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PRESIDENT’S MESSAGE

Peter Fayers, PhD
Aberdeen, UK

Theannual 1SOQOL conferencesusualy
identify a theme. This year’s theme is
HRQOL Research: Making an Impact in
the Real World. The pre-conference dec-
laration statesthat “ The aims of the Con-
ference areto encourage membersto look
at how HRQOL research has and can be
used in practice to improve patient well-
being.” The conference committee has
also brought together speakersfrom regu-
latory bodies (such as EMEA and FDA)
to provideinsight from their perspective.
In addition, there will be a panel includ-
ing the editors of the Lancet and Quality
of Life Research to discuss the expecta-
tions of journals.

This made me wonder what the themes
have been for the past few years— partly
because | had faint recollections of simi-
lar themes in the past. Are we actually
moving forward? Well, since 2000 the
themeswere:

2000: Vancouver

Interpretation of HRQOL Measures; and
determination of ameaningful changein
HRQOL

2001: Amsterdam

HRQL in daily clinical practice; health-
related quality of life (HRQL) and men-
tal health; psychosocial modeling of
HRQL outcomes; and HRQL, happiness
and social indicators research.

2002: Orlando

Theoretical modelsof QoL ; methodol ogi-
cal advancesin QoL ; andlinking QoL and
clinicians.

2003: Prague
It was decided not to declare a specific
theme!

| nternational Society for
Quality of Life Research

2004: Hong Kong

Harmonizing international health-related
quality of life (HRQOL) research, with
emphasison cultural and linguisticissues,
including the problems of defining and
conceptualizing HRQOL.

2004: Boston symposium

Thefuture of HRQL measurement: meth-
ods and applications (covering assess-
ment, measurement theory, cognitive sci-
encesin health outcomes assessment, sta-
tistical analysis, qualitativeresearch, and
outcomes research being applied).

2005: San Francisco

Building bridgesto enhance quality of life
(with sessions on policy applications,
HRQOL assessment in clinical practice,
and presentations by stakeholdersinclud-
ing government, accreditation organiza-
tions, patient advocates, and clinical
trialists).

Of coursethereare some common threads
—suchas“daily clinical practice” in 2000,
“linking QoL and clinicians” in 2002,
“HRQOL assessment inclinical practice”
and our present theme of how hasand can
HRQOL research be used in practice to
improve patient well-being. But, over-
all, the breadth of topicsand lack of over-
lap rather surprised and reassured me.
Furthermore it is surely appropriate that
clinical practice and individual patients
remain a major focus of our Society, as
ultimately itistheindividual patient that
we are assessing, it isthe individua pa-
tient whose opinion we are seeking, and
thewholerationaefor ng HRQOL
it isimprove or maintain the “quality of
life” of the present patient and future pa-
tients. Onthe other hand, | was surprised
that “clinical trials’ were never explic-
itly featured (although in 2005 “clinical
trialists” were mentioned among the
stakeholders).
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Theother thing that struck meisthat many
of these topics remain of major interest.
For example, “interpretation of HRQOL
and determination of a meaningful
change’ are still strongly debated, and
there are sureto be presentations on these
subjectsin Lisbon.

Meanwhile, it certainly seemsto methat
the content of our programmes has
changed over theyears. Thisisvery much
endorsed by the number of people who
have commented to me that recently the
meetings have been moreinteresting than
they used to be. (Although, as a statisti-
cian, | am aware that an aternative and
more negative hypothesis could be that
ISOQOL conferences are unwelcoming
to newcomers, and that only those who
have been to several previous meetings
can start to appreciate the conferences!
Fortunately that does not seem to be the
case, and many new attendees also say
how interesting themeetingsare.) Inpar-
ticular, many of those to whom | have

President, continued on page 7
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LET'STALK

Kathleen W. Wyrwich, PhD
K. Louis, MO, USA

In my last column on substantive issues
in the measurement of health-related
quality of life, | asked for your responses
to two questions

Arewe putting too much effort and
publication space into the tranda-
tion and validation of QOL mea-
sures for use in other nations and
languages? And secondly, arethere
minimum criteriathat thispublica-
tions genre should report in the
publication of results?

| solicited three ISOQOL members to
weighin on this question. First, Ron D.
Hays, PhD, Editor-in-Chief of Quality of
Life Research, submitted the journal’s
Poalicy on Cross-Cultural Evaluations of
Existing HRQOL Measures. He states:

Several manuscripts reporting cross-cul-
tural evaluations of existing HRQOL
measures are submitted to Quality of Life
Research and thejournal haspublished a
large number of them. For example, in
2005 we published thefollowing articles:

1) “Reliability and construct vaidity of
the SF-36 in Turkish cancer patients’

2) “Validity and reliability of the Chi-
nese (Singapore) version of the
Parkinson’s Disease Questionnaire’

3) “lsthe standard SF-12 Health Sur-
vey valid and equivalent for a Chi-
nese population”

4) “Translation and psychometric test-
ing of the Basgue version of the SF-
36 Health Survey”

5) “TheEuropean Organization for Re-
search and Treatment of Cancer
Quality of Life Questionnaire
(EORTC QLQ-C30): Validation of
English version in Singapore”

6) “Validating and norming of the
Greek SF-36 Health Survey”

7) “Development and psychometric
tests of the Chinese-version Low Vi-
sion Quality of Life Questionnaire”

8) “Preliminary evidence of the mea
surement properties of the Chinese
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version of the Child Health Question-
naire, parent form (CHQ-PF50) and
child form (CHQ-CF87)”

9) “Validity andreliahility of theBangla
version of WHOQOL-BREF on an
adol escent population in
Bangladesh”

10) “Psychometric evauation of the Chi-
nese version of the Pittsburgh Sleep
Quality Index (CPSQI) inprimary in-
somniaand control subjects”

11) “Construct validation of the Greek
SF-36 Health Survey”

12) “Determining the basis psychomet-
ric propertiesof the Greek KDQOL -
SF™™”

13) “Validity and reliability of the Ital-
ianversion of the Quality of Life, En-
joyment and Satisfaction Question-
naire” and

14) “Evaluation and discriminative prop-
erties of the Portuguese MacNew
Heart Disease Health-related Qual-
ity of Life Questionnaire.”

Because many of these papersare prima-
rily of national or “local” rather than in-
ternational interest, the journal policy is
to ask that these manuscripts be submit-
ted asbrief communications. Inaddition,
the bar we are setting for publishing these
brief communicationsis higher now than
it has been in the past. To be accepted
for publication, these brief communica-
tions need to be evaluated positively by
peer reviewers and make a noteworthy
contribution to the existing literature.

A full length manuscript will be consid-
ered for publication in Quality of Life
Research only if it provides substantially
new methodological and/or substantive
knowledge to the field (e.g., a superior
method of cross-cultural adaptation, more
thorough evaluation of theorigina instru-
ment being adapted, multi-language or
multi-country comparisons, etc.). Authors
submitting full length manuscripts must
provide an accompanying letter justify-
ing the need for a full length report of
their work.

We encourage each of you to submit your
best work to Quality of Life Research and
to review manuscriptswhenever possible.

Let's Talk, continued on page 6



ISOQOL SATELLITE
MEETING ON PATIENT
REPORTED OUTCOMES
AND REGULATORY
|SSUES

Dennis Revicki, PhD
Bethesda, MD, USA

Thedraft FDA guidance on the methods
and use of patient reported outcome in-
strumentsin pharmaceutical product de-
velopment, evaluation and labeling has
generated aconsiderable amount of com-
mentary and activity in the health out-
comes research community. 1SOQOL
sponsored ameeting which was organi zed
by Bill Lenderking, Jeff Sloan and my-
self to further contribute to this discus-
sion and to advance thinking on various
measurement and methodol ogical aspects
of health outcomes research. The meet-
ing was held in Washington, DC on June
29, 2006 at the Renaissance Mayflower
Hotel. Meeting participants came from
throughout the United States and from
Europe, and included government, indus-
try and academic researchers. The open-
ing plenary session provided a overview
of recent developments and thinking by
the FDA related to patient reported out-
comes and methods by Ed Rock, John
Powers and Sahar Dawisha, all from the
FDA. Itwasclear fromthe presentations
that the FDA has evolved in their think-
ing and understanding about patient re-
ported outcomes, but it is important to
notethat many of the FDA reviewersand
staff are clinicians who have a narrow
focus in ensuring that there is sufficient
evidence of patient benefits, based on
clinical efficacy and patient reported out-
comes, and acceptable side effects of new
therapy. Many FDA staff are new to
health outcomesresearch and they appre-
ciate these type discussionswith |SOQOL
membersand othersin the outcome com-
munity.

Next, the meeting consisted of aseries of
state-of -the-science presentations on con-
ceptual frameworks and labeling state-
ments, best practices on patient reported
outcome instrument development, stan-
dards for and documentation of the psy-

chometric evaluation of measures, key
statistical analysis issues and methods,
and responsiveness and interpretation of
patient reported outcome data. The con-
tent of these sessions were based on the
joint contribution of a number of
ISOQOL members, including Dennis
Revicki, Bill Lenderking, Jeff Sloan,
Diane Fairclough, Neil Aaronson, Dave
Cella, Jakab Bjorner, and Peter Fayers.

First, DennisRevicki and othersprovided
anoverview of therationaleand explica-
tion of endpoint and conceptual models
for health outcomes research focused on
needed information to support patient
reported outcomeinstrumentsin pharma
ceutical development and evaluation and
for labeling claims. Articulating the ra-
tionale for measuring health outcome
domains and providing the conceptual
model demonstrating the mechanisms,
links, and content of patient reported out-
come measures demonstrates the impor-
tance of these outcomes for assessing
product effectiveness. Next, Bill
Lenderking and colleagues summarized
several important issues associated with
instrument development, including in-
volvement of the patient in instrument
development, appropriate recall periods,
weighting of itemsin developing asum-
mary score, and appropriate validation
when items are used to measure a differ-
ent concept or when the measureisto be
used in a different patient population.
Ron Hays then presented on proposed
standards for evaluating and document-
ing the psychometric qualities of mea
sures of usein medical product develop-
ment and to support labeling claims. The
presentation covered the kinds of evi-
denceneeded toindicatethat aPRO mea-
sure has a sufficient level of reliability
and validity, evaluation approaches that
can be used when a measure is revised,
and the types of reliability and validity
evaluation that are appropriate during
different phases of clinical trials.

The next two presentations, by Jeff Sloan
and colleagues on statistical analysisis
sues and methods and Dave Cella and
colleagues on interpreting the results of
patient reported outcome studies, respon-
siveness and minimal important differ-
ences, completed the day’s major ses-
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sions. Thedataanalysispresentation cov-
ered missing data, handling multiplicity
of patient reported outcome endpoints
and longitudinal dataanalysis. Thereare
a number of imputation and statistical
modeling approaches for dealing with
missing data and multiplicity, but no one
method is appropriate for all situations
observedinclinical trias. Finally, Dave
Cella covered the relevant methods for
evaluating instrument responsivenessand
presented on guidelines for determining
minimal important differencesfor patient
reported outcome measures. The presen-
tation discussed several myths about
minimal important differences, including
that the MID is equivalent to 0.5 stan-
dard deviation units, MIDs represent
stable characteristics of instruments, are
symmetrical, and that all anchors are
equally relevant. There are challenges
associated with interpreting findingsfrom
clinical trials based on patient reported
outcome measures but there is enough
research to help determineaway forward.

Theclosing sessioninvolved commentary
and discussion by Margaret Rothman,
Nancy Santanello, Albert Wu and Donna
Lamping and active questioning from the
audience participants. In fact, throughout
the day’s meeting, there were a number
of lively and informative discussions. We
think that the meeting was a success and
we look forward to your participation in
the planned one-day session with repre-
sentatives from the EMEA and FDA on
Tuesday, October 10 in Lisbon. Please
check out the ISOQOL website for fur-
ther information.



SAVE THE DATE!
Special Conference on
PROs in Clinical Practice
June 24-26, 2007

Budapest, Hungary

Claire Shyder, PhD
Baltimore, MD, USA

We are pleased to announce that a spe-
cia conference on the use of patient-re-
ported outcomes (PROs) in clinical prac-
tice has been planned for June 24 through
26, 2007 in Budapest, Hungary. Daily
clinical practice is arelatively new set-
tinginwhich PROsarebeing applied. The
primary goal of PRO assessmentinclini-
cal practice is to provide information
important for monitoring and ultimately
improving patients' physical and psycho-
social functioning, and facilitating effec-
tive symptom management during and
following treatment. PRO datamay also
be used in clinical practicetoinform de-
cision-making and, more generally, to
improve communication.

This three-day ISOQOL conference is
intended to:

¢ Summarize the state-of-the-art of
PRO assessment in daily clinical
practice

* |dentify gapsin our knowledge base
(theoretical, empirical, and experien-
tial) with regard to using PROs in
clinical practice

* Develop a research agenda for im-
proving the science and practicality
of PRO assessment in clinical prac-
tice

¢ [nvolve various stakeholders in the
discussion of PROsin clinical prac-
tice

Therewill beahalf-day of workshopson
Sunday, June 24. Thiswill be followed
by two full days of conference plenary
and poster sessions. A significant amount
of time will be reserved for discussion
between presenters and the participants.

The topics that will be addressed during
the conference include:

¢ Theoretical Underpinningsfor Using
PROsin Clinical Practice

¢ Applications of PROs in Clinical
Practice

+ Content of PROsin Clinical Practice

® | ogistics of Collecting PROs in
Clinical Practice

* Training Health Care Professionals

to Useand Interpret Datafrom PROs
in Clinical Practice

¢ Evaluating the Effectiveness of Us-
ing PROsin Clinical Practice

The conference is being chaired by Neil
Aaronson, PhD, and Claire Snyder, PhD,
in cooperation with a planning commit-
tee composed of: Michael Brundage,
MD, MSc; David Osoba, MD; Galina
Velikova, MD; Albert Wu, MD, MPH;
and Susan Yount, PhD. Please feel free
to contact Neil Aaronson
(n.aaronson@nki.nl) or Claire Snyder
(csnyder@jhsph.edu) for more informa-
tion. If you have ideas regarding work-
shops, please contact Albert Wu
(awu@jhsph.edu). Last but not least, if
your organization would like to sponsor
the conference or you know of another
organization that would like to sponsor
the conference, please contact Neil or
Claire.

We look forward to seeing you in
Budapest next June!
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|SOQOL WEBSITE
REPORT

By Jordana Schmier
Alexandria, VAUSA

Most of ususe web search enginesdaily.
They are incredible tools, but they can
also make it challenging to interpret our
web usage reports. Why is this? Well,
web crawlers (aka spiders or bots) are
constantly searching the web and index-
ing it so that searches find the best page
matches. However, these web crawlers
hits to the ISOQOL web site don't look
any different than areal, live person us-
ingthesite. Our almost 70,000 visitsover
the past 8 monthsare influenced by these
web crawlers, and it's hard to pull out
usage information separate from these
searches.

With this in mind, there are still a few
interesting points to share from our web
site usage stati sticsfrom January through
August 2006:

* About 1/3 of thevisitsto thesiteare
from outside the United States

* “Hits’ from each of these countries
were responsible for at least 1% of
al theviews: United States, Austra-
lia, UK, Netherlands, Canada, Ger-
many, Japan, France, China, and

Spain

* Thelongest averagevisitfor asingle
page was over 3.5 minutes for the
page about the June 2006 FDA Guid-
ance Mesting.

* The heaviest usage wasin May. In
general, Tuesdays have had the
heaviest usage and Saturdays the
least.

* Over 70% of us are using Internet
Explorer to view the site.

If you have questions, concerns or want
to suggest complementary meetings or
conferences to which we should provide

links, please contact me at
jschmier@exponent.com.



MAY O/FDA MEETING ON OPERATIONALIZING THE FDA GUIDANCE FOR PA-
TIENT-REPORTED OUTCOMES (PRO’'S): TRANSCRIPTS AND PRESENTATIONS

Jeff Soan, PhD
Rochester, MN USA

A meeting washeld February 22-24, 2006
in Chantilly, VA to discussthe FDA Guid-
ance for Patient-Reported Outcomes,
with over 400 attendees, and expertsfrom
around the world. FDA representatives
answered over 300 questions over the
three days of the meeting regarding the
content of the guidance document and
implications for discussion, dissemina-
tion, and operationalization. Presenta-
tionsincluded:

* The FDA Perspective on the Guid-
ancefor Patient-Reported Outcomes

* Patient Reported Outcomes: Con-
ceptual Issues

* PRO Instrument Selection: Design-
ing aMeasurement Strategy

¢ Patient Reported Outcomes: Instru-
ment Selection Issues

* What is Sufficient Evidence for the
Validity of Patient-Reported Out-
comes?

¢ Analysis, Interpretation, and Report-
ing Results Based on Patient-Re-
ported Outcomes

¢ Evaluating Health-Related Quality of
Lifein Cancer Clinical Trids: The
National Cancer Institute of Canada
Clinical Trials Group Experience

¢ CCOP Perspectiveonthe FDA PRO
Guidance: What does it mean for
NCI-Sponsored Cancer Trials?

¢ Evaluating Health-Related Quality of
Lifein Cancer Clinical Triads: The
European Experience

* Regulatory Issues: Perspectives
from the ERIQA Group

Shlpplng I nfor mation (Please print or type all information)

Name

Address

City

State Zip

Phone

Email

FDA Guidance on Patient Reported Outcomes:
Discussion, Dissemination and Operationalization
6-Audio DVD Set

$75.00 e

Total Payment Enclosed (U.S. Currency)

5045 or email hoag.martha@mayo.edu.

*The price listed for this material is for individual use and includes shipping anc
Thereisno CME credit availablefor thisset. For additional questions conta

Payment Method

OCredit Card:

OCheck (payable to Mayo Foundation)
OVisa O MasterCard O Discover

Card Number

Signature

Mail or Fax thiscomplete order form and payment to:
Mayo School of CME, 200 First Street SW, Plummer 2-60, Rochester, MN 55¢
Website: www.mayo.edu/cme, E-mail: cme@mayo.edu
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* A Special Presentation

All presentations and discussions at the
meeting were audio-taped. Mayo CME
has put together a DV D which includes
all the slide presentationswith accompa-
nying audio as well as audio of al the
Q&A withthe FDA representatives. If you
would like to purchase a copy of the six-
DVD set which covers the entire three-
day event, please contact Martha Hoag
(contact information below) or use the
order form below.

Copies are now available at $75 per set.
Please complete the form below or con-
tact Martha Hoag, Mayo Clinic College
of Medicine, School of Continuing Medi-
cal Education, Plummer 2-60, Rochester,
MN 55905, (507) 266-5045 or e-mail
hoag.martha@mayo.edu.



Let's Talk, from page 2

Next, Sonya Eremenco, MA, and David
Cella, PhD, on behalf of Center on Out-
comes, Research and Education (CORE),
Evanston Northwestern Healthcare, gave
the following response.

Cultural and linguistic differences be-
tween people arefascinating. At the same
time, these differences threaten our abil-
ity toindiscriminately pool health-related
quality of lifedatain our international or
multicultural studies. Translating ques-
tionnairesinto different languagesis not
merely a redundant and pre-formulated
exercise; each experienceisareachinto
another culture and its effect on the way
a concept is expressed and understood.
Rarely does this cease to be interesting
or novel. Publication of these exercises
can and should reflect the new lessons
learned from each experience. At the
sametime, itisof immense practical value
toillustratein the published literature that
agiven questionnaire has been translated
using state of the sciencetechniques, and
that the technique has preserved the es-
sence of the source questionnaire. In
short, we believeit isimportant and jus-
tifiable to have publication venues for
QOL instrument tranglation work.

In our experience, it has been rather dif-
ficult to publish QOL instrument transla-
tion and validation articles, and to find
relevant publications when needed. In
fact, there is a recurrent question that
arises whenever we talk about equiva-
lence in translations and cross-cultural
measurement which is whether it isin-
deed possible to equate patient reported
outcomesresultsfrom different countries,
where the impact of culture on symptom
experience can mediate how the symp-
toms are actually reported. Without em-
pirical evidence either to support or re-
futetheseissues, wewill continueto ques-
tion whether cross-cultural data pooling
is justifiable. As the practical world of
clinical research grows smaller, the de-
mand for cross-cultural measurement and
aggregation of data from multinational
studieswill only increaseand will require
further evidence of the suitability of trans-
lations methods as well as validation
methods.

There are minimum criteria that should
be applied to this genre of publication.
These criteriashould include both quali-
tativeresearch methodsand resultsaswell
as quantitative methods and results. Itis
often only in the examination of qualita-
tive datathat conceptual equivalence be-
tween the translation and its source ver-
sion can be assessed and confirmed. Itis
quite possible to find measurement
equivalence between items that actually
do not mean the same thing, just because
the two patient groups happened to an-
swer them consistently. We do encour-
age the use of analytical models such as
Item Response Theory and Differential
Item Functioning as a way to quantita-
tively test for equivalent item perfor-
mance. While DIF methods can detect
items which seem to perform differently
between two groups, they do not provide
any information on the reasons for this
differential performance. This step re-
quiresinvestigator thoughtfulness. Using
these methods, researchers can detect
items which seem to lack measurement
equivalence, but then must returnto quali-
tative methodsto investigate the reasons
for thistype of performance. That said,
wedo not advocate requiring IRT or DIF
methods as a minimum criteria. These
studies require large samples sizes for
robust results and it has not been shown
that this activity, while informative and
very interesting, is essential to ensure a
quality translation. Practical consider-
ations of time and cost come into play
here. The data reported in such publica-
tions should meet acceptable scientific
standards with regard to appropriate data
collection, recognized analytical meth-
ods, and meeting standards for interpre-
tation, whether quantitative or qualitative.
Sample size should not be the sole crite-
rion upon which to decide whether apub-
lication is suitable or not, but rather
whether thefindings shed important light
on issues that are in need of further in-
vestigation.

In conclusion, we do not wish to discour-
ageresearchin the adaptation of measures
for different languages and cultures be-
causethisinformationisbeneficial tothe
further development and validation of
each measure. Validation is never full or
final; it is an ongoing endeavor with re-
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gard to the properties and usefulness of
the instrument in question, and the data
provided by publications of translations
and adaptations of this measure is vital
to its continued validation. Moreover,
these datahelp everyonein the scientific
community to better understand and ap-
preciate how the same disease may mani-
festitself differently in disparate cultures.
This can lead to improvementsin health
caredelivery aswell asglobal quality of
life.

Many thanks to Ron, Sonya, and David
for their well-crafted responses. The new
question that | would like to toss around
considers our Mission Satement. It
reads:

The scientific study of Quality of Life
relevant to health and healthcare is the
mission of the International Society for
Quiality of LifeResearch (ISOQOL). The
Saociety promotestherigorousinvestiga
tion of health-related quality of lifemea-
surement from conceptualization to ap-
plication and practice. ISOQOL fosters
the worldwide exchange of information
through:

* Scientific Publications,

* |nternational Conferences,

* Educational Outreach, and Collabora-
tive Support for HRQOL Initiatives.

My question for your thought in thisis-
sueis:

Doesthismission statement encom-
pass and reflect who and what the
organizationis? Doweneed atune-
up or are we focused and working
together as a Society towards this
mission?

What do you think? Please reply to
wyrwichk@slu.edu with your thumbsup
or down, aswell as your reasons, before
November 1, 2006. | look forward to
reading and relaying your responses.




ISOQOL 2006 ELECTION
RESULTS

ISOQOL would like to thank the
following for their service:

Peter Fayers, President
Oct. 2004 - Oct. 2005
AndreaBezjak, Board Member
Oct. 2003 - Oct. 2006
Andrew Bottomley, Board Member
Oct. 2003 - Oct. 2006
Kwok-fai Leung, Board Member
Oct. 2003 - Oct. 2006
L aura Schwartzmann, Board Member
Oct. 2003 - Oct. 2006

... and welcome thefollowing to the
ISOQOL Board of Directors:

Donnal amping, President-Elect
(Oct. 2006 - Oct. 2007)
Nancy Mayo, Board Member
(Oct. 2006 - Oct. 2009)
Carol Moinpour, Board Member
(Oct. 2006 - Oct. 2009)
LenaRing, Board Member
(Oct. 2006 - Oct. 2009)

The fourth board position will be deter-
mined by arun-off election between Jeff
Sloan and Bryce Reeve, who had received
the same number of votes at the conclu-
sion of the regular election.

MEMBER NEWS

In May, George Torrance received the
2006 Avedis Donabedian Outcomes Re-
search LifetimeAchievement Award from
the International Society of
Pharmacoeconomics and Outcomes Re-
search. Thisaward was histhird lifetime
achievement award; in 2001 he received
the Award for Career Achievement from
the Society for Medical Decision Mak-
ing, and in 2002 he won the President’s
Award from ISOQOL. Our congrats,
George!

Deborah Watkins Bruner, RN, PhD has
recently moved from Fox Chase Cancer
Center to the University of Pennsylvania
as Independence Professor of Nursing.
Dr. Bruner isdirecting anew Core Facility
in the Abramson Cancer Center for Re-
cruitment, Retention and Outreach.

Dr. Jolie Ringash, BSc, MD, MSc,
FRCP(C) was recently appointed as Co-
Chair of the Quality of Life Committee
at the National Cancer Ingtitute of Canada
Clinical TrialsGroup (NCIC-CTG) along
with Dr. Michael Brundage. The commit-
teeis grateful for the ongoing contribu-
tionsof former Chair Dr. AndreaBezjak.

£

President, from page 1

spoken point out specific changes — for
example, that now there are fewer pre-
sentations of routine development of yet
another instrument for disease areas that
are already well covered. Instead, there
isgreater focus on general methodol ogy,
coupled with increasing number of papers
presenting results in various disease ar-
eas. | shall find it most interesting to hear
what the journal editors perceive as in-
teresting and relevant research in
HRQOL, aseditorsshould befinely tuned
into what their readerswant to read about
— one implication being that possibly
similar issues will be of greatest interest
to our participants, too.

Another point that | notice about the
themes is that although the society is
called 1ISOQOL, we consistently refer to
HRQOL (whenweoccasionaly lapseinto
QoL, asin2002, it ispresumably because
we rely on context to make it clear that
for us by QoL we mean HRQOL). Not
surprisingly, the name ISOQOL contin-
ues to confuse people. | have had con-
siderable debate with a couple of mem-
bersof thelnternational Society for Qual-
ity-of-Life Studies (ISQOLS), who protest
that our instruments do not assess qual-
ity of life — yet they are happy to admit
the term health-related quality of life.
However, | would counter that thetitle of
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their society is equally misleading, and
that this is partially acknowledged by
those of their members who are working
with measures of “ subjective well-being”
in preferenceto using theterm QoL. We
have been discussing with ISQOLS the
possibility of having ajoint session at one
of our future conferences, maybe next
year.

Meanwhile, we dtill debate the distinc-
tions between measures of health status
versus quality of life instruments. And
now the FDA draft guidelineshaveclearly
staked a preference for Patient Reported
Outcomes (PROs) astherel evant concept
and term. Furthermore, asreportedinthe
previous newsletter (page 3), FDA rep-
resentatives have repeatedly clarified
that PRO, quality of lifeand HRQOL are
not interchangeable terms or concepts,
and that “quality of lifeasageneral con-
cept has never been approved in alabel-
ling claim.” That statement certainly ap-
pears to fly in the face of what many of
us are doing. Many disease-specific in-
struments assess anumber of “PROS” in
the form of symptoms, side effects, limi-
tations of functioning, etc., but anumber
of usaso commonly use questions about
“your overall quality of life” as conve-
nient summary measures providing an
overall assessment of whether interven-
tionsareworthwhile. Hopefully the con-
ference speakers representing the regu-
latory bodies will provide some insight
into their reasoning for being so depre-
catory about HRQOL — we can be sure
that interesting ideas will emerge!

All of which makes me muse over just
what it isthat we want to be measuring. |
wonder whether a good starting point
might be to ask the patients themselves:
“What isthe best way to assessyour treat-
ments? Should we focus entirely on
things such as your symptoms, or would
you prefer usin addition to ask about your
overall quality of life (or health status
etc.)?" Perhapsafuturethemefor acon-
ference might take us back to basics!



ISOQOL 13th Annual Conference
October 10 - 14, 2006 ~ Corinthia Alfa Hotel, Lisbon Portugal
HRQOL Research: Making an Impact in the Real World

Tuesday, October 10, 2006

8:30am-4:45pm

Patient Reported Outcomes and the Glo-
bal Regulatory Environment: The
ISOQOL Workshop on Measures and
Methods

Wednesday, October 11, 2006

9:30am—4:30pm
Workshops

Thursday, October 12, 2006

8:00—-9:00 am

Special I nterest Group meetings
KIDS: QoL Assessment in Children &
Adolescence

HIV/AIDS

New Investigators

8:00 am —12:30 pm
Poster Session 1 on display

9:00-10:30 am
Plenary 1

10:30 -11:15 am
Break and Meet the Authors Poster
Session

11:15am —12:45 pm
Concurrent sessions
Symposium and Oral Sessions

12:50 —2:00 pm

L unch panel session:

“What the Editors Say!”

David McNamee (Lancet), Ron Haysand
Neil Aaronson (QLR)

2:00-3:30 pm
Concurrent sessions
Symposium and Oral Sessions

2:00 —6:15pm
Poster Session 2 on Display

3:30-4:00 pm
Break

4:00-5:30pm
Concurrent sessions
Symposium and Oral Sessions

5:30-6:15pm
M eet theauthor sposter session

6:00—7:00 pm
M entor/M entee session

Friday, October 13, 2006

8:00—-9:00 am

Special Interest Group meetings
Response Shift

Mental Health

Tranglation and Cultural Adaptation
Trandlation Research

8:00 am —12:30 pm
Poster Session 3 on display

9:00 —10:30 am
Plenary 2 “QOL and the policy mak-
ers’

10:30 -11:15 am
Break and meet theauthor sposter ses-
sion

11:15am—-12 :45pm
Concurrent sessions
Symposium and Oral Sessions

12:45-2:00 pm
ISOQOL Business M eeting Lunch

2:00-3:30 pm
Concurrent sessions
Symposium and Oral Sessions

2:00-6:15pm
Poster Session 4 on display

3:30-4:00 pm
Break

4:00-5:30 pm

Concurrent sessions
Symposium and Oral Sessions
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5:30-6:15pm
M eet the author s poster session

6:00—7:00 pm

Special Interest Group meetings
Quality of Life ResearchinlberoAmerica
QoL inClinical Practice

Saturday, October 14, 2006

8:00 am —12:30 pm
Poster Session 5 on display

9:00 —10:30 am
Plenary 3

10:30 - 11:15 am
Break and meet theauthorsposter ses-
sion

11:15am —12:45 pm
Concurrent Sessions
Symposium and Oral Sessions

12:45-2:00 pm
Lunch on your own

2:00-3:30 pm
Concurrent sessions
Symposium and Oral Sessions

2:00-6:15pm
Poster Session 6 on display

3:30-4:00 pm
Break

4:00-5:30 pm
Concurrent sessions
Symposium and Oral Sessions

5:30-6:15pm
M eet the author s poster session

7:30 pm
GalaDinner




ISOQOL WELCOMES
NEW MEMBERS

Angels Pont Acuna
Barcelona, Spain
DebraAdamson, M.S.
Newbergh, In USA

Kingsley Akhigbe, MB, BS, FWACP
Benin city, EDO Nigeria
Kerry Avery, BSc, PhD
Bristol, United Kingdom
Amy M. Barrett, M SPH
Chapel Hill, NC USA
Antonia Bennett, MA
Seattle, WA USA

Elsbeth Bloem, MSC
Amsterdam, The Netherlands
John Browne, PhD

London, United Kingdom
Sefan Cano, BSc, PhD
London, United Kingdom
Paulo Carita

Barneux, France

Eduardo Chachamovich, MD
Porto Alegre, RS Brazil

Peter Chin, MD, MSHS

San Francisco, CA USA
Nadine Connor, PhD
Madison, Wl USA
ChristineDelLal oge
Braine-P’ Aaend, Belgium
Maria C. De Leon, BA
Chicago, IL USA
YedaAparecida De Oliveira Duarte, PhD
Sao Paulo, Brazil

Henrica C.W. de Vet, PhD
Amsterdam, The Netherlands
Maartje de Wit, M Sc
Amsterdam, The Netherlands
Haryana Dhillon, BSc, MA
Sydney, NSW Australia
Christina Donatti, PhD
Oxford, United Kingdom
Rodney Dunn

Ann Arbor, Ml USA
Susanne Ebrahim, M Sc
Cologne, German
Jan-Hendrik Egberts, MD
Kiel, SH Germany

Claire Evvin, MPH

RTP, NC USA

Nunit Gu-Yarsh, PhD

Haifa, Israel

Marlene Gyldmark

Basel, Switzerland

Amin Haiderali, MBA
Mississauga, ON Canada
Paul Han, MD

Bethesda, MD USA

Kristin Harris, BSc(C)
Toronto, ON Canada

Richard Hector, M PH
LosAngeles, CA USA

Cheryl Hill, PhD

Research Triangle Park, NC USA
William Hogoboom, DA
Madison, Wl USA

Susan Horsman, BA

Edmonton, AB Canada
CarolineHouchin, MA, BA
Oxford, United Kingdom
Wen-wei Huang, MA

Shantou City, Guangdong, China
Shih-Ying (Audrey) Hung, MS
Madison, Wl USA

Joanne Jordan, MPH, BA, BSc
Parkville, Vic Australia
Elizabeth Jurd, BSocSc, Mlitt, MM edSc
King Cross, NSW Australia
Scott Kabo

Willow Grave, PA USA
Svetlana Kalyadina, MD, PhD
Saint Petersburg, Russia

Agnes Sofia Kavacs, MA
Budapest, Hungary

Dorothy Keininger
Braine-I’Alleud, Belgium
Dinesh Khanna, MD, MS
Cincinnati, OH USA

Tomoaki Kimura, MS
Hiroshima, Japan

Winslow Klaskala, M S, PhD
Bridgewater, NJUSA

Taavi Lai, MD

Tartu, Estonia

Maaike Langelaan, M Sc
Amsterdam, The Netherlands
Lauren Ji-Young Lee, Pharm D
Irvine, CA USA

Yuelin Li, PhD

New York, NY USA

Leticia Lopez Sanchez, MA, PhD
Buenos Aires, CF Argentina
Ramona Lucas, PhD, MD, MPH
Barcelona, Spain

LeneLunde, MA

Bergen, Norway

Richard Mena, MD

Crystal Lake, IL USA

Sara Miri, MD

Seattle, WA USA

Miklos Zsolt Molnar, MD, PhD
Budapest, Hungary

Ricky Mullis, M Sc

Keele, Staffordshire, United Kingdom
Marko Mychaskiw, BS, MS, PhD
New York, NY USA

Cindy Nowinski, MD, PhD
Evanston, IL USA

Gary Okano, PhD

Thousand Oaks, CA USA

Jorge Palacio-Vieira, MA
Barcelona, Spain
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Shreekant Parasuraman, PhD
Collegeville, PA USA

Guenter Rapatz, M Sc
Switzerland

Judith M. Scott, MPH
Bethesda, MD USA

Severine Seemann, PhD
Lyon, France

Sona L ee Shah, PhD

West Haven, CT USA

Abdul Hannn Shaikh, M S
Dhaka, Bangladesh

Deepika Shaligram, MBBS, MD
Chennai, TN India

Claire Shenton, BSc

Cardiff, Wales, United Kingdom
Ashley Smith, PhD

Bethesda, MD USA

Bhaskar Somani, MRLS
Aberden, United Kingdom
Marinda Spies-Dorgelo, M Sc
Amsterdam, The Netherlands
Selwyn Sanley, PhD
Tiruchirappalli, Tamilnadu, INDIA
Aimee Swartz, MPH
Northhampton, MA USA
Theron Taber

Scottsdale, AZ USA

Seve Tally, PhD

San Diego, CA USA

Michelle Thompson, BA
Raleigh, NC USA

Gabriel Vest

Scottsdale, AZ USA

Pernilla Viklund, PhD, RN
Bristol, United Kingdom
Ester Villalonga Olives
Barcelona, Spain

Robyn von Maltzahn, M Sc
Oxford, Oxfordshire, United Kingdom
Barbara Nyanzi Wakholi, BA
Entebbe, Uganda
ChonghuaWan, PhD
Rochester, NY USA

Keith Wenzel, BA

Oregon, Wl USA

Richard E. White, PhD, Mbc
Chadds Ford, PA USA

David Whitehurst, MSc, LLB
Stoke-on-Trent, Staffordshire, England
Kathryn Winter, MS
Philadelphia, PA USA

Wendy Wong, Chinese

Hong Kong, SAR

Chia-Huei Wu, MA

Taipei City, Taiwan, ROC
Beatrice Yamada, PhD, MS
Sao Paulo, Brasil

Melissa Yeager, JD

Seattle, WA USA
InaZschocke

Hamburg, Germany



ADVERTISEMENTS

Assistant Professor/Instructor, Divison
of Health Palicy, Weill M edical College
of Cornél Universty, New York City. The
Division of Health Palicy in the Depart-
ment of Public Health at Weill Medical
Collegeof Cornell University isseekinga
faculty member at the Assistant Profes-
sor (tenure-track) or Instructor level to
joinour growing academic research group
inNew York City. The Division’smission
is to conduct research on policy issues
relevant to thelocal, national, and global
delivery of health care. Theseincludethe
allocation of scarce resources, financing
and reimbursement, health care technol -
ogy assessment, program evaluation, and
organization of the health care delivery
system. Weare seeking faculty members
who plan on careersin externally-funded,
clinically-oriented health policy research
in an academic medical center environ-
ment. Successful candidates will have a
doctorate in health services research,
economics, decision science, public
health, or arelated field by July 1, 2007.
Candidates must have a demonstrated
record of successful quantitative re-
search related to health policy and strong
potential for obtaining external funding.
Weareespecialy interested in candidates
with interests in urban health and health
disparities, global health, and medical
technology assessment (including infor-
mation technology), but al fieldswill be
considered. Interested candidates
should send aletter of applicationinclud-
ing a statement of research and policy
interests, a CV, and contact information
for three professional references to:
Bruce R. Schackman, PhD, Chief, Divison
of Health Palicy, Department of Public
Health, Weill Medical Collegeof Cornell
University, 411 East 69th Street, New York,
NY 10021, brs2006@med.cornell.edu.
Applications will be accepted until the
positionisfilled, with review of applica-
tionsbeginningimmediately.

Global Health Outcomes Scientist - The
purpose of the Global Health Outcomes
Scientist position isto provide scientific
and technical expertiseto ensurethat the
Health Outcomes research conducted

provides the necessary and needed in-
formation that informs the devel opment
of program phase molecules. The posi-
tionwill initially befocused in Diabetes.
The Scientist oversees and ensures
health economics/outcomes research
strategies and programs to support Pric-
ing, Reimbursement and Access activi-
tiesfor Lilly products. The Scientist dem-
onstrates and applies in-depth knowl-
edge, understanding, and evaluation of
clinical, economic, and/or patient re-
ported outcomes methodologies. The
Scientist effectively communicates com-
plex concepts to internal and external
business partners, along with scientific
communities, in support of health out-
comes research. Moreover, the Scientist
provides technical and scientific leader-
ship to influence cross-functional initia-
tives. A graduate degree in a field rel-
evant to HO or significant previoustrain-
ing and experiencein designing and con-
ducting research and disseminating the
resultsin the areas of health economics,
health outcomes, disease management,
and/or population health may be suffi-
cientinlieu of agraduate degree. Strong
communication and interpersonal skills
and the ability to work successfully in a
team/cross-functional environment. The
ability to think and act globally with a
customer focus and a solution orienta-
tion. Technical and analytic capabilities
in the areas of economic modeling, eco-
nomic evaluation, cost-effectiveness
evauation, burden of disease, epidemi-
ology, statistics, and health care
policyetc. The ability to influence indi-
viduals strong project management skills.
ELI LILLY AND COMPANY IS AN
EQUAL OPPORTUNITY EMPLOYER. To
apply, pleaseclick onthelink below or go
to http://www.lilly.com/careersand refer-
enceJob | D 50270979.

Faculty Position — Psychometrician -
TheCleveland Clinicisseeking an addi-
tional faculty member to join its
multidisciplinary group in quantitative
health sciences. The current group has
24 faculty and over 90 total membersand
isexpected to grow substantially over the
next several years. Areas of research ap-
plicationincludebiostatistics, clinical tri-
als, statistical genetics and
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bioinformatics, statistical computing, pre-
dictive modeling, quality of life assess-
ment, and cost-effectiveness analysis.
Successful candidates must have excel-
lent written and verbal skillswith the abil-
ity and desire to conduct both collabora-
tive and methodologic research. A doc-
toral degree with expertise in quality of
life instrument development and valida
tionisrequired. Thelevel of appointment
will be based on the experience of the
candidate and may be at the full, associ-
ate, or assistant level. The Cleveland
Clinicisatop-ranked medical center and
has been the leading heart care center for
over a decade. The Clinic has a strong
academic mission withitsmedical school
and world-renown Lerner Research I nsti-
tute. The metropolitan and suburban ar-
eas of Cleveland comprise a population
of over 3million, richin culturd diversity.
Thecity itself iscentrally located to sev-
eral other large cities yet enjoys a low
cost of living index. Interested candidates
should e-mail curriculum vitae, the names
of at least three references, and a letter
summarizing experienceand research in-
tereststo QHSjobsearch@ccf.org. These
and other current openings may be found
at http://www.ccf.org/ghs.
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Applicaligi and Clinical Applications
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TopicsInclude;

» A Broad Look at Outcomes Research

» |tem Response Theory

» Computerized Approachesto Qualitative Text Analysis

» Longitudina DataAnaysis

» Outcomes Research Applied

» Theoretical Issuesin Research on Health Status, Quality of Life
» Bayesian Methodology

» Theoretical and Applied Aspectsof Utility Measurement

» Looking to the Future of Outcomes Research

$80/I SOQOL members and $95/non-members
Bulk discountsare availablefor ordersof 100 copiesor more. All order smust be prepaid.

0 My check for $ isenclosed. Please make checks payableto“1SOQOL.”
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Card # Exp Date
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Address
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Fax Email
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1SOQOL
6728 Old McLean Village Drive~McLean, VA 22101 USA

703-556-9222 ~ Fax 703-556-8729 ~ Email : info@isoqol .org ~www.isogol.org
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Mark your Calendar. . .

ISOQOL 14th Annual Conference

October 10 - 13, 2007

Toronto, Ontario Canada

Toronto’s Old City Hall officially opened on September

ISOQOL invites you to join us
for an educational experience
in the City of Imagination

Symposium, Paper and
Poster Abstract submissions
will begin February 2007

Visit www.ISOQOL.org for the
latest information.

18, 1899. Photo Credit: Tourism Toronto

ISOQOL MEMBERSHIP BENEFITS

Know someone who might benefit from ISOQOL membership? Share these benefits with
them and encourage them to join today!

Online Membership Directory

Participation in avariety of Special Interest Groups

Reduced subscription rate for the Quality of Life Research Journal

Reduced conference registration rates

Annual meetings of the International Society for Quality of Life

Opportunity to present and hear cutting edge research presentations and posters
Opportunity to have special interest group meetings at the annual meeting

Accessto the“Members Only” section of the |ISOQOL website —an invaluable resource
tool!

Participation in avariety of committees

Participation in the ISOQOL listserv - email communication with other QOL experts
Exposure to and participation with other professionals involved in quality of life re-
search activities

Discount on annual subscriptionsto the Quality of Life Instruments Database, offered by
MAPI Research Institute

Complimentary receipt of newsletters published 3-times/year

While supplies last: Quality Metric's 9-CD set “Understanding Health Outcomes: An
Accredited Educational Serieson CD-ROM. Series One: Health Status: Concepts, Mea-
sures, and Applications”

#ok ok kR ok ok ok ok ok ok ok kX%

ADVERTISING RATES
1SOQOL Members:

1st 10 lines - no charge
11 or more lines - $10/line

Non-Members:

1st 10 lines - $150.00
11 or more lines - $10/line

Each line contains approximately 36 char-
acters and spaces; this figure is an estimate
only; advertisers will be charged based on
the actual number of lines printed in the
newsletter. |f you have any questions, or if
you wish to advertise a position opening,
please contact the ISOQOL Executive Of-
fice.

ISOQOL, 6728 Old McLean Village Drive, McLean, VA 22101 USA 703-556-9222; fax: 703-556-8729; email: info@isoqol.org
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