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Agenda

Topics covered:

e Review of principles and tools for research data management and biostatistical analysis
e Considerations for efficiently collecting and analysing clinical research data
e Deconstruction of the process with clinical research examples

Emma Ballard Thuy Frakking Kylie Burke
Senior Biostatistician Research Coordinator Principal Research
QIMR Berghofer| Caboolture Hospital, Fellow
MNHHS Clinician S o Hostit Mente
Health

Research Fellow

Panel Discussion (10 min)
What's next & session close

Please do not mention any confidential details of patients or research.

Teams Virtual session,
Facilitated by Prof Janet Davies, MNHHS Office of Research MNHHS-Research@health.qld.gov.au

Metro North HHS Office of Research

Research process Research Project

Key steps in the research approval process are shown in the diagram below. execution and
management

y A
l Commencement |

Planning 1 i ,‘ A N \ of research ”,‘

~ 1 " i Research OR

Quality Assessment?

Post approval |
reporting

| 0

| Agreement
\(exlemll partie:

https://metronorth.health.qld.gov.au/research/ethics-and-governance
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Clinical research education resources and tools

https://metronorth.health.gld.gov.au/research

Fis wth presastaion shses Yom ses

topc retod 1o baic prcples and procesacs o undadahng chscal esaarch
+ Designing Effective Questionnaires.

+ Designing a clinical research project

https://gheps.health.gld.gov.au/metronorth/research/education-resources A e s

rch education videos

+ Planning analysis when designing research
+ Seeking approvals to undertake clinical research

+ Using iterature to efine knowiedge gaps

RESEARCH

EDUCATION

Inrocucton fo Cincal Advanced Topics in Clrical

Intseactive Resarch
Resaarch Prncigiss Resaarch Workshops

Metro North HHS Office of Research

Problem Definition: formulating clinical research
guestions to address knowledge gaps
Tuesday, 9t February 2021, 12:30pm — 1:30pm
Introduction to Clinical Research, TEAMS

Topics covered:

+ Review importance of research question to design of research studies
+ Describe frameworks and tools for problem definition

+ Deconstruct process with clinical research examples

This session is designed for aspiring early and mid-career clinical researchers and potential
research student who are wanting to develop skills in clinical research project design
Professor Janet Davies Dr Nicole Marsh

Nursing and Midwifery
Director, Research (RBWH);
Adj. Assoc. Prof., Griffith
University, QUT; Clinical
Trial Director, AVATAR,
Griffith University

Assistant Director
Research, MNHHS
Head, Allergy Research
Group, QUT

Amanda Corley
Research Fellow (Vascular
Access), RBWH and

4 Griffith University

Metro North HHS Office of Research

Nicholas Green
Senior 3D Medical
Modeller,

Herston Biofabrication
Institute, MNHHS

MNHHS Research Education Webinar Series

RESEARCH
EDUCATION

Writing your Clinical Research Protocol

Tuesday, 2" March 2021, 12:30pm - 1:30pm
Introduction to Clinical Research (via Microsoft TEAMS)

Topics covered:
Planning a research protocol that is ethical, feasible, timely and appropriate to

address the primary research question. Protocol design will be illustrated with clinical
research examples.

This session is i for early and mid clinical , research c i and

potential research student who want to develop skills in investigator-led clinical research project design.
Natasha Roberts Assoc Professor Jayesh Dhanani
Specialist Nurse, CCS Staff Specialist
Metro North HHS Clinician Research Metro North HHS Clinician Research

| Fellow since 2021 Fellow since 2020
LB Prostate Cancer Specialist « Intensive Care Specialist at RBWH
\ | Nurse at RBWH since 2009 g
e haca PhN and leads racearch « racearch interactc rover
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Emma Ballard

Senior Biostatistician

QIMR Berghofer

e The Statistics Unit conducts collaborative research and
provides a statistical consultancy service to Metro North

e Diverse background in medical and agricultural research as
a researcher and biostatistician

Expert reviewer for the Human Research Ethics Committees at
the Royal Brisbane and Women'’s Hospital and The Prince
Charles Hospital

Metro North HHS Office of Research

Key components of a research project

* Research question

* Primary and secondary outcomes
+ Study population

+ Patient recruitment

+ Study design

Metro North HHS Office of Research



1/04/2021

Key components of a research project - Example

* Research question

- Patients with “condition X” undertaking program 1 will have a greater change in pain score as measured by an 11-point numeric rating
scale (NRS) at 3 months compared to patients undertaking program 2

* Primary outcome
- Change in pain score between baseline and 3 months

« Study population
- Adult patients with “condition X"

+ Patient recruitment
- Patients attending the clinic between date 1 and date 2 with “condition X" are eligible. Typically, we see XX patients per year.

« Study design
- Randomised control trial

Metro North HHS Office of Research

9
How do the key components inform a sample size calculation?
Components
* We are comparing program 1 with program 2
* Primary outcome is change in pain score between baseline and 3 months
* The estimates we have identified in the literature are: SD =4, p =0.45,§ =3
« Statistical test to be used: Analysis of covariance (ANCOVA) including baseline pain as a covariate
Sample size
Using the ANCOVA sample size formula [REF 1], with a standard deviation of 4 units for the post-measurement, assumed to be the same for
both programs, a correlation of 0.45 between baseline and 3 months, 80% power, 5% two-sided significance and anticipated mean difference
between program 1 and 2 of 3 units for the change in pain NRS [REF 2], 23 participants per group will be required (46 in total).
10
Metro North HHS Office of Research
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How do the key components inform a statistical analysis plan?

« The comparison of interest is between program 1 and program 2

« Univariate analyses
- Summarised as
o Continuous variables: mean and standard deviation or median and interquartile range if not normally distributed
o Categorical variables: frequency and percentage
- Examined using
o Continuous variables: Student t-test or Mann Whitney U test if not normally distributed
o Categorical variables: Pearson Chi-squared test or Fisher’s exact test if more than 20% of the expected counts are less than 5

* Modelling
- The change in pain from baseline will be examined using an ANCOVA with baseline pain as a covariate

Metro North HHS Office of Research

How do | decide what data to collect?

« Patient characteristics
- What are the characteristics of your patient population that you would expect to see reported?
- What characteristics are specific to your study?
- Create an empty table

1/04/2021

Characteristics Units Variable type Statistics

Age Years Continuous mean (SD)

Gender Categorical n (%)

BMI kg/m?2 Continuous or categorical mean (SD) or n (%) for underweight, normal, overweight and obese

« Explanatory, confounding and mediating variables
- Look at other publications, use your clinical experience
- e.g. program, number of sessions completed each week, medications, depression, pain catastrophising

» Secondary outcomes

- What other outcomes can you think of that may support your primary outcome?
- e.g. Quality-of-life, muscle strength

Metro North HHS Office of Research
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How do | decide what data to collect?

Codebook
Variable Name Label Values
No.
1 1D Unique patient ID
2 Group Program 0 = program 1
1 = program 2
3 Age Age at baseline years, missing 9999
4 Gender Gender 0 = male
1 =female
5 Baseline_pain_score Pain score at baseline values ranging from 0 to 10, exclude if below 4
6 Month3_pain_score Pain score at 3 months values ranging from 0 to 10
Dataset
ID Group Age  Gender Baseline_pain_score Month3_pain_score
1 1 32 1 7 4
2 1 60 0 8 0
3 0 22 0 6 4
4 1 36 1 7 1
5 1 46 0 7 3
6 0 73 0 7 7
7 0 48 0 10 4
8 1 43 0 6 5

Metro North HHS Office of Research

Can | believe these numbers?

» Data checking
— High standards of measurement and data entry

— Checks on range and logic. Use maximum, minimum, histograms, scatter plots

— Compatibility with clinical expectations

+ Data summary
— Frequency and cross tabulation for categorical data

— Mean, standard deviation and range for continuous data

— Simple tables and figures

« Only the right individuals are included
— Satisfy inclusion and exclusion criteria

— Are the individuals representative of the reference population?

* Missing data

— Reason for missing related to the individual or independent

— What proportion of data is missing?

Metro North HHS Office of Research
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Thuy Frakking

Research Coordinator

Caboolture Hospital,

MNHHS Clinician Research Fellow

e Certified practising speech pathologist with 15 years clinical
experience in paediatric speech pathology / allied health
across tertiary, secondary and community hospital settings

* Active clinical researcher who has attracted >$1.2 million in
competitive research funding in the areas of health services
research and paediatric feeding disorders

Metro North HHS Office of Research
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Example 1 — Retrospective Observational Study
i e R 5

ORIGINAL PAPER

Frailty and hospital outcomes within a low
socioeconomic population

S. Clark®, C. Shaw?, A. Padayachee?, S. Howard® K. Hay* and T.T. Frakking>®

From the 'Emergency Department, Caboolture Hospital, Queensland Health, McKean St, Caboolture,
Queensland 4510, *Projects and Service Partnerships, Caboolture Hospital, Queensland Health, McKean St,
Caboolture, Queensland 4510, *Nursing Informatics, Caboolture Hospital, Queensland Health, McKean St,
Caboolture, Queensland 4510, ‘QIMR Berghofer Medical Research Institute, Herston, Queensland 4006,
“Caboolture Hospital, Research Development Unit, Queensland Health, McKean St, Caboolture, Queensland
4510 and “School of Health & Rehabilitation Sciences, The University of Queensland, St Lucia, Queensland
4067, Australia

Astreas comespondence to Thisy T. Faiking, Recessch Development Unit, Cabookure Hoapéal Mcfean St Cabookise, Queentlind 610, Ausralis
ema: Liraklang@uq edu.

Summary

ackgr areas of high
economic but

known socioeconomic dissdvantage.
Aims: To evaluate

¥
et CFS on hospi

Economic Index for Areas - 0.1%).
Methods:

e people aged > 75 years Frailty score of
4 Associations between th £ ddength
using regression analyses.
Results: Between 11 July 2017 and 31 March 2018, ol d > 75 years.

per Dand . frail per.
sons. CFS was 28-day mortality, 1.5 times per unit in-
creasa in CFS (95% CI: 13-1.7). Frail persons with CFS 4-6 were more likely to be admitted (OR: 1.2; 95% C1: 1.0-1.5), have
higher geometric mean LOS (143;95% C1 1.15-1 77 days) and higher rates of ED presentations (RR: 112 95% C1 104-121)
compared with non-frall persons.

s p pe s disadvantage

o pe

a community hospital setting.

Metro North HHS Office of Research
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Key components

* Research question
—What is the association of the Clinical Frailty Score on hospital related outcomes?

* Primary outcome
- 28 day mortality

» Secondary outcomes
- In hospital mortality, admission, LOS, number of ED presentations, falls, delirium, pressure injury

» Study population
- Adults 275 years presenting to ED at Caboolture (area of low socioeconomic index for area)

Patient recruitment
— Already completed.

 Study design

- Observational retrospective.
Metro North HHS Office of Research

* Research question
—-What is the association of the Clinical Frailty Score on hospital related outcomes?

Points for consideration:

Context /
background

Significance /
feasibility

Metro North HHS Office of Research
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* Primary outcome
—-28 day mortality

» Secondary outcomes

- In hospital mortality, admission, LOS, number of ED presentations, falls, delirium, pressure
injury

Points for consideration:

Type of data

Source & reliability of data

Ethics & governance

* Low risk application
* PHA approval

Metro North HHS Office of Research

19

» Study population
- Adults 275 years presenting to ED at Caboolture (area of low socioeconomic index for area)

Patient recruitment
- Already completed.

» Study design
—Observational retrospective.

Points for consideration:
Clinical informatics
Data linkage

Metro North HHS Office of Research
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D
Age

1 =
2 81
3 76
4 75
5 78
6 o1
7 8
8 8
9 80
10 79
1 76
12 76
13 8
14 9
15 87
16 o1
17 87
18 75
19 77
20 84
21 78
2 8
23 75
24 2
25 a1
% 87
27 7%
28 EY
29 75
30 3
31 76
32 %0

E F G

Sex DxDC ED

H

Diagnosis Diagnosis

1cD10

0IONATRAEMIA E87.1
O4YPERTENSION I10
1ACT INFECTION N39.0
13DIAC FAILURE 150.0
1DID NOT WAIT 253.2
1AGEAL REFLUX K21.9
0AC CHEST PAIN 120.0
1 OBSTRUCTION K56.6
0 - UNSPECIFIED 163.9
0 ATAXIA R27
O_FIBRILLATION |48
1IRY INFECTION 122

0 PANCREATITIS K85.9
OCOMPRESSION G95.2
IACT INFECTION N39.0
1W LIMITATION J44.9
0 DIZZINESS R42
1iTROENTERITIS ADS
0 - UNSPECIFIED 118.9
OAEMORRHAGE T81.0
1/ITH DEURIUM F05.1
DAL ADMISSION 760.9
0 LUNG DISEASE 184.9
1'ERGLYCAEMIA R73.0
14YPERTENSION 110
OMBOPHLEBITIS 180.9
O1AKER FAILURE T82.1
1IN RECURRENT R10.4
1.ND VOMITING R11
0 INFLUENZA 111.1
1L PAIN - ACUTE R10.0

Group

METABOLIB510
CARDIOVA4510
INFECTIOU4510
CARDIOVAT4510
MISCELLANE510
GASTROIN'2510
CARDIOVA505
GASTROIN'A507
NEUROLOCA511
NEUROLOCA507
CARDIOVA3505
RESPIRATCA511
GASTROIN'4516
NEUROLOC4465
INFECTIOUA506
RESPIRATC4506
NEUROLOCA104
GASTROIN 3507
RESPIRATCA507
ENT & M04506

CARDIOVAT4507
CARDIOVA4510
CARDIOVA4505
GASTROIN'2507
GASTROIN 3507
INFECTIOU3505
PAED\ATRIE!SO?

Metro North HHS Office of Research

| ] K L M N (] P Q
ED  PostCode Charlson Frailty  Frailty Required HadCGA Represent Readmissi Admitted In hosp
score  Scare  Score  CGAs Ne  on within mortality
Complete 28days
= = 1 d = = = = = =
0 6666 0" asss” 0 T of o” o”
0 2 1 989" 0 r o o” o”
[ 6666 0 g088” 0 r o’ o” o”
o 3 1 ouwm 0 [ o o o”
[ 4 1 17 [ r o o” o”
0 5 1 1" 0 [ o o” o”
Fl 5 1 1" [ T [ 1" 0
[ 3 1 ggse” [ [ [ 1" 0
a 3 1 999" 0 [ [ 1 1
2 4 1 1" 0 L o o” o”
3 6668 o ovse” [ i o” o”
o 1 999" 0 r o o o”
0 6666 0 9989” 0 r 0 17 0
[ 6666 0 998" 0 I o’ o” o”
a 5 1 1" [ r [ 17 o
1 6 1 1" 0 1 1" 0
[ 6666 i 993" 0 [ o o” o”
0 6668 0 9999 [ T o o” o”
1 6666 i 999" 0 r o o o”
0 3 1 ooss” 0 r o” o” o”
1 5 1 1" 0 1 17 0
s 6 1 1" [ T [ 1" 0
0 4 1 1" 0 r 0 1 1
1 4 1 1" 0 i o o” o”
o 3 1 oues” 0 r o o” o”
[ 6666 0 999" 0 r o o” o”
1 6666 0 999" 0 [ [ 1" 0
[ 6666 i EE 0 [ [ o” o”
0 [ 1 1" [ T o o” o”
o 6666 i 999" 0 r o o” o”
1 6666 0 g988” 0 r 0 1 1
- r r r -
A B C
1 Charlson ICD 10 Codes Code Points
2 Myocardial Infarction 121.x 1
3 122.x
4 i2s.2
51
6 Congestive Heart Failure 109.9 1
7| 111.0
8 113.0
9 113.2
10 125.5
1 142.0
12 142.5-142.9
13 143x
14 150%
15 20.0
16
17 Peripheral Vascular disease 170x 1
18 171x
19 173.1
20 173.8
21 173.9
2 177.1
23 179.0
24 179.2
2 K55.1
26 K55.8
27 K55.9
28 295.8
29 295.9
30
31 Cerebrovascular disease Gasx 1
32 Gabx
33 H34.0
34 160x-169x
35

Metro North HHS Office of Research
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Importance of a codebook

1 (Code

2 |ED Presentation date
3 |URNa

4 Age

5 [sex

6 DXICD10 group

7
8

30

31 Charlson Comorbidity Index

32 Frailty Score

33 Frailty Score completed
Required a CGA

34

35 CGA

Metro North HHS Office of Research
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Practical tips

A

Meaning
XX/ 30U XK

"000000"

Continuous number 275 years +
0=Male, 1=Female
Cardiovacular

Dermatology

Endocrine

Ent & Mouth

Environmental Conditions
Gastrointestinal

Haematology

Iatrogenic Conditions
Immunalogical

Infectious

Metabolic Disorders
Miscellaneous Conditions
Neoplasia

Neurological

Obstetric & Gynae
Ophthalmology

Orthopaedic Canditians.
Paediatric Conditions
Pychiatric

Renal

Respiratary

Symptom codes - No Diagnasis
Toxicology

Trauma

Urology

0to 37

6666=not done, 0 to 9

1=Yes, 0=No

Had a FR score > 4, 1=Yes, 9999=N/A if scare less than &

1=Yes, 0=Na

Notes/Source

EDIS

See Charlsan tab for ICD10 cades

If CGA was completed on the next dat it is not included

Any item maked as a risk equals a 1 for a heading if any item was marked as a risk eg CGAL is Commu

» Sending of de-identified information only to those listed in original PHA application

» Know variables and how it will be used by your biostatistician

* CHECK, CHECK and Re-CHECK format of database including drop down options

+ Different team members have different strengths, use this!
—Biostatistician: data linkage, statistical planning and analyses, missing data, data summary,
checking assumptions and violations
—Clinicians: content experts of what is clinically acceptable, feasibility, translation
—Research Coordinator / Fellow: network and guidance on steps in research
- Executive sponsor/lead: escalation of barriers, facilitation of dissemination

Metro North HHS Office of Research
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Example 2 — Prospective multi-centre randomised control trial

hitps:/doiorg/ 101186512887 018-1034 x BMC Pediatrics
Integrated children’s clinic care (ICCC) @

versus a self-directed care pathway for
children with a chronic health condition: a
multi-centre randomised controlled trial
study protocol

Abstract

Backgroun

Metro North HHS Office of Research

Key components

* Research question

[Effect of care coordination for children with a non-complex medical condition: a multi-centre

randomized control trial

Thuy Frakking,'? PhD, Hsien-Jin Teoh,” PhD, Doug Shelton,” MBBS, FRACP, Susan Moloney, MBBS

FRACP, Donna Ward,” MClinPsych. Kylie Annetts, Michael David,” PhD, David Levitt, MBBS, Tania

Hobson, MBA. Anne Chang, PhD, Christopher Carty, PhD. Matthew Barber.** MBBS, Hannah Carter,'®
PhD, Sharon Mickan,''? PhD, Kelly Weir*,'*? PhD John Wangh,*** MBBS FRACP

Affiliations:

Research Development Unit, Caboolture Hospital, Queensland Health, McKean St, Caboolture,
Queensland, 4510, Australia.

2. School of Medicine, The University of Queensland, St Lucia, Queensland, 4067, Australia

3. Speech Pathology Department, Gold Coast University Hospital. Southport, Queensland, 4215,
Australia

School of Clinical Medicine, The University of Queensland, St Lucia, Queensland, 4067, Australia.

Department of Paediatrics, Caboolture Hospital, Queensland Health, McKean St, Caboolture,
Queensland, 4510, Australia

6. Department of Community Child Health, Gold Coast University Hospital, Queensland Health,
Southport, Queensland, 4215, Australia

Department of Pacdiatrics, Gold Coast University Hospital, Queensland Health, Southport,
Queensland, 4215, Australia.

25

- Does integrated care coordination improve quality of life outcomes for children with a newly
diagnosed chronic non-complex medical condition?

* Primary outcome

- Paediatric Quality of Life; Family Quality of Life

- Secondary outcomes

— School absences; number of primary care, specialists and admissions

 Study population

- Children 0 to 18 years with a chronic non-complex medical condition

» Patient recruitment
- Prospective, unblinded, N=81

 Study design
-RCT

Metro North HHS Office of Research

26
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* Research question

- Does integrated care coordination improve quality of life outcomes for children with a newly
diagnosed chronic non-complex medical condition?

Points for consideration:

Context /
background

Significance /
feasibility

27

Metro North HHS Office of Research

27
* Primary outcome
- Paediatric Quality of Life; Family Quality of Life
» Secondary outcomes
- School absences; number of primary care, specialists and admissions
Points for consideration:
Ethics & governance
« Full HREC application
« Department of Human Services
« Education Queensland 2
Metro North HHS Office of Research
28
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30

» Study population

- Children 0 to 18 years with a chronic non-complex medical condition

Patient recruitment

- Prospective, unblinded, N=81

Study design
-RCT

Points for consideration:

Metro North HHS Office of Research

A C

1 |Participant number |Site Date consent signed

2 1 1 30/10/2017
3 2 1 6/11/2017
4 3 1 13/11/2017
5 4 1 27/11/2017
6 5 0 21/11/2017
7 6 1 27/11/2017
8 7 1 27/11/2017
9 E] 1 4/12/2017
10 9 1 4/12/2017
11 10 0 12/01/2018
12 11 1 11/12/2017
13 12 0 18/01/2018
14 13 0 24/01/2018
15 14 0 24/01/2018
16 15 1 12/02/2018
17 16 0 15/02/2018
18 17 0 2/03/2018
19 18 0 2/03/2018
20 19 0 9/03/2018
27 20 1 12/03/2018
22 2 0 22/05/2018
23 2 0 28/03/2018
24 2 0 28/03/2018
25 24 0 6/04/2018
26 25 0 20/05/2018
27 26 0 17/05/2018
28 27 o 20/05/2018
29 28 0 25/05/2018
30 2 1 12/06/2018
31 30 0 13/06/2018
32 31 0 15/06/2018
33 32 0 22/06/2018
34 ES) 0 20/06/2018
a5 24 n 210K R

Metro North HHS Office of Research

Clinical informatics
+ CHQ, MNHHS, GCHHS

‘Gruup

D

Education Queensland

SHHNODOOKMOKHMHNOOOOHMNNKMODH MORK MIMEKMEKEGOODOO K

Department of Human Services

Sex

Database

« Data cleaning
« Data summary

SO OHOHROMOOKHNOONOOOOKRKEHKOOORKEKSOOGCOO

F
D.0.B
9/06/2003
2/08/2008
2/02/2006
21/05/2011
6/01/2012
11/09/2009
24/11/2003
10/03/2011
2/05/2010
2/07/2009
24/05/2012
23/12/2015
8/08/2013
27/04/2011
24/11/2009
14/03/2012
18/05/2011
29/11/2004
1/08/2013
10/12/2005
30/09/2014
10/09/2004
28/03/2012
27/05/2010
10/11/2011
5/09/2008
27/11/2008
19/12/2012
14/03/2014
19/03/2008
22/06/2004
2/08/2007
17/03/2005
17/nainna

G H
Caregiver 1_relationship Education level_1

- OO0 O0OOOCOOOHOOOOOOOCOO0OO0O0O0O000O0000GCOO0

BN R NN W N WL E NS W W W NN RN W NN N e W

BwN W NN

|
Employment 1

HFOMKHHNOOHOHODOODOHROHOKODOOG RO

SHEREOR
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31

32

A

1

2|

3 1
4 2
s | 3
6 4
7] H
8 5
] 7
10| 8
u ]
12 10
13 1
14 12
15| 1
16 1
17 15
18] 16
19 17
20/ 18
2| 19
2| 20
23 2
2| p7]
5 ]
2%/ 2
77| 5
28 2
2| 27
0| 2
31 2
a| 30
EE} n
EN) E?)
£ EE]

326

217
73.9

44.6
39.3
739
67.9
21.7

44.6

46.7
37

57.1
16.3
42.4
61.9
446

C0O0Dr-HrOOCOOOCOOHOOODROOORORRE RO E
P H OO O RE RN NN ECORDR R EE O OSSR

Metro North HHS Office of Research

Importance of a codebook

_ Consent signed

_Group

Sex

Child name_first
Child name_surname

7 DoB

8 Caregiver 1_name

il
&

1
2
3
4
5
6

50 68.3
781 63.3
68.8 50
78.1 63.3
813 56.7

50 58.3
62.5 56.7
68.8 417
43.8 26.7
68.8 733
7.8 51.7
7.8 44.2

50 26.9
68.8 30
281 183
68.8 76.7

8888

40.6 46.7
62.5 25
844 68.3
90.6 53.9
218 217
46.9 333

50 4a1.7
56.3 46.7
56.3 53.3

6.3 50
8888 8888
844 40.4
12.5 183
59.4 333
78.1 53.3

100 15

0=no, 1=yes

264
313
438
8888
47.9
222
833
813
10.4
19.4
444
59.7
7.8
431
8888
26.4
208
229
403
29.9

O=self-directed care; 1=ICCC

O=male; 1=female
Free text
Free text

81.3
61.3
71.3

48.8

87.5
715

28.8
72.5
22.5
41.3
325

30
17.5

36.3

75 10
438 15
438 10
438 50
78.1 10

50 15
1.9 50
65.6 10
59.4 50
59.4 10
531 &0
531 40
12.5 50
344 30
40.6 20
40.6 20

8888 8888
438 70
281 90
938 10
87.5 e}

31 80
12.5 90
46.9 40
438 50
28.1 20
62.5 60
8888 8888
1.9 20
18.8 70
15.6 80
313 50
125 20

Dates must be between 29/08/00 to 25/08/2017

Free text

9 Caregiver1_
10 Education level_1

11 Employment_1

12 Employment_1 detail
13 Mental health_1

14 Address 1

15 Contact number_1
16 Caregiver 2_name

3 1=father; 2=gi

4=foster carer; 5=other

@ e e s

5

%mmmsw:mgmzmsuuhuhmm

‘—

9999 9999
9999 9999
9999 9999
60 69.1
56 30.6
6666 6666
6666 6666
73 62.3
72 43.8
6666 6666
7 50.5
25 35.6
35 52.4
62 308
6666 6666
69 44.2
8888 8888
6666 6666
59 335
6666 6666
1 10
6666 6666
62 19.5
72 43.8
6666 6666
6666 6666
6666 6666
8888 8888
65 48
6666 6666
6666 6666
6666 6666
6666 6666

primary school; 2=high school; 3=tafe; 4=university; 99= not asked

0=no; 1=yes; 99=not asked

O=full-time; 1=part-time; 2=casual; 3=

0=no; 1=yes; 99=not asked
Free text

Free numerical

Free text

; 4=studying; 5=

17 Caregiver 2
18 Education level_2

19 Employment_2

20 Employment_2 detail
21 Mental health_2

22 Address 2

23 Contact number_1
24 School

mother; 1=father; 2=gs
O=none;
0=no; 1=yes

O=full-time; 1=part-time; 2=casual; 3=

Free numerical
Free text

foster carer; 5=other

primary school; 2=high school; 3=tafe; 4=university

; 4=studying; 5=

25 0=prep; 1to 12 equivalent; 13=childcare; 77=N/A , 99 = not asked

26 GP Practice
27 GP_name

28 Medicare number
29 site

30

Metro North HHS Office of Research

Free text
Free text
Free numerical

0=Caboolture; 1=GCUH; 2=QCH

6=full-time carer; 7=other; 99 =not asked

6=other

9999
9999
9993

1/04/2021
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Practical tips

» Sending of de-identified information only to those listed in original approved HREC applications
- Different organisation may charge fees for data extraction, check!

* Know variables and how it will be used by your biostatistician

* CHECK, CHECK and Re-CHECK format of database including drop down options
- Do this at the beginning. Send to health economist, biostatistician

« Different team members have different strengths, use this!
- Biolsttatistician: statistical planning and analyses, missing data, data summary, checking assumptions and
violations
- Health economist: variables required for formal economic evaluation, methods are different to stats
- Clinicians: content experts of what is clinically acceptable, feasibility, translation
- Research Coordinator / Fellow: network and guidance on steps in research
- Executive sponsor/lead: escalation of barriers, facilitation of dissemination

« RESPECT for confidentiality of all participants in our study. The need for further permissions if wanting to share
individual patient stories

Metro North HHS Office of Research

33
Kylie Burke
Principal Research Fellow
Metro North Mental Health
e Responsibility for building research capacity within Mental
Health
e Psychologist and researcher whose work has focused on
supporting parents and children experiencing adversity,
including adolescence, children with life-threatening
illnesses and the intergenerational effects of social
disadvantage
Metro North HHS Office of Research N
34
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Take A Breath: A Program for

Parents of Children with a Life
T —— Threatening lliness —

Dr Kylie Burke '
Principal Research Fellow /

—

Murdoch Childrens The Royal Chlldren%@ (0 Parenting Research Centre
Research Institute Hospital Meloourne raising childven nell

35

|dentifying the Problem, Topic or Solution

“l dream about being on a train with my
daughter. Then we are hanging off the back
whilst it goes out of control. | can’t hold
onto her —she is slipping away from me. |
wake up feeling sick to the stomach, scared
and completely wiped out”

36
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What do we know?

* The most distressed parents do not always have a child with the worst
diagnosis/prognosis

* The event/s are not necessarily the trigger for a trauma response
* Cognitions (i.e. subjective appraisal) are the key

* Other things to consider:
* Timing
* Tailoring according to risk

37

Figure 1 Model of medical traumatic stress for pediatric patients and their families

Phase | - Peri-trauma Phase Il - Early, ongoing, evolving Phase Il - Longer-term

Pre-Existing Characteristics
Factors |7 of Event

Potentially . .

Traumatic Experience Early (Acute) Ongoing and Evolving
Events | of PTE Responses Responses Long-term
(PTE) (subjective) »| R PTSS

(ohjective)

Goal of Intervention: Goal of Intervention:
Prevent PTSS Reduce PTSS

Source: Kazak AE, Kassam-Adams N, Schneider S, Zelkovsky N, Alderfer M, Rourke M. An integrative model of pediatric medical traumatic stress.
J Pediatr Psychol 2006; 31: 343-355.

Goal of Intervention:
Change subjective experience of PTE

38
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Aims, Research Questions and Hypotheses

* Aims
* broad statement of problem, topic or solution
* Terms like: assess, build knowledge, understand, identify, evaluate

» Research Question/s
* Can be 1 or multiple
* Linked to aim
* Primary and Secondary
* Phrased as a question
* More specific than aim
* Hypotheses
* Relate to a specific research question
* A research question can have multiple or multi-part hypotheses
» Statement of expected outcome

39

Project Aims

* The project sought to advance capacity to both screen and treat at
risk families by extending previous work in the area of childhood
cancer to other life-threatening illnesses (LTls) and by development
and evaluation of an intervention targeting parent distress
following a traumatic experience. The overall aims of the project
are to:

* Identify the psychosocial risk factors in families with a child with
a serious childhood illness/injury (cardiac disease, acquired brain
injury or having been admitted to the Paediatric Intensive Care
Unit).

* Assess if a parenting intervention leads to improvements in
psychosocial distress for parents of children with cancer.

40
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Aims

1. To investigate the prevalence of parent psychosocial distress in four
illness groups: Pediatric diagnosis of cancer, a cardiac or neurological
condition or admission to Pediatric Intensive Care Unit (PICU).

2. To determine the trajectory of parent psychosocial distress
symptoms over an 18 month period from the child’s initial diagnosis
of cancer, a cardiac or neurological condition or admission to PICU.

3. Toidentify the demographic, psychosocial and illness related
predictors of parent psychosocial distress and to investigate whether
these vary at different timepoints after the child’s initial diagnosis.

4. To examine the relationship between parent psychosocial distress
and child psychological wellbeing from 4 to 19 months after the
child’s initial diagnosis.

41

Research Questions

The Primary research questions were:

* What factors identified at 4 weeks post diagnosis reliably predict psychosocial recovery in
parents and children when a child is diagnosed with a SCII?

(Psychosocial recovery was defined as improvement in reports of quality of life, the impact of the SCll and symptoms
of post traumatic stress)

The Secondary research questions were:
* Does the PAT 2.0 reliably predict:

» families at risk for psychopathology, including depression, anxiety, PTSD symptoms;
e quality of life at 4, 7 and 24 months post-diagnosis?

* What is the prevalence rate of depression, anxiety and PTSD symptoms of children with SCII,
and their parents, acutely and over the 24 months post-diagnosis?

* What are the risk factors, and their associations for depression, anxiety and PTSD symptoms
in children with SCIl and their parents?

42
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Design

Conceptual Model: Hypothesised Psychosocial Trajectories for

Families of Children with LTI

* A prospective longitudinal design (see Figure) to track the

developmental trajectory of trauma for families across 4 time points.

Chnical

Targeted

Lewal ot Distress

Mormal
Heptation

DiagreuyHoapwtuon

Participants completed a survey on a
maximum of four separate occasions:

Participant data was included if returned no later than two weeks from

dissemination.

43

Predictors

Mediator

lliness-related factors

* lllness type

* lllness severity

« Length of hospitalisation

Demographic factors
Parent age and gender
Socioeconomic status
Ethnicity

Parent education

Psychosocial factors

* Parent mental health
* Trait anxiety

« Family functioning

* Family structure

Parent response or
experience of the illness

Project Logic Model

44

—

Time 1 administered within four weeks
of diagnosis during the Peri-Trauma
phase;

Time 2 at 3 months following Time 1 (4
months; Evolving Phase);

Time 3 completed 3 months from Time
2 (7 months; Evolving Phase);

Time 4 completed 18 months from
Time 3 (25 months) during the Long
term trauma phase of the PMTSM
model.

Child mental health and
well-being

!

Parent mental health and
well-being

|

Family Functioning

22
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Participants

Inclusion criteria

Eligible parents were:

those who were caregivers of children aged 0-to 18-years admitted to the RCH for
the first time for cardiac surgery in the first month of life (Cardiology),

a new cancer diagnosis of any type (Oncology), a stroke or moderate-to-severe
head injury (Neurology), or admission to PICU for longer than 48 h and their first
admission for that illness (PICU).

Il children who were aged 7-to 18-years were invited to participate in data
collection during time-points 2, 3 and 4 of the project. They were not involved in
timepoint 1.

Parents were still able to participate even if their child did not.

Exclusion criteria

Parents were excluded if:

Mobher, D., Hopewell, S., Schulz, K., Montori, V., Ggtzsche, P., Devereaux, P., Elbourne,
D.,
Explanation and Elaboration: updated guidelines for reporting parallel group
randomised trial. J Clin Epi.

von Elm E, Altman DG, Egger M, Pocock SJ, Gotzsche PC, Vandenbroucke JP. The
Strengthening the Reporting of Observational Studies in Epidemiology (STROBE)
Statement: guidelines for reporting observational studies.

Rethlefsen ML, Kirtley S, Waffenschmidt S, Ayala AP, Moher D, Page MJ, Koffel JB;
PRISMA-S Group. PRISMA-S: an extension to the PRISMA Statement for Reporting
Literature Searches in Systematic Reviews. Syst Rev. 2021;10(1):39.

For other designs go to: https://www.equator-network.org/reporting-guidelines/

they were aged below 18-years of age,

had experienced a major trauma in the 2 months prior to their child’s diagnosis
(such as the death or serious injury of another immediate family member),

or had insufficient English to complete the questionnaires.

Parents of children not expected to live longer than 6 months were identified by
the clinical team and were not approached for participation.

Child Admitted to RC

v department

Nurse Co-ordinator gives parent
fyer fseeks permission for Research
team tomake contact

YES -RT
NO-No makestime to
contact made meet with
RT explains
project &gives
PICF to parent
Chid
participation
explained to parent
& child PICF given Yes Parent No Consent -
for consideration Consent form signed - request to
Time 1 Sereening recontact
No parent Yes parent
consent for child consent for child
‘participation participation
Yes- No-RT
Recontact Cease contact
Researcher with family
childand seeks
consent

NoRT
Contact with
Child

Figure 4: Part One: Recr

No child
consent

Yes child

consent
received

Child T2 screening.
package given 3 months
from Parent T1

wimentandCansent Process

Recruitment, Consent and
Participant Tracking

CONSORT — RCTs

Egger, M., & Altman, D. (2010). for the CONSORT Group. CONSORT 2010

STROBE — Observational studies

PRISMA — Systematic reviews

ligible but
ot recruited a-231

Misssd a-193
sliacoasacabie a-3
“Disect ranster ko ancther ICU a6

Total recruited =282
“Cances =90
«Cantiolegy -2
Mined a=110

Lost to fllow.op 4=
ITrpe———
Wit o

bl docessod ae1

Caner Mined
Toal puses 190 B R —
S others -0
“aen 33 e,
“Dyads n-23 Dysdsa-2
Sarvey returns Sarvey returns Sarvey returns
Thesy T i T aesS
55 *T2 o83 12854
n T3 amt?
Loy Taatt

Fig. 3 Recasitment fow dageam for the Take s resth C

“Appemached s docknsd o pasicipus =29
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Data Analysis and Power

For Aim 2, Repeated Measures ANOVA will be used to assess temporal
changes in parent traumatic stress symptoms, with time since diagnosis as
the independent variable and the PCL-S as the outcome measure. Random
effects linear regression may also be employed, as it allows for
correlations between repeated measures taken from the same
participant, and analyses available data (allowing missing timepoints). This
procedure will be repeated for the child measures with the CROPS as the
outcome measure.

Power analysis suggests that in order to detect a small-to-medium effect
size (n2 = 0.025) the target of 240 families (80 in each illness group) is
sufficient to conduct the planned analyses (power = 80 %, a = 0.05).

Selecting Measures

Linked to Research Questions and Hypotheses

* What are the constructs you want to measure?
* Do you have a measure for each construct?
Choosing Measures

* Are there already developed and psychometrically sound measures
available (are they accessible? Free?)

* Unsure?
* Ask colleagues
* Literature Search/Google

* Nothing Available?
* Develop your own (use clinical knowledge AND literature)

1/04/2021
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Measure Selection

Table 1 Summary of the measures included in the take a breath cohort study

AIMS

To investigate the prevalence of parent
psychosocial distress in four illness
groups: Pediatric diagnosis of cancer, a
cardiac or neurological condition or
admission to Pediatric Intensive Care
Unit (PICU).

To determine the trajectory of parent
psychosocial distress symptoms over
an 18 month period from the child’s
initial diagnosis of cancer, a cardiac or
neurological condition or admission to
PICU.

To identify the demographic,
psychosocial and iliness related
predictors of parent psychosocial
distress and to investigate whether
these vary at different timepoints after
the child’s initial diagnosis.

To examine the relationship between
parent psychosocial distress and child
psychological wellbeing from 4 to 19
months after the child’s initial
diagnosis.

Key Points

* Build a team

* Develop a clear project plan (Protocol)
e Diagramsl!

* Codebook

The Protocol

* Developed at the beginning

* Included with ethics

* Ensures you have a well defined plan

Construct Measure Source Time-point
! 2

Outcome Measures

Parent Distress Postraumatic Stress Checklist-Specific Version (PCL-S) [40) P

Post traumatic growth Post Traumatic Growth Inventory = Short form (41, P

Chid psychopathology

Chid welbeing

liness Relared Factors
Hliness variables
Demographic Factors

Demographics
Health Ecoromy

Psychosocial Factors

Psychosocial factors

Parent distress/ welbeing

Family Functioning
Modenarars

Experience of liness

The Brief Infant Toddler Social Emotional A
Stengths and Difficulties Questionnare (5

sment [47), or 3
43

Swengths and Difficulties Questionnarre (SOC) (43

Parert Report of Postraumatic Stress Symproms [44)
Child Report of Postiraumatic §

s
P
mptoms [44] c
P

PEDS Quality of Life (6 years+) [45] or TNO-AZL Preschool
Children Quality of Lfe (1-5 years) 48]

PEDS Quality of Life [45] [
Severity of lliness Scale [47) MD
General questionnaire of parent demagrphic information 3

6g. age, years of education, ethnicity)

General questionnaire of health economy factors (eg. evel of P
income, services used in the hospftal and in the community)

Psychosocial
psychosocial
cess to services and fansport)

Psychosocial Assessment Tool (PAT-S) [25 W
149 P
ale Short Fom (DASS-21) [50) P
ent of QoL (AQOU) (51 P
State Trat Aniety Scake 52 P
Family Environment Scales [53 P

Parert Experience of Chid llness (PEC)) [54) P
Family Management Measure (55 P
Benefit Burden Scale - Children [56) s

“ = measure administered at this time point. P = Parent reported measures, MD = Doctor reported measures, SW = Sodal Worker reported measures, C.= Chid
reported measures, Timepoirt 1 =acute (within first month since hospitalzation/diagnasis), Timepoint 2= three months after Timepoint 1 (four months since
hospitalzation/diagnasis), Timepaint 3 = six months after Timepaint 1 {seven months since hos pitalization/diagnosis), Timepoint 4 = 18 months afier Timepoint 1

(19 months since hospitaiization/diagnosis)

* Provides detail for reports, presentations and

papers
* Can be a publication

Poychiatry
Parent distress reactions following a serious ®

illness or injury in their child: a protocol
paper for the take a breath cohort study

Method Design:

Dhscussion
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