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1. Outcome measures (who, what, when, or....)

a. When?
b. Who?
c. What?
d. How?

2. Considerations

3. Existing initiatives
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WHO?

Patient-reported
vs. clinically assessed?

* |n population of interest with regard to:
- Geography
- Age
- Ethnicity
- Disease
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WHAT?

e Validated instruments

e Thorough assessment vs. patient burden
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WHO, WHAT, WHEN? - Patient-Reported Quality of Life

Social

Relationships
Work

Psychological

Emotional
Anxiety/stress
Depression
Sleep/insomnia
Self-esteem

General health

Symptoms/
side effects

& well-being

Physical

Pain
Nausea
Vomiting
Weight loss

Fitness
Strength
Mobility
Energy
Fatigue
Weight
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WHO, WHAT, WHEN? - Clinically-Reported Outcomes

Disease Return 5
e normal life
Changes in biomarker';
Surrogate endpoints
Physical
Psychological Body composition
Depression
Cognitive function Symptoms/
side effects Lymphedema
Adverse events Toxicity

Bone mineral density
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WHEN & WHAT? - Long-Term Outcome Measures

XD

Disease .
Survival

Markers Mortality

Chemical progression Disease-free survival Site-specific
Cancer progression Comorbidities Cancer-specific
Recurrence Time-defined i.e. 1yr, 5yr All-cause

Disease spread/mets
New primary at site
New primary at other
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WHEN & WHAT? - Long-Term Outcome Measures

XD

Costs Benefits
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HOW?

(= [T |No ]88 CARES-SF Cancer Rehabilitation Evaluation System-Short Form

EORTC-QOL-30 European Organization for Research & Treatment of Cancer, QoL
EQ5D Euro QoL 5D

FACT Functional Assessment of Cancer Therapy
QLACS Quality of Life in Adult Cancer Survivors
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Cconsiderations

 Ensure all stakeholders involved in defining outcomes
e Completeness of outcome ascertainment
e Subjectivity in self-reported outcomes
e Heterogeneity by:
- Disease stage & grade
- Treatment received
- Cancer subtypes

 Heterogeneity across studies in outcome definitions
- Definitions of recurrence —death/ second cancers?
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Core Outcome Measures In Effectiveness Trials

www.comet-initiative.org

An agreed standardised set of outcomes that
should be measured and reported, as a minimum,
in all clinical trials in areas of health or health care.



Raise awareness of problems with outcomes in trials
Encourage COS development and uptake

Promote patient/public involvement in COS development
Provide resources to facilitate this

Avoid unnecessary duplication of effort

Encourage evidence-based COS development

Major reduction in selective reporting

Increases consistency across trials to maximise potential to

contribute to systematic review Nattonal fnetp E’

Health Research
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Mike Clarke™®, Elizabeth Gargon', Sarah Gorst”, Micola Harman', Jamie ). Kirkham', Angus McNair”,
Cecilia A. C. Prinsen® Jochen Schmitt’, Caroline B. Terwee® and Bridget Young'

Abstract

The selection of appropriate outcomes is crucial when designing clinical trials in order to compare the effects of
different interventions directly. For the findings to influence policy and practice, the outcomes need to be relevant
and imporant to key stakeholders indueding patients and the public, health cane professionals and others making
decisions about health care. It is now widely acknowledged that insufficient attention has been paid to the choice
ol outcomes measured in clinical trials. Researchers are increasingly addressing this issue through the development
and use of a core outcome set, an agreed standardised collection of outcomes which should be measured and
reported, as a minimum, in all wials for a specific clinical area,

Accumulating work in this area has identified the need for guidance on the development, implementation,
evaluation and updating of core outcome sets. This Handbook, developed by the COMET Initiative, brings together
current thinking and methodological research regarding those issues. We recommend a four-step process to
develop a core outcome set. The aim s 10 update the contents of the Handbook as further research is identified.

Keywords: Core outcome sel, Clinical trial, COMET Initiative, Patients and the public
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e COS for clinical trials
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5 matches

Study Title

Disease
Category

Study Type ‘m

Core QOutcome Set for
Studies on Obesity in

COS for
clinical trials or
clinical

: research
Pregnant Patients - Pregnancy & :
(COSSOPP) Unpublished | (o2 il Obesity crgiig Q
Principal Investigator Dr. B T
Rohan D'Souz... Patient
perspectives
Defining core outcomes
B . g%iie:lotrrials or
mterventmn stud|es on _ Child health Obc_esny clinical
prevent_mg chlldhood_ Unpublished Public health Weight research Q
overweight and obesity management COS for
-0r A JG. Wirix, Junior :
postdoctoral ... practice
Development of an infant COSs for
feeding core outcome clinical trials or
set for childhood obesity - : Obesity clinical
prevention interventions SIIETE Szl Feeding the infant | research Q
Karen Matvienko-Sikar COSs for
(Principal investi... practice
Clinical trial design for
LR liITEIEE Endocrine & : g:ﬁiezlotrrials or
workshop report 1998 metabolic Obesity clinical Q
Anderson, J W Fi-
Sunyer, F X Danfort... e
The patient perspective
of living with surgery for
morbid obesity: Creating g%iie:lotrrials or
a patient ‘core’ outcome Endocrine & clinical
« | set, and investigatin ublishe : esi
S .' —E S metabolic Siz=l research Q
Lvayésa ;[g improve follow- Patient
P : perspectives

Karen Couwlman, School
of Community and S...




O lnimiaTive | ™
=

Either

Nature / type of Intervention

Rehabilitation
Surgery

Method(s)

Consensus meeting
Delphi process
Interview
Systematic review

Systematic reviews of published quantitative and qualitative research will be undertaken to
create a long list of outcomes that may be important to obesity surgery patients. This will be
supplemented with qualitative interviews with obesity surgery patients to see if published
outcomes reflect the outcomes that patients themselves consider to be important. The interviews
will also establish how post-operative support in the NHS can be improved. Delphi questionnaire
rounds followed by consensus meetings with obesity surgery patients will be undertaken to
reduce the long list of outcomes to the most important ‘core’ outcomes to create a patient core
outcome set for obesity surgery.

Stakeholders Involved

Consumers (patients)
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KEY MESSAGES for Outcome Measures

1. Need to decide Who, What, When and How

2. Input from all stakeholders

3. Consider sources of heterogeneity

4. Use existing initiatives such as COMET to ensure robust, standardised
outcomes
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