Myeloid Leukemia Approaches the Life
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Type and
DIREction of Clinical
and patient-reported outcomes in cancer
Trials repositORY project (DIRECTORY Project)

Survivorship

Fabio Efficace1 & Francesco Sparano2, Health Outcomes Research Unit, Italian Group for Adult

Olga Husson1, Marieke van Leeuwen2, Lonneke van de Poll-Franse2,3,4, Neil Aaronson2

Hematologic Diseases (GIMEMA), Rome, Italy

1 Department of Medical Psychology, Radboud University Medical Center, Nijmegen, The Netherlands
2 Netherlands Cancer Institute, Amsterdam, the Netherlands
3 Netherlands Comprehensive Cancer Organization (IKNL), Research Department, Eindhoven, The Netherlands
4 Tilburg University, Tilburg, The Netherlands

1 Principal Investigator and Head of Unit
2 Project Coordinator

M

ajor advances have been made
in the treatment of cancer, with a
remarkable number of new drugs
approved between 2012 and 2013 by the
US Food and Drug Administration (FDA).1
Many of these clinical achievements stem
from randomized controlled trials (RCTs)
that are the gold standard with which health
care professionals and policy-makers make
decisions regarding treatment effectiveness.
Over the last 20 years, the number of trials that
assess patient-reported outcomes (PROs) has
increased substantially. In 2009, the FDA issued
the first draft Guidance for Industry on PatientReported Outcome Measures: Use in Medical
Product Development to Support Labeling
Claims.2 This FDA publication has led to wide
discussion about domains of PROs that should
be considered as endpoints in RCTs. Indeed,
PROs include a wide spectrum of measures,
ranging from single-item instruments assessing
a specific health domain (e.g. pain or fatigue) to
broader multi-dimensional constructs such as
quality of life (QoL).3 For example, it has been
suggested that inclusion of symptom reports
only, in RCT settings, “may provide outcome
data sufficient to make decisions about the
value of a therapy or to allow judgment about
the relative value of one therapy contrasted
with another.”4
Our EORTC Quality of Life Group (QLG) has
already greatly contributed to a better understanding of the methodological barriers to
using PRO endpoints effectively in RCTs, and
has provided guidance on QoL design in study
protocols. With the DIRECTORY project, we
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aim to go beyond inspection of methodo- this area, including: Jane Blazeby, Peter Fayers,
logical issues of QoL implementation in Mirjam Sprangers and Neil Aaronson, plus an
RCTs, broadening our focus to include the extensive research network of collaborators
identification of challenges related to inter- from European and US Universities. We are
pretation of PRO data from RCTs, and the eager to present to all of you further progress of
investigation of how authors “translate” this project during our Group meetings, as well
(combined) clinical and PRO results into as draft manuscripts soon.
overall treatment recommendations. For
this purpose, we are thus creating a large Data
References
Repository of “traditional” clinical outcomes
(e.g. overall survival, progression-free survival
or clinical response) and PRO results across all 1. Patel JD, Krilov L, Adams S, et al: Clinical Cancer
cancer RCTs. We are also collecting data on the Advances 2013: Annual Report on Progress Against
magnitude of these outcomes as well as other Cancer from the American Society of Clinical Oncology.
J Clin Oncol 32:129-60, 2014
information on trial characteristics.
For example, a challenge deserving consideration when interpreting results from RCTs with
a PRO endpoint is the possibility that findings
based on traditional clinical endpoints can be
discordant with PRO results (i.e. not favouring the same treatment arm). Assessment of
clinical outcomes and PROs is necessary to fully
understand the impact of therapy. Some interventions may have beneficial effects on both
clinical outcomes and PROs; others may have
discordant effects. Understanding the interplay between clinical and PRO outcomes
is critical to informing shared decisionmaking. Information should be provided to
allow patients to “trade off” potential gains
and losses and make an informed treatment
decision.
Finally, we have to say this is a great team
effort and we are happy and proud to rely on
the close collaboration of eminent experts in

2.

for

US Food and Drug Administration: Guidance
Industry:

Patient-reported

outcome

meas-

ures: Use in medical product development to
support labeling claims. U.S. Department of Health
and Human Services Food and Drug Administration
December,

2009

http://www.fda.gov/downloads/

Drugs/GuidanceComplianceRegulatoryInformation/
Guidances/UCM193282.pdf
3. de Haes JC: Quality of life: conceptual and theo-

retical considerations. In: Watson M, Greer S, Thomas
C, editors. Psychosocial oncology Oxford: Pergamon
Press; :p.61-70, 1988
4. Cleeland CS: Symptom burden: multiple symptoms

and their impact as patient-reported outcomes. J Natl

T

he number of cancer survivors is growing
steadily, and increasingly clinical trials
are being designed to include long-term
follow-up to assess not only survival, but also
late effects and health-related quality of life
(HRQoL). Current questionnaires tend to focus
on psychosocial issues, whereas the EORTC
cancer survivorship questionnaire that we are
developing will be more balanced, as we will
also include physical and practical functioning.
In Phase I(a), PubMed and PsycINFO were
searched to identify all relevant HRQoL issues
for all disease-free cancer survivors, with the
exception of childhood cancer survivors. The
search generated 1,494 studies, of which 134
were included in the review for issue extraction. Nine countries contributed to Phase I(a)
and included 117 interviews. Patient inclusion
criteria were: a confirmed diagnosis of breast,
colorectal, prostate, bladder, gynaecological,
head and neck, lung, or testicular cancer, lymphoma, melanoma, or glioma; only one cancer
diagnosis; at least six months post-treatment
with curative intent (except glioma and maintenance therapies); and no evidence of active
disease (except glioma). We extracted 207
general issues, and 70 cancer-site- or genderspecific issues. In Phase I(b) this list of issues was
presented to 458 cancer survivors and 89 health
care professionals (HCPs) from 14 countries to
be rated for relevance.

Cancer Inst Monogr:16-21, 2007

The Phase I(b) interviews showed that one
year after treatment completion, most of the
acute symptoms of treatment and diagnosis
have been resolved and are no longer relevant.

In disease-free survivors who are at least one
year post-treatment we observed that ten
QLQ-C30 items appear not to be relevant; 122
generic survivors issues could be identified and
on average 26 cancer-site-specific issues per
tumour type; and at least half of the items of
cancer-site-specific modules are still relevant.
Based on these findings we recommend that:
• a generic cancer survivorship core questionnaire should be developed, using the
QLQ-C30 as the basis, in which:
»» the items and scales of the QLQ-C30
are retained to ensure continuity in the
evaluation of different scales over time;
exceptions are the following items/
scales: Nausea/vomiting, Appetite loss,
Constipation, and Diarrhoea.
»» additional survivorship items are added,
including fear of recurrence, health awareness, post-traumatic growth and physical
complaints related to chronic side effects
of cancer treatment.
»» additional items are included to
improve measurement precision in some
of the existing scales.

• the survivorship core could be used as a
stand-alone questionnaire or in combination
with a site-specific (survivor) module. It can
also be combined with items from the EORTC
item library.
• the questionnaire we are currently developing is intended to be used in “cancer survivors”
who have completed treatment with curative
intent (with the exception of maintenance
treatment) at least one year before, and are
disease free (no evidence of active cancer).
The survivorship measures are not intended
for patient groups in which (multiple) recurrences are expected to occur (and where it
is anticipated that patients will eventually be
treated in a palliative setting). In those cases,
we would recommend use of the original
questionnaires that include acute symptoms.
We anticipate that the provisional core questionnaire will be ready for use in 2019.

• specific survivorship modules should be
developed, using the site-specific modules as
the basis:
»» by reviewing the existing site-specific
modules to investigate which items are
no longer applicable to disease-free
survivors.
»» by supplementing the existing site-specific modules with survivorship-specific
items.
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International
validation(Phase IV)
of the EORTC cachexia module (EORTC QLQ-CAX24)

The EORTC questionnaire
for individuals at risk for
Hereditary Cancer
Predisposition Syndrome:
an update

Sally Wheelwright & Colin Johnson, University of Southampton, Southampton, UK *
behalf of the co-investigators: Jane Hopkinson, Anne-Sophie Darlington, Deborah Fitzsimmons,
* On
Iqbal Bahar, Trude Balstad, Vickie Baracos, Franck Bonnetain, Anne Bredart, Joaquim Castro Silva,
Isabel Correia, Ioannis Gioulbasanis, Eva Hammerlid, Amelie Harle, Juan Ignacio Arraras,
Hiroto Ishiki, Stein Kaasa, Mahesh Menon, Tateaki Naito, Monica Pinto, Jacki Routledge,
Heike Schmidt, Susanne Singer, Tora Solheim, Iwona Tomaszewski, Kein Yim, Teresa Young

Introduction
to assess HRQoL in cancer patients with
Cancer cachexia is a “multi-factorial syndrome cachexia.6 The provisional module contains
defined by an ongoing loss of skeletal mus- five scales – food aversion, eating and weightcle mass (with or without loss of fat mass) loss worry, eating difficulties, loss of control
that cannot be fully reversed by conventional and physical decline – and four single items
nutritional support and leads to progressive – dry mouth, indigestion/heartburn, forcing
functional impairment. The pathophysiology is self to eat, and inadequate information. It was
characterized by a negative protein and energy developed in nine countries with the help of
balance driven by a variable combination of cancer patients at different stages of the canreduced food intake and abnormal metabo- cer disease trajectory.
lism.”1 This consensus definition was published
in 2011 but diagnostic criteria still need to be Phase IV study
formulated and cancer cachexia can be difficult The Phase IV validation study is now underway.
to diagnose in clinic.2
The aim of the validation study is to test the
scale structure, reliability, responsiveness to
Cachexia is a common problem for cancer change and validity of the EORTC QLQ-CAX24
patients, and has serious consequences. The in conjunction with the EORTC QLQ-C30 in
incidence of cachexia among cancer patients people diagnosed with cancer cachexia with
is approximately 50–80% and cachexia different primary cancer diagnoses, at different
accounts for up to 20% of cancer deaths.3 stages of disease, and with different amounts
Cancer cachexia has a profound negative out- of secondary nutrition impact symptoms
come on cancer treatment, survival, clinical (S-NIS). S-NIS are factors which interfere with
burden and psychosocial factors yet there are nutritional intake or uptake including nausea,
currently no standards of care or approved pain, taste and smell disturbances, constipadrug treatments, so palliation of symptoms is tion, dyspnoea, fatigue, depression, anxiety
the main therapeutic goal. Health-related qual- and mechanical obstruction.7,8
ity of life (HRQoL) is an essential component
in the evaluation of therapeutic interventions We are including an equal number of patients
for cachexia because patients must perceive a with cachexia syndrome and refractory
benefit if a treatment is to be considered suc- cachexia, which is defined on the basis of
cessful4 and clinical decisions should partly be poor performance status.1 We are also includbased on the impact of treatment on HRQoL.5
ing a small number of patients who have not
yet lost weight for within- and between-subEORTC QLQ-CAX24
ject analyses.
The EORTC QLQ-CAX24 was developed to be
used in conjunction with the EORTC QLQ-C30 At the first assessment, after providing
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informed consent, participants complete
the QLQ-C30 and QLQ-CAX24, followed by a
measure of S-NIS. A short debrief interview is
then carried out to check that the QLQ-CAX24
items are acceptable. Some clinically stable
patients are invited to complete the QLQ-C30,
QLQ-CAX24 and the Symptom Checklist for
a second time a week later for the test-retest
analysis. The remaining patients are monitored
for up to six months. Patients who change
cachexia category a month or more after the
first assessment are invited to complete a second set of questionnaires for the response to
change analysis.

Portugal to open soon. In the rest of the
world, centres in Brazil, Canada and Japan
have already contributed patients, with two
centres in India also close to opening. We
plan to complete data analysis by the end of
December 2017.

References
1. Fearon K, Strasser F, Anker SD, Bosaeus I, Bruera

E, Fainsinger RL, et al. Definition and classification of
cancer cachexia: an international consensus. Lancet
Oncology 2011;12(5):489-95.
2. Martin L. Diagnostic criteria for cancer cachexia:

data versus dogma. Curr Opin Clin Nutr Metab Care
2016;19(3):188-98.

Where possible the EORTC.CHES platform
is used for data collection. Even if patients
complete paper versions of the questionnaires, most centres are entering the data onto
CHES, making live monitoring of data collection possible.

3. Argiles JM, Busquets S, Stemmler B, Lopez-Soriano

basis. Nat Rev Cancer 2014;14(11):754-62.
4. Fearon K, Arends J, Baracos V. Understanding

the mechanisms and treatment options in cancer
cachexia. Nat Rev Clin Oncol 2013;10(2):90-99.

T

he quality of life (QoL) of individuals at risk for Hereditary Cancer Predisposition Syndrome
(HCPS) has become an increasingly important scientific topic in cancer research. This reflects the
increased inclusion of genetic counselling and testing in routine clinical practice. Cancer worry,
communication problems in the family or decisional conflicts are only some examples of HCPS-related
QoL impairments. So-called high-risk families include not only cancer patients but also their healthy
relatives confronted with risk for HCPS. With the development of an EORTC QoL questionnaire for HCPS,
we aim at closing the methodological gap of lacking QoL outcome measures for this target population.
The questionnaire is planned to cover the QoL demands of families living with HCPS, including both
cancer patients and their healthy relatives confronted with a higher risk of developing cancer.

6.

Wheelwright

S,

Hopkinson

JB,

Darlington

The project is currently in the first phase of the questionnaire development process. We have been busy
working on the literature review in order to achieve first results for two major project milestones: (1) the
identification of issues relevant to the target groups, and (2) the exploration of the question of whether
a single generic EORTC questionnaire is sufficient to comprehensively cover the full range of QoL issues
relevant to all HCPS, or whether there is a need for supplementary modules for specific conditions (e.g.
familial adenomatous polyposis patients).

AS, Fitzsimmons DF, Fayers P, Balstad TR, et al.
Development of the EORTC QLQ-CAX24, a questionnaire for cancer patients with cachexia. Journal Of
Pain And Symptom Management in press.
7. Hopkinson JB, Wright DN, Foster C. Management

The total target number of participants is 650.
At the time of writing (December 2016) we
are about a third of the way there and recruitment is expected to finish in September 2017.
Centres from around the world are collecting
data. In Europe, centres in France, Germany,
Greece, Italy, Norway, Poland and Sweden
as well as the UK are all open and we expect

1 Department of Psychiatry, Psychotherapy and Psychosomatics,
Medical University of Innsbruck, Austria
2 Bank of Cyprus Oncology Centre, Nicosia, Cyprus
3 Gynecologic Cancer Group PI

FJ. Cancer cachexia: understanding the molecular

5. Fitzsimmons D, Johnson CD. What is quality of life?, 2014.

At the end of the project, standard psychometric analyses will be employed to evaluate
the hypothesized scale structure of the QLQCAX24 and its internal consistency, as well as
its convergent and discriminate validity.

Anne Oberguggenberger1 ,Vasilis Vasiliou2,3,
Monika Sztankay1

of weight loss and anorexia. Ann Oncol 2008;19
Suppl 7:vii289-93.
8. Kubrak C, Olson K, Jha N, Jensen L, McCargar

L, Seikaly H, et al. Nutrition impact symptoms: key

Sally Wheelwright did a great job on the literature search, extracting a total of almost 6,000 references
which were evaluated by two independent reviewers for eligibility. Out of a final set of 326 full papers,
693 HCPS-related issues were extracted. In order to work on a strategy for issue reduction towards an
issue list applicable for patient and healthcare provider evaluation, an expert panel of five QLG members experienced in HCPS was formed. In December 2016, Innsbruck hosted a productive QLG HCPS
Consensus Meeting allowing the expert panel to elaborate on this strategy and find an expert consensus on the issues finally included for further evaluation by patients and health care providers. This issue
list was close to finalization in December 2016.

determinants of reduced dietary intake, weight loss,
and reduced functional capacity of patients with
head and neck cancer before treatment. Head Neck
2010;32(3):290-300.

From January 2017, the final issue has been undergoing a comprehensive evaluation by families living
with HCPS, and health care providers. We would like to thank all collaborators for their great participation
in and support for the project.
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Clinical validation of the
EORTC CAT – results of
feasibility study and
initiation of field study
Morten Aa. Petersen & Mogens Grønvold,
The Research Unit, Department of Palliative
Medicine, Bispebjerg Hospital, Copenhagen,
Denmark

I

n computerized adaptive testing (CAT) measurement the questionnaire is
adapted to the individual patient by using the responses to the previously
asked items to select the most informative next item from an item bank. This
optimizes measurement precision, efficiency, relevance, and flexibility.

To utilize the advantages of such modern measurement methods the EORTC Quality
of Life Group (QLG) has developed a CAT version of the EORTC QLQ-C30. The EORTC
CAT includes item banks for each of the fourteen QLQ-C30 symptom and functional
domains comprising a total 260 items.
A clinical validation project has been initiated with the primary aim to compare the
measurement precision of the EORTC CAT with the standard QLQ-C30 questionnaire in independent data. The validation consists of two parts: a smaller feasibility
study investigating the acceptability, optimal design and logistics of web-based
administration of the CAT; and a field study, the main validation, evaluating the
measurement precision of the EORTC CAT compared to the QLQ-C30 in a large
international sample of cancer patients.
The feasibility study has been completed. In all, 93 patients from 8 countries completed the web-based CAT software and were subsequently interviewed about the
experience. The majority of the patients liked the electronic questionnaire (about
90% preferred the electronic questionnaire or were indifferent when compared to a
paper questionnaire) and found the number of items acceptable. Only a few minor
adjustments to the software were needed before launching the field study.
The field study will include 1,000 patients, who are assessed before and after chemotherapy/radiotherapy. By early December 2016 about 150 patients were already
included. Following the expected completion of the field study in 2017, the EORTC
CAT will be released as a validated instrument for general use. Until then, the EORTC
CAT and short-forms for e.g. physical or role function are available for experimental use.
For more information on the EORTC CAT please visit:
http://groups.eortc.be/qol/eortc-cat
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The CHES platform:
An electronic data
collection
infrastructure
for EORTC Quality
of Life Group projects

I

n recent years, the CHES platform has become a
reliable and versatile online tool supporting the
methodological and scientific work of the EORTC
Quality of Life Group (QLG) by assisting several Phase IV
studies, the EORTC CAT project and routine collection
and processing of PRO data.

Bernhard Holzner1, Lisa M. Wintner1, Gerhard Rumpold2
1 University of Innsbruck, Innsbruck, Austria
2 Evaluation Software Development, Rum, Austria

Fig.1: The study overview displays all studies a patient participates in, including
already completed questionnaires and their assignment to study time points.
Table 1: EORTC QLG studies using the CHES platform
(ongoing, being set up and finished).

A newly established master agreement ensures the
free and unrestricted use of the CHES platform for QLG
members within QLG-funded questionnaire development and validation or CAT studies. Up till now, the
CHES platform has already served as a data collection
system in QLG studies and many other QLG projects
that are ongoing or currently being set up (see Table 1).
Owing to the modular approach of the online CHES
platform, the system can be easily fitted to study
requirements and those of the participating centres,
with no laborious installation procedures needed. The
electronic use of conventional QLG measures, CAT
measures and electronic case report forms contributes
to enhanced standardization and harmonization of
research protocols, facilitates study planning and realization, and likewise complements the Data Repository
Project. These benefits of the CHES platform are now
supplemented by some new features contributing to
an improvement of study monitoring procedures and
the interpretability of assessed data.

Coloured pie chart flags
A coloured pie chart flag was implemented on
the dashboard that shows up after login to the
CHES platform, which demonstrates one possible benefit of the system for better structuring
the clinical routine workflow. Depending on
the patient’s scores, the pie chart depicts a very
basic summary of scores needing or not needing clinical attention. According to predefined
cut-off scores for clinical relevance, a colour is

assigned to each questionnaire scale: green
reflects scores below the cut-off values, orange
marks scores approximating the cut-offs and
red shows scores exceeding cut-off values (see
Fig.2). Although the coloured pie chart flags
deliver only very simplified information about
the patient’s QoL status, they provide health
care professionals with a first quick overview
about the patient’s subjective health status,
e.g. to enable targeted clinical interventions by

accessing the more comprehensive cross-sectional or longitudinal reports.
Please visit the EORTC QLG group website
(http://groups.eortc.be/qol/electronic-data-capture-ches-platform) or https://eortc.ches.pro/ to
access the CHES platform and to try our newly
developed features. Feel free to provide any
suggestions or comments to the developers
(bernhard.holzner@ches.pro)!

New features for improved study monitoring
The new “Assessment Schedule” and “Study Overview”
features facilitate study monitoring for all types of studies
conducted with the CHES platform. Next to a list of required
assessments including their due dates, a graphical format
illustrates the study timeline for each individual patient, taking the particular inclusion date into account. Completed
questionnaires are listed with assignments to study time
points, if assessments took place during the required collection time frame. If a patient participates in multiple studies,
it is possible to edit which studies are shown or hidden to
enhance clarity. This feature allows easy identification of
missing assessments and immediate reaction to problems
with study procedures at specific centres (for an example of
the Study Overview feature, see Fig.1).
Fig.2: Coloured pie chart flags on the dashboard of CHES after login (left). Coloured slices of the pie chart indicate the number of PRO scores
exceeding (red), scores tending to exceed (orange) and scores below (green) predefined cut-off scores of clinical relevance (right).
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Kiel,
on the Shores
of the Baltic Sea

Lonneke van de Poll-Franse1,2,3, Fabio Efficace  4, Simone Oerlemans1

Claudia Schmalz, Department of Radiation Therapy, University Hospital Schleswig-Holstein,

1 Netherlands Comprehensive Cancer Organization (IKNL), Research Department, Eindhoven, The Netherlands
2 Tilburg University, Tilburg, The Netherlands
3 Division of Psychosocial Research and Epidemiology, Netherlands Cancer Institute, Amsterdam, the Netherlands
4 Health Outcomes Research Unit, Italian Group for Adult Hematologic Diseases (GIMEMA), Rome, Italy

Kiel Campus, Germany

On behalf of the co-investigators
We are currently developing four EORTC questionnaires to assess quality of life (QoL) in patients
with Hodgkin lymphoma (HL), high-grade
(HG: aggressive) and low-grade (LG: indolent)
non-Hodgkin lymphoma (NHL) and chronic
lymphocytic leukaemia (CLL). Treatment of
these patients has witnessed dramatic changes
in the last three decades, leading to more prolonged, intensive treatments with improved
survival rates and/or remission duration.1, 2
Despite the changing landscape of treatment
of lymphoproliferative disorders and in contrast
to the large number of QoL studies in patients
with solid tumours, relatively few studies have
reported QoL in patients with haematological
malignancies.3 Also, the American Society of
Hematology (ASH) has voiced concern about
the lack of data in this area, advocating urgent
efforts to raise the standards of QoL research.4
Likewise, international recommendations for various haematologic diseases are also now paying
greater attention to QoL assessment.5, 6
Unfortunately, questionnaires to assess disease-specific QoL among patients with HL,
high-grade NHL and low-grade NHL were lacking and we therefore started the development
of EORTC modules (to be used in conjunction
with the EORTC QLQ-C30) to more comprehensively assess the QoL of patients with HL, HG/LG
NHL or CLL. Also, previous work that had been
conducted by the EORTC Quality of Life Group
(QLG) members on the development of the QLQCLL16 was included and updated in the module
development process. As differences in age at
disease onset, treatment and survival outcomes
amongst these cancers may influence QoL, a
secondary objective was to evaluate whether
22    SPRING 2017

it would be possible to develop only one questionnaire, covering all relevant issues for these
patients, or whether their QoL issues are sufficiently different to warrant the development of
separate questionnaires.
What has been done so far?
Questionnaire development was conducted
according to guidelines from the EORTC QLG
and Phases I–III have been completed. In Phase
I, 75 QoL issues were identified through focus
groups and systematic literature searches.
Semi-structured interviews with 80 health care
professionals and with 245 patients (75 HL, 66
HG-NHL, 41 LG-NHL and 63 CLL) resulted in a
provisional module of 39 items representing
items relevant for all or at least one of the four
malignancies. In Phase III this was further tested
in 67 HL, 117 HG-NHL, 67 LG-NHL and 86 CLL
patients with different phases of disease and
treatment from five European countries. Large
differences were observed in the mean and
prevalence of items for the four tumour groups.
Of the 39 items, 13 met the inclusion criteria in
all four patient groups, 3 in none of the groups,
1 was too upsetting (worry about dying), and 22
met the inclusion criteria in at least one of the
patients groups. It was therefore decided that
it would be best to develop four distinct questionnaires as this would result in better content
validity. The development resulted in a questionnaire with 27 items for HL (QLQ-HL27), 29
items for HG-NHL (QLQ-NHL-HG29), 20 items for
LG-NHL (QLQ-NHL-LG20) and 17 items for CLL
(QLQ-CLL17).

from researchers to use the modules. In Phase
IV we have been carrying out, since the start of
2017, the international validation of the hypothesized multi-item scales: symptom burden,
physical condition/fatigue, worries/fears about
health and functioning, emotional impact (not
in the CLL module), and neuropathy (only in the
HG-NHL module).

“ Moin Moin!” That is the usual way to greet
each other in Kiel and the rest of northern
Germany. It’s short for “good morning”,
but you will hear it all day long.
Though born in the “Holsteinische Schweiz”, a
marvellous region in northern Germany with
dozens of charming lakes originating from the
last ice age, I have lived most of my life in this
town at the Baltic coast.

The large university with its many students had
a remarkable impact on the new image of the
emerging city. Additionally it was the Baltic
once again with its sailors, the port, the Kiel
Canal, the ferries and the city’s beach with its
traditional beach chairs, which moulded the
city into what it is now.
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I warmly invite you to attend the EORTC QLG
autumn meeting in Kiel, 6–8 September,
2017. In addition to the scientific sessions,
we’ll be offering some different views of our
marine hometown. Our conference venue
is located right at the harbour – so you will
have some great views even during the coffee
breaks. On Thursday evening, we will go on
a boat trip, where we will have the exciting
experience of being locked on our way
through the Kiel Canal while dancing the night
away on a historic steamboat.
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One doesn’t have a direct view of the coastline
from everywhere in Kiel; however, the smell and
the “feel” of the Baltic is tangible all around you.
Maybe because of the ever-present western
wind or the seagulls’ calls, or maybe because
of the sounds from the harbor: ferries, cruise
ships and cargo ships entering and leaving the
Kiel Canal.

cytopenic purpura of adults and children: report from

What are the next steps?
The Phase III modules are already receiving a lot
of attention and we are getting many requests

Prussian ambitions to become a colonial
power, Kiel’s naval port and large shipbuilding
centres made the city prosper immensely. As
a consequence of being one of the major
construction sites for submarines and the
German “Reichsflotte”, Kiel was heavily bombed
by the Allies during World War II and the vast
majority of it lay in ruin. But the Baltic Sea
remained.

an international working group. Blood, 2009. 113(11)

Before Kiel started to grow at the beginning of
the 20th century, it had been a cosy settlement
on the Baltic Fjord for centuries. Due to the

On Friday afternoon the scientific meeting
will end with some drinks at the rooftop bar
of our conference hotel. Afterwards, we have
arranged a guided tour around the Geomar
Institute, which is world famous for its ocean
science research.

used as a private bathing house during the
early 20th century, when regular citizens didn’t
have a bathtub in their own homes. Recently,
the building was restructured – and today
we find a beautiful restaurant and meeting
hall there.

The Friday gala dinner will be held at the
famous “Lessing-halle”. This building has had a
long history of water – we are in Kiel, after all.
For decades, this building was used as a public
indoor swimming pool, and before that it was

I look forward to welcoming you all to this
historic city!
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EORTC QoL Group
autumn 2016
meeting in Manchester
Sheila Scott Sanderson, Quality of Life Department, EORTC, Brussels, Belgium

M

anchester reminded me of my
own home town, Newcastleupon-Tyne, with its plethora of
elegant buildings, proof of the history of
wealth and culture upon which it is built.
Nevertheless, I was blown away by the
iconic Town Hall where our Quality of Life
Group (QLG) meeting was held.

Manchester Town Hall, neo-gothic in style,
is one of the most important Grade 1 listed
buildings in England and it was sometimes
difficult to concentrate on the sessions with
so much beauty all around. Even so, we
did manage to get through an impressive
amount of work on the Thursday. I am always
impressed by the enthusiasm of the Group,
the proof of which can be seen in the evergrowing list of questionnaires and modules
being developed. Age, gender and nationality
are unimportant; what matters is a passion for
quality of life in cancer care which bonds all
our Group members together.
It is often said that if you want something
done, then ask a busy person. This can be
seen in the QLG, who are all essentially
volunteers holding down important jobs and
often managing a family as well, yet who
still devote a lot of time to the Group. This
devotion is much appreciated by the Executive
Committee who themselves have worked hard
to become Committee members.
It is delightful to see the camaraderie that
exists between the newest (sometimes
timid) members and the older (in experience)
members who are only too willing to pass on
their expertise. And each Group meeting would
not be a success without the hard work of the
local organizing committee: Manchester was
hosted by Kim Cocks of Adelphi and several of
her colleagues who did a wonderful job. All the
24    SPRING 2017

arrangements were perfect. As our group gets
bigger, more and more break-out rooms are
needed and it isn’t easy to find a venue that can
accommodate us; it’s also a problem finding
restaurant venues which can cater for us.
No problem in Manchester, though, as
the Town Hall provided a variety of grand
ceremonial rooms, and much to the delight
of many husbands, partners and sons the
Thursday night dinner was at Old Trafford
stadium, the famous home of Manchester
United Football Club. Even I, a dedicated rugby
fan, was impressed with the panoramic view of
the pitch. The food was also excellent. Thank
you, Kim – a brilliant choice.
Friday mornings are traditionally businessoriented, and it was good to hear that
the Group’s finances continue to grow,
thanks to the popularity of the QLQ-C30
and all our modules, as well as our many
translations. More money in means more
money available for funding new projects
and modules so perhaps the next year will
produce some exciting new projects. The
Module Development Committee (MDC) and
the Clinical Development Committee (CDC)
session brought us up to date on the status of
the modules and some new projects that were
suggested by members.
The dinner on the Friday evening was a much
more formal affair, at the Albert Square Chop
House in the Memorial Hall. The food was
traditionally British with a modern twist, served
in an elegant cream and gold setting.
Personally I am always sad when our meeting
is over, as it is lovely meeting old friends and
making new ones. “See you next time” is always
genuine. Thank you once again to Kim and her
colleagues for a job well done and thank you

Manchester for providing such a wonderful
backdrop for our meeting.
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EORTC QoL Group
spring 2016
meeting in Oslo
Cheryl Whittaker, Quality of Life Department, EORTC, Brussels, Belgium

Viking Law § 1: Be Brave and Aggressive
Amid a number of outstanding aspects, one
thing truly stood out at the QLG’s Oslo Group
meeting in April 2016: if Viking Law § 1 is to
be brave and aggressive, the QLG arrived in
Norway in a suitable frame of mind. In the wake
of growing competition emerging from the US
in the form of tools such as PRO-CTCAE and
PROMIS®, the plenary session on Friday was
dominated by a strengthening of the Group as
we all came together to back our own quality
of life measures and to express our support for
the development of new ways of using them, as
presented to us by Mogens Grønvold via Skype
(see p.9 ). A stronger sense of alliance and community would be hard to achieve.

Viking Law § 2: Be Prepared
As ever, the meeting was wonderfully organised by the hosts – this time around, the
preparation of Bente Brokstad Herlofson and
her team on the ground in Oslo enabled the
meeting to run smoothly. The hotel was spacious and accommodated both the parallel
and plenary sessions well – and it put on a
lunch that boasted about a million different
dishes, fitting to everyone’s tastes.
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Viking Law § 3: Be a Good Merchant
The evening entertainment was a perfect mix
of culture and socialising – clearly our hosts
knew their fellow QLG members well, and sold
Oslo to us using some of its most impressive
features. On the Thursday evening they took us
to the Oslo Opera House, an incredibly modern building remarkable not least for its being
completed in 2007 ahead of schedule and
under budget. A tour of the building gave us a
view of its breathtaking architecture, while dinner next to 15-metre-high windows gave us
views over the water to “She Lies”, a glass-andsteel iceberg sculpture by Monica Bonvicini.
Friday’s treat was a fascinating and humbling
guided tour of the Nobel Peace Center. After a
busy two days in full meeting mode, this was
an opportunity to step out of the QLG bubble for a while and take stock of the amazingly
dedicated people who have helped shape our
world over the last 100 years. The convivial
Italian meal that followed was just right to put
us back into the QLG bubble again. Warm and
cosy, the restaurant’s opulence was in striking
contrast to the hard, clean lines of the Opera
House the night before.
Viking Law § 4: Keep the Camp in Order
At this Oslo meeting we broke the attendance record, numbering 133 attendees. The
introductory session was kicked off by Andrew
Bottomley (EORTC HQ) and then QLG Chair
Lonneke van de Poll-Franse – and then, as
always, it was over to the members to stand
up and introduce themselves. With 133 people it took a bit of time to make it around the
room… but we made it!
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Module overview
As the module developers progress with their projects, this list will change, so please check our webpage for the latest
updates: http://groups.eortc.be/qol/why-do-we-need-modules

Modules in Phase IV

Validated Modules

QLQ-BrR24

BREAST RECONSTRUCTION

QLQ-CAX24

CANCER CACHEXIA AND
NUTRITIONAL STATUS

QLQ-CIPN20

PERIPHERAL NEUROPATHY

QLQ-CML24

CHRONIC MYELOID LEUKAEMIA

QLQ-BIL21

CHOLANGIOCARCINOMA AND
GALLBLADDER CANCER

QLQ-H&N43

UPDATE OF H&N35

QLQ-BM22

BONE METASTASES

QLQ-LC29

UPDATE OF LC13

QLQ-BN20

BRAIN

QLQ-PRT23

RADIATION PROCTITIS

QLQ-BR23

BREAST

QLQ-SHQ22

SEXUAL HEALTH

QLQ-CR29

COLORECTAL

QLQ-SWB32

SPIRITUAL WELLBEING

QLQ-CX24

CERVICAL

QLQ-TC26

TESTICULAR CANCER

QLQ-ELD14

ELDERLY CANCER PATIENTS

QLQ-EN24

ENDOMETRIAL

QLQ-FA12

CANCER-RELATED FATIGUE

Modules in Phase III
Nasopharyngeal Carcinoma
Outpatient Satisfaction
Satisfaction with Cancer Care Core
Symptom-Based Questionnaires
Thyroid Cancer
Vulva Cancer

Modules Phase III Completed

QLQ-GI.NET21 NEUROENDOCRINE CARCINOID
QLQ-HCC18

HEPATOCELLULAR CARCINOMA

QLQ-H&N35

HEAD & NECK

QLQ-INFO25

INFORMATION

QLQ-LC13

LUNG

QLQ-LMC21

COLORECTAL LIVER
METASTASES

QLQ-MY20

MULTIPLE MYELOMA

QLQ-OES18

OESOPHAGEAL

QLQ-OG25

OESOPHAGO-GASTRIC

QLQ-OH15

ORAL HEALTH

QLQ-OV28

OVARIAN

QLQ-PR25

PROSTATE

QLQ-STO22

GASTRIC

QLQ-ANL27

ANAL CANCER

QLQ-BLM30

MUSCLE INVASIVE BLADDER
CANCER

QLQ-CLL17

CHRONIC LYMPHOCYTIC
LEUKAEMIA REPLACING QLQ-CLL16

Breast Cancer (update of BR23)

QLQ-CLL16

CHRONIC LYMPHOCYTIC
LEUKAEMIA – BEING
REPLACED BY QLQ-CLL17

Hereditary Cancer Predisposition
Syndrome

QLQ-COMU26

COMMUNICATION

IADL in Brain Tumor Patients

QLQ-HDC29

HIGH-DOSE CHEMOTHERAPY

QLQ-HL27

HODGKIN LYMPHOMA

Modules in Phase I–II
Adolescents and Young Adults

Pancreatic Neuroendocrine Tumor
Spinal Cord Compression
Survivorship

QLQ-MEL38

MELANOMA

QLQ-NHL-HG29

HIGH-GRADE NON-HODGKIN
LYMPHOMA

QLQ-NHL-LG20

LOW-GRADE NON-HODGKIN
LYMPHOMA

QLQ-NMIBC24

NON-MUSCLE INVASIVE
BLADDER CANCER

QLQ-OPT30

OPHTHALMIC CANCER

QLQ-PAN26

PANCREATIC CANCER
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