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Introduction

Trends of Psycho-oncologic intervention

* The scope of the problem
— Increased burden of cancer
— Consumer expectation
— Limited workforce and burnout amongst clinician

— Global economic prospects

» Supportive care intervention use minimal
health resource !




Introduction

Trends of Psycho-oncologic intervention

e Supportive care intervention

— Empower patients and family
— Recognize family and social circumstances
— Account for individual needs

— Patient/family centered
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ORIGINAL ARTICLE

Effective, clinically feasible and sustainable: Key design features
of psycho-educational and supportive care interventions to promote
individualised self~-management in cancer care
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ABSTRACT

As the global burden of cancer increases healthcare services will face increas

of these patients, their families and the communities in which they live. This

need where direct clinical contact may be constrained or not readily availabl

and skills to manage their illness outside of the hospital setting within their ¢ 7. Stakehold ers

Aim. To propose a framework for the development and delivery of psycho-edu

drawing on theoretical principles of behaviour change and evidence-based int Ergaging patiant, ciniclons
ence in developing and testing complex interventions in oncology. and otfear end Users in an
Approach. At the core of this intervention framework are considerations of feratve process of design,
cater for individuals® unique needs: to place minimal demands on the healt testing aind feadback
dlsscr_nmalgd into usual care if successfu_]_ There are seven key features: 1) Ta ensures acoepiability and
o unique individual needs; 3) Promotion of patient self-management of |

4) Efficient delivery of the intervention: 5) Training and adherence to protocol BCopbon.
based; 7) Confirming stakeholder acceptability of the intervention.

Application. A case study of a randomised controlled trial which tested p:

using this framework is presented. These interventions were designed to cater !

self-management while placing minimal demands on the acute health care se

Discussion. Innovative ways (o realise the potentially major impact that

interventions can have on psychological morbidity, coping, symptoms and qu

are needed. This framework, which is driven by theory, evidence, and experi

tions are effective, clinically feasible and sustainable.

Cancer is the leading cause of burden of disease in US was estin
the world, accounting for nearly one-fifth of the total 2020 [3].Ind
disease burden [1]. The diagnosis and subsequent care services,
treatment of cancer is a major life stress thar is fol- than they are
lowed by a range of well described psychological, With the
social, physical, sexual, spiritual and practical diffi- public spendi Figure 1. & framework for the development and delivery of psycho-educational and supportive care interventions.
culties [2]. The demand for oncology services in the care, healthc:




Study designs

Select study design

e ARCTis

— a planned experiment designed to asses the
efficacy of an intervention in human beings by
comparing the intervention to a control condition

— The allocation to intervention or control is
determined purely by chance (randomization)

* RCTs are a subset of possible experimental
designs




Study designs

Select study design- intervention study

* Design options to lower placebo response
* Option 1. Parallel single stage design
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Select study design- intervention study

* Design options to lower placebo response
* Option 2. Multi-arm parallel

> Intervention A

Intervention B
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Study designs

Select study design- intervention study

* Design options to comparison only subject to within-
subject variability not between-subject variability
with less patients .

Option 3. Cross-Over Designs

Intervention Intervention

Randomize

Control Control
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Select study design- intervention study

* Design options to permit the simultaneous test of two
different hypotheses with less patients .

Option 4. Factorial (Fractional)

+Intervention C

Intervention A

+Nothing else

+Intervention C
Intervention B
+Nothing else

Randomize




Study designs

Select study design- intervention study
* Design options
— to compare to the nature of the intervention

— to reduce self selection
— cannot introduce the intervention in all units at once

* Option 5. Cluster randomized trial

. . . Control
@0

Randomize

Intervention




Study designs

Select study design- intervention study

* Design options to
— fewer units needed (same as cross-over design)
— cannot introduce the intervention 1n all units at once
— Evaluate the community effectiveness

— previously shown to be efficacious in an individually
randomized trial or in a different setting; systematically
evaluate new program

— to study the effect of time on intervention effectiveness (i.e.
seasonality, time since introduction)

* Option 6. Stepped Wedge Design




Select study design- intervention study

* Option 6. Stepped Wedge Design
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Fig. 1. lllustration of the stepped wedge design, where different
(groups of) clusters switch from control to treatment at different

time points.

Woertman W. Stepped wedge designs could reduce the required sample size in cluster randomized trials. Journal of Clinical Epidemiology 66 (2013) 752¢758




Study participants

Study participants

* Consider feasibility
— Identifying who may benefit from intervention (Ceiling and
floor effects)
* Control group
— Usual care
— Placebo
— Watt list control
— Another intervention
— Reduced intervention

— Active control




Study participants

Issues with sample size

* Why dose sample size matter?
— Sample size can be too small to detect the effect of interest

— Sample size can be unnecessarily large including more
participants than is needed to detect the effect of interest

* Sample size determination

Aims and
objectives

Approach to Sample size

Hypothesis Study design IR analysis determination




Study participants

Sample size determination

* Sample size calculation make use of the
relationship among
— Sample size (N)
— Significant criteria (alpha)

* Alpha decided whether to accept that a finding from a
sample 1s likely to be real or not, and usually it 1s 0.05

— Statistical power (1-beta)

* Beta represents the risk of mistakenly accepting the null
hypothesis, and usually it 1s 0.20

— Population effect size




Study participants

Population effect size

* The effect size is the discrepancy between

— The null hypothesis vs. alternate hypothesis , _ 71 — 2,

S

e Cohen’sd

— Cohen’d 1s the effect size index for the difference between
two independent mean in the classical t-test

— A d of 0.5 implies a half of a standard deviation difference
between population means

* hesitantly defined effect sizes as "small, d = 0.2," "medium, d =
0.5," and "large, d = 0.8",




participants

Cohen’s d

* Do not use pilot study
effect sizes to answer this
question

— Studies worth performing
are aborted

— Studies not aborted are
under-power
Also not advisable to use
sample size of a previous
study or trial reporting
statistically significant
result

PERSPECTIVES

Caution Regarding the Use of Pilot Studies
to Guide Power Calculations for Study Proposals

Helena Chmura Kraemer, PhD; Jim Mintz, PhD; Art Noda, MS; Jared Tinklenberg, MD; Jerome A. Yesavage, MD

Estimated Effect Size

@ PilotN=20
[ Pilot N=50
A Pilot N=100

05 10
True Effect Size

Figure 3. The estimated effect size if the study is not aborted, relative to the
true effect size using pilot studies with sample sizes of 20, 50, and 100.




participants

How to decide the effect size

* Minimal important difference (MID) or
minimal clinically important difference (MCID)

statistically &  statistically & statistically but neither statistically true negative
clinically  possibly clinically not clinically nor clinically
significant significant significant significant

Figure |. Interpretations of five cases of 95% confidence intervals, their relationship to the null values (0) and the minimal important

different (MID).

King MT. A point of minimal important difference (MID): a critique of terminology and methods Expert Rev. Pharmacoeconomics Outcomes Res. 11(2), 171-184
(2011)




participants

How to decide the effect size

 Half a standard deviation

NORMAN ET AL MebpicaL CARE

12

10- .. Mean = (.495
S.D.=0.15

Miller 7 +/- 2

Fic. 1. Distribution of effect sizes
computed from 56 estimates of the
minimal difference denved from 33
studies.

Frequency 6-

L
I ] I T I

0 .30.40 .50 .60 .70 .80 .90 1.0
Effect Size

Norman GR. Interpretation of Changes in Health-related Quality of Life The Remarkable Universality of Half a Standard Deviation. MEDICAL CARE
Volume 41, Number 5, pp 582-592




participants

How to decide the effect size

* 10% of the instrument range

Interpreting Clinically Significant Changes in
Patient-Reported Outcomes

Jolie Ringash, w' BACKGROUND. The goal of this study was to determine what magnitude of

Brian 0'Sullivan, mg' change in a patient-reported outcome score is clinically meaningful, so a clini-

Andrea Bezjak, mp' cians’ guide may be provided for estimating the minimal important difference

Donald A. Redelmeier, mo? (MID) when empiric estimates are not available.

METHODS. Consecutive laryngeal cancer patients (n = 98) rated their quality of

! Department of Radiation Oncology, Princess life (QOL) relative to other patients. These comparisons were contrasted with

Margaret Hospital and University of Toronto, arithmetic differences in scores on the Functional Assessment of Cancer Ther-

Toronto, Ontario, Canada. apy-Head and Neck (FACT-H&N) scale, Functional Assessment of Cancer Ther-

% The Institute for Clinical Evaluative Sclences, apy-General (FACT-G) scale, 2 utility measures (the time tradeoff [TTO] and Daily

Sunnybrook Hospital and University of Toronto, Active Time Exchange [DATE]), and performance status (Karnofsky) scores.

Toronto, Ontario, Canada. RESULTS. The FACT-H&N score needed to differ by 4% for average patients to

rate themselves as “a little bit better” relative to other patients (95% CI, 1%-8%)

and by 9% to rate themselves as “a little bit worse” relative to others (95% CI,

4%-13%). The corresponding values for other measures were FACT-G 4% (1%

7%) and 8% (95% CI, 5%-11%); TTO 5% (95% CI, 0%-11%) and 6% (95% CI, 0%~

10%); DATE £ =~ ~ne ~ves % mma o am e e mn e e

amesa ference (MID) was about 5% to 10% of the instrument range.
ference (MID

concwsions GONGLUSIONS. One rule of thumb for interpreting a difference in QOL scores is a
benchmark ¢

snsive v ¢ DENChmark of about 10% of the instrument range. Patients appear to be more

This simple | - . . +
cancer 2007, SENSitive to favorable differences, so an improvement of 5% may be meaningful.

Presented in nart at the American Societv of

This simple benchmark may be useful as a rough guide to meaningful change.
Cancer 2007;110:196-202. © 2007 American Cancer Society.

Ringash J. Norman GR. Interpreting Clinically Significant Changes in Patient-Reported Outcomes. Cancer 2007;110:196-202.




participants

How to decide the effect size

* Binary outcome variable— proportions

— This approach reduces power (~30% for dichotomizing),
loses information, eats up degrees of freedom.

Table

| Sample sizes for various combinations of relative risk reduction and base rate*

Relative risk reduction

0.08 0.16
247 500 61875
122500 30625

47500 11875
0.1 22500 5625
0.2 10000 2 500

0.5 2500 625 255

*Sample size based on the approximate formula n=16=(BR(1-BR))/ARR’, where BER=base rate and ARR=absolute risk reduction. Sample sizes are rounded to
the nearest 5 or 0.

Norman GR. Sample size calculations: should the emperor’s clothes be off the peg or made to measure?.



Measurements 63

Choice of appropriate assessment measures

* What are the specific outcome constructs that will be
influenced by the intervention?

* What 1s the population of interest

 What is the time frame of interest




Measurements

Research objectives and questions
(Principle 1)
¥
Primary patient-reported outcome*
What is the most direct impact, the
measurement of which would add to
knowledge and inform practice?
(see Principle 2)

v
Candidate PROMs
Which PROMs offer informative

scaling and content?

/ (see Principle 3) \‘

Target patient Time-points
group/sample What is the natural trajectory
Refinement of eligibility or cycle of the phenomenon
criteria and sample size (disease and/or treatment) of
calculation interest?

* 'S

Analysis and interpretation Bias control
Which properties of score distribution What are the potential biases and
will be most meaningful to consider? how can these be controlled for?

.

Review PROM validity,
reliability and track record
with reference to planned study
(Principle 4)

v
Practical considerations
(Principle 5)

v
Choice of PROMis)

L 4

Supplement with ad hoc items
only as necessary
(Principle 6)

* The same process should be repeated for each secondary and tertiary patient-reported outcome. In these
cases, the question is "what is the next most important impact, the measurement of which would add to
knowledge and inform practice?”

Fig. 1 - Algorithm for choosing patient-reported outcome measures (PROMs).

Luckett T. Choosing patient-reported outcome measures for cancer clinical research . Practical principles and an algorithm to assist non-specialist researchers. european
journal of cancer46(2010)3149.3157




Measurements

Annals of Oneology 22 2179-2180, 2011

reVI eW doi:10.1083/annonc/madgf 21

Published online 21 Fabmary 2011

Choosing between the EORTC QLQ-C30 and FACT-G for
measuring health-related quality of life in cancer clinical
research: issues, evidence and recommendations

T. Luckett™#*, M. T.King", P. N. Butow'®, M. Oguchi'®, N. Rankin'#, M. A. Price’®, N. A. Hackl®
& G. Heading®®

' Peycho-oncology Co-oparative Ressarch Group (PeColG): Smproving Palfathve Cana through Clinical Trials (ImPaCCT), New South Wales, Dapartmant of Paliatie Care,
Brasside Hospltal, Watherl Park; SCantne for Medical Psychaogy and Bridence-based Dedision-making (CeMPED), Unkeersity of Sydney, Camperdow *Centna for
Health Sanvice Development, Unhersity of Wollsngong, Wollongong: SCancer Institute New South Walkss, Bealedgh; SCiinical Education and Tralning Institute, New
South Wales Health, Gladeswile, Australla

Received 15 Jume 2000 revised 31 August 2000; accepred 15 November 2010

Background: This review aims to assist cancer clinical ressarchers in choosing betwesn the two most widsly usad
measuras of cancer-specific heath-relatad quality of life: the Europsan Organisafion for the Ressarch and Treatment
of Cancer Quality of Life Questionnaire Core 30 and Functional Assessment of Cancer Therapy—Gensral (FACT-G).
Materials and methods: Information on QLO-C30 and FACT-G content, scale structure, accessibility and
availability was collated from websites and manuals. A systematic review was undertaken to identify all articles
reporting on psychometric properties and information to assist interpretability. Evidence for reliability, validity and
responsivensess was rated using a standardised checklist. Instrument properties were compared and contrasted to
inform recommendations.

Results: Psychometric evidence does not recommend one questionnaire over the other in general. However, there
are important differences between the scale structure, social domains and tone that inform choice for any
particular study.

Conclusions: Where research objectives are concerned with the impact of a specffic tumour type, freatment or
symptom, choice should be guided by the availability, content, scale structure and psychometric properties of relevant
Europesan Organisation for the Ressarch and Treatment of Cancer versus Functional Assessment of Chronic

lliness Therapy modules. Because the FACT-G combines symptoms and concerns within each scale, individual items
should aways be reviewed within the context of specific research objectives. Where these issues are indecisive,
researchers are encouraged to use an algorithm at the end of the current article.

Key words: psychomefrics, quality of life, questionnaires




Measurements

Choice of appropriate assessment measures

EORTC-C30, social functioning
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Weak to moderate correlation, r=0.10-0.50

FACT—G, social well-being
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Luckett T. Choosing between the EORTC QLQ- C30 and FACT-G for measuring health-related quality of life in cancer clinical research: issues, evidence and
recommendations. Annals of Oncology 22: 2179-2190, 2011




Measurements

Choice of appropriate assessment measures

Annals of Oncology

What outcomes are of interest?

L J ¥
Core domains of HR(oL Core domains of HEQoL only
AND any of:
financial impact, pain, i J
fatigue, nausea’vomiting, Is the social domain of special
dyspnea, insomnia, appetite interest?
loss, constipation or

diarrhea™ Yes

i J
Is impact on family Is sample size limited by
and social activities participant pool ar
OR relationships and resources”
support more of a
focus?

Social Relationships
activities and support

Investigator
preference regarding
QLO-C30 FACT-G “lock and feel”

*Where cognitive functioning is an ocutcome of interest, researchers are encouraged to seek a dedicated
questionnaire rather than rely on the scale included in the QLQ-C30.

Figure 1. Decision tree for choosing between the Quality of Life Questionnaire Core 30 (QLQ-C30) and Functional Assessment of Cancer
Therapy—General (FACT-G) when availability and psychometric properties of modules andfor translated versions and item-by-item content of FACT-G
items are not deciding factors. HRQuL, health-related quality of life.

Luckett T. Choosing between the EORTC QLQ-C30 and FACT-G for measuring health-related quality of life in cancer clinical research: issues, evidence and
recommendations. Annals of Oncology 22: 2179-2190, 2011




Psycho-Oncology

Psycho-Oncology 22: 499-505 (2013)
Published online 7 February 2012 in Wiley Online Library (wileyonlinelibrary.com). DOI: 10.1002/pon.3046

Scientific rigour in psycho-oncology trials: why and how to
avoid common statistical errors

Melanie L Bell'*, Jake Olivier” and Madeleine T. King'
'Psycho-Oncology Cooperative Research Group, University of Sydney, Sydney, NSW, Australia
2Prince of Wales Clinical School, University of New South Wales, Sydney, NSW, Australia

*Comespondence to:
Psycho-Oncology Cooperative
Research Group, University of
Sydney, Sydney NSW 2006,
Australia.

E-mai: melanie.bell@sydney.eduau

Received: 25 July 2011
Revised: |5 January 2012
Accepted: 16 January 2012

Abstract

Objective: It is well documented that statistical and methodological flaws are common in much
of the health research literature, including psycho-oncology. These can have far-reaching
effects, including the publishing of misleading results; the wasting of time, effort, and financial
resources; exposure of patients to the potential harms of research and decreased confidence in
science and researchers by the public.

Methods: Several of the most common statistical errors and methodological pitfalls that occur
in the field of psycho-oncology are discussed, including those that occur at the design, analysis,
reporting and conclusion stages.

Results: Fourteen topics are briefly discussed, explaining why there is a problem and how to
avoid it. These include proper approaches to power, clustering, missing data, categorization of
continuous variables, subgroup analyses, multiple comparisons, statistical interactions, confidence
intervals and correct interpretation of p-values. Extensive referencing points the reader to more
in-depth explanations.

Conclusions: To increase the scientific rigour in psycho-oncology, researchers should involve
a biostatistician from the beginning of the study and should commit to continuing education on
best practices in the fields of statistics and reporting.

Copyright © 2012 John Wiley & Sons, Lid.

Keywords: cancer; oncology: design: analysis; reporting; quality control; pitfalls




Annals of Internal Medicine

Extending the CONSORT Statement to Randomized Trials of
Nonpharmacologic Treatment: Explanation and Elaboration

Isabelle Boutron, MD, PhD; David Moher, PhD; Douglas G. Aliman, D5c; Kenneth F. Schulz, PhD, MEA; and Philippe Ravaud, MD, PhD,

for the CONSORT Group'

Adeguate reporting of ra E":-l

ogsary to allow accurate
cability of the results. Tt
Reporting Tnals) Stateme
Is Intended to address th
RCTs. Howewver, some 5
phamacologic treatment:
thons, devices, rehabilitat
vention) are not specifica
Furthemore, constderabh
nonpharmacologic traks
COMNSORT group dewvelo
meent for trials assessing n
meeting of 33 experts w
2006, to develop an ex

AcapemMia AND CLINIC

CONSORT 2010 checklist of information to include when reporting a randomised trial+

ltem
Section/Topic No

Checklist item

Reported
on page No

Title and abstract
1a
1b

Introduction
Background and 2a
objectives 2b

Methods
Trial design
Participants

Interventions

Qutcomes

Sample size

Randomisation:
Sequence
generation
Allocation
concealment
mechanism
Implementation

Blinding

Identification as a randomised trial in the title
Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts)

Scientific background and explanation of rationale
Specific objectives or hypotheses

Description of trial design (such as parallel, factorial) including allocation ratio

Important changes to methods after trial commencement (such as eligibility criteria), with reasons

Eligibility criteria for participants

Settings and locations where the data were collected

The interventions for each group with sufficient details to allow replication, including how and when they were
actually administered

Completely defined pre-specified primary and secondary cutcome measures, including how and when they
were assessed

Any changes to trial outcomes after the trial commenced, with reasons

How sample size was determined

When applicable, explanation of any interim analyses and stopping guidelines

Method used to generate the random allocation sequence

Type of randomisation; details of any restriction (such as blocking and block size)

Mechanism used to implement the random allocation sequence (such as sequentially numbered containers),
describing any steps taken to conceal the sequence until interventions were assigned

Who generated the random allocation sequence, who enrolled participants, and who assigned participants to
interventions
If done, who was blinded after assignment to interventions (for example, participants, care providers, those

CONSORT 2010 checklist




B SPECIAL COMMUNICATION

Reporting of Patient-Reported Outcomes

in Randomized Trials
The CONSORT PRO Extension

Melanie Calvert, PhD

Jane Blazeby, MD

Douglas G. Altman, DSe
Dennis A. Revicki, PhD

David Moher, PhD

Michael D. Brundage, MD

for the CONSORT PRO Group

HE CONSORT (CONSOLI-
dated Standards of Reporting
Trials) Statement, first pub-
lished in 1996 and most re-
cently revised in 2010,'* provides evi-
dence-based recommendations to
improve the completeness of report-
ing of randomized controlled trials
(RCTs). The statement focuses on par-
allel-group trials, but a number of ex-
tensions for reporting other trial de-

The CONSORT (Consolidated Standards of Reporting Trials) Statement aims
to improve the reporting of randomized controlled trials (RCTs); however, it
lacks guidance on the reporting of patient-reported outcomes (PROs), which
are often inadequately reported in trials, thus limiting the value of these data.
In this article, we describe the development of the CONSORT PRO exten-
sion based on the methodological framework for guideline development pro-
posed by the Enhancing the Quality and Transparency of Health Research
(EQUATOR) Network. Five CONSORT PRO checklist items are recom-
mended for RCTs in which PROs are primary or important secondary end
points. These recommendations urge that the PROs be identified as a pri-
mary or secondary outcome in the abstract, that a description of the hypoth-
esis of the PROs and relevant domains be provided (ie, if a multidimen-
sional PRO tool has been used), that evidence of the PRO instrument’s validity
and reliability be provided or cited, that the statistical approaches for deal-
ing with missing data be explicitly stated, and that PRO-specific limita-
tions of study findings and generalizability of results to other populations
and clinical practice be discussed. Examples and an updated CONSORT flow
diagram with PRO items are provided. It is recommended that the CONSORT




Statistical analysis plan

* To prepare an adequate analysis plan, you will
need to decide the following
— Intention to treat and/or per-protocol analysis

— Statistical procedures to be used for primary and additional
analyses (and any assumptions about missing data these
may entail)

— Composite endpoints or summary measures consistent with
study objectives

— Multiplicity adjustment

— Expected rate and handling of missing forms (and any
sensitivity analysis)




STATISTICS IN MEDICINE, VOL. 13, 1715-1726 (1994)

TESTING FOR BASELINE BALANCE IN CLINICAL TRIALS*

STEPHEN SENN
Medicine and Clinical Development Department, CIBA, CH4002 Basle, Switzeriand

SUMMARY

Once the data from a clinical trial are available for analysis it is common practice to carry out ‘tests of
baseline homogeneity’ on prognostic covariates before proceeding to analyse the effects of treatment on
outcome variables. It is argued that this practice is philosophically unsound, of no practical value and
potentially misleading. Instead it is recommended that prognostic variables be identified in the trial-plan
and fitted in an analysis of covariance regardless of their baseline distribution (statistical significance).




Bland and Altman Trials 2011, 12:264 ﬁ
http://www trialsjournal.com/content/12/1/264 T R I A L S

METHODOLOGY Open Access

Comparisons against baseline within randomised
groups are often used and can be highly
misleading

J Martin Bland"" and Douglas G Altman?

Abstract
Background: In randomised trials, rather than comparing randomised groups directly some researchers carry out a
significance test comparing a baseline with a final measurement separately in each group.

Methods: We give several examples where this has been done. We use simulation to demonstrate that the
procedure is invalid and also show this algebraically.

Results: This approach is biased and invalid, producing conclusions which are, potentially, highly misleading. The
actual alpha level of this procedure can be as high as 0.50 for two groups and 0.75 for three.

Conclusions: Randomised groups should be compared directly by two-sample methods and separate tests against
baseline are highly misleading.

Keywords: Baseline, significance, comparison, within-group, type | error, alpha, ageing




Sources of multiple testing

* Multiple outcomes
* Multiple predictors
* Subgroup analyses

e Mul
e Mul

t1
t1

e Mu]

D

t1

0|
le time points for the outcome

e definitions for the exposures and outcomes

vle looks at the data



Principled handling of missing data

* 1. Replacing missing observations with a single
value

— such as the mean or the last observation,

— but, it can both increase the type I error rate by artificially
reducing the variance in the data and cause biased
estimation

* 2. just ignore missingness by performing a
complete case analysis,

— but it can result in bias 1f the reason for missingness 1s
related to the outcome.

Fairclough DF. Design and Analysis of Quality of Life Studies in Clinical trials. 2nd ed: Chapman & Hall/CRC: Boca Raton, Fl, 2010.



Principled handling of missing data

e 3. The use of maximum likelihood methods such as
mixed models

— are best practices for the analysis of longitudinal data

where some of the outcomes are not observed (if less than
10%)

* 4. Sensitivity analysis
* 5. Missing imputation

Carpenter J, Kenward M. Missing Data in Randomised Controlled Trials— A ractical Guide. National Institute for Health Research: In. Birmingham, 2008.




Reporting missing data

* Missing data rates, by treatment arm, should
be reported, particularly in longitudinal
studies.

— the CONSORT statement’s flowchart can be a
good means for doing this

— the possible effects of attrition should be discussed
as well, with sensitivity analyses performed and
discussed to demonstrate the robustness of the
results to missing data assumptions
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Psychosocial Cancer Care for All: Achieving Equity in Psychosocial Oncology
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