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Agenda

Part1 Workshopping Clinical Research Project Management (15 min)
« Sign post research education resources
» Project Management Frameworks and Principles
» Applying program logic to clinical research
» Tracking Project Progress: Gantt charts

Part2 Exemplary Clinical Research Cases (15 min)

Andrew Claus (title)
Deanne August (title)

Part 3 Program logic exercise (16 min)

Part 4 Panel discussion and questions (12 min)

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

Microsoft Teams meeting
Facilitated by Prof Janet Davies
MNHHS Office of Research
MNHHS-Research@health.qld.gov.au
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Professor Janet Davies
Assistant Director Research

Metro North Hospital and Health Service
Head, Allergy Research Group, QUT

« Multidisciplinary allergy research; molecular allergen
characterisation, patient immunity, and environmental health.

» Lead investigator of the NHMRC AusPollen Partnership establishing
national standardized pollen monitoring and forecast network.

* Research underpins more specific immunodiagnosis and treatment
for subtropical grass pollen allergy.

» Supported by NHMRC, three ARC, NFMRI and other grants and
industry engagements to enable both discovery and applied
translational research to help people better manage allergic rhinitis
and asthma.
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Dr Andrew Claus

Research Development Officer,

Tess Cramond Pain and Research Centre
Royal Brisbane and Women’s Hospital

» Current projects range from systematic reviews, a drug trial,
implementation of telehealth to development of a
multidisciplinary clinical programme.

» His PhD was a laboratory-based study of spinal muscle
function and pain.

* He has 10 years in academic teaching and research,

» His research experience expanded to include multicentre
clinical trials as well as advising research higher degree

candidates in the field of rehabilitation, focused on movement
disorders and pain.
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Dr Deanne August

Investigator and Research Coordinator

Grantley Stable Neonatal Unit

Royal Brisbane and Women's Hospital, QLD Australia
Menzies Health Institute Queensland

School of Nursing and Midwifery, Griffith University
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Build your research experience and track record

Develop skills

. Plan for success
and knowledge Read and review

(set SMART Connection _and Small grant/
(online research (S|¥:\Eieercv?tic goals: mentorship Scholarship
resources) Pilot study)
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Research process

i Research Project
Implementation and
management

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

[ Commencemznt
of rese.arch

'Distribution|
| of findings |

| Agreement'r‘
| (external parties)

Exemption
(if applicable)

mmittee

https://metronorth.health.qgld.gov.au/research/ethics-and-governance
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Access to clinical research education resources and tools

https://metronorth.health.qld.gov.au/research
https://gheps.health.qld.gov.au/metronorth/research/education-resources EiDee sy Fechs Suestonmalne

+ Designing a clinical research project

Introduction to clinical research principles

Files vith presentation sides from sessions on topics related to basic principles and processes for undetaking clinical research

Metro North Hospital and Health Service » Clinical Streams » Research » Education resources. + Making grant applications appealing to reviewers

Metro North Research Education Series + Planning analysis when designing research
< o - 2 , Clinical research education videos
Digital Clinical Research Education Resources

+ Seeking approvals to undertake clinical research

} Designing Clinical Research Projects - Professor Patsy Yates + Using lterature to define knowledge gaps
-
- Koy o Desiging Py ST Tpe e MNHHS Research Education Webinar Series
Clinical Research M RESEARCH
QL . EDUCATION
»)" Vi Lengi 16min OTsec
How to Prepare an SSA Seeking Ethics Approval via
This page has inks to short videos of queston and The MIHHS Research Education Webinar Seris is @ Planning Biostatistical Analysis - Dr Joel Dulhunty Application in ERM — July 201 ERM - May 2019
answer ntenviows on nroductory topcs related to oro Saries of online education! vidsos focussing on practcal
prnciples forciicalrasearch aducationa topics for rasearchers
Plarning Satstcal Joots Top Tips Recommendations
Analys o Blostae for Data Coliecton
=
2 >
o] B
Vit i
Introduction to Ciiical Advanced Topics in Ciinical Interactive Research [wrveos | | [wwcrwevaro> ] | [wcoevaros | | [ocmevaeo>
Research Principles Research Workshops
Accessing information from the academic Critical appraisal of research evidence Bifisrsnces batiesh qlialily

Files with presentation slidss from Files vith presentation slides from Files with presentation slides and ssi oo - ‘ = rojects and research - 5 March
basic pnciples and processes for undertaking and commuricating facitated and peer to poer
undertaking clinical research clinical research outcomes and interactive research workshops E8uching Scacemic, talive Defining Knowledge Gaps

translation of research knowledge aimed at consolidating learing
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into clirical setings p—
e ey EDUCATION
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https://gheps.health.gld.gov.au/metronorth/allied-health/research/research-resource-map/protocol-proposal

Search Metro North. Q m

Safety & quality ~ Policies & procedures

Metro North Hospital and Health Service | intranet

Home

About Hospitals & services  Clinical Services ~Professions  Clinical resources  Research  Corporate Human Resources  Templates

A ¢ Aledteath mation on COVID-19 (coronavirus) A

Medical senices

Nursing & midwifery

map and Heall Service » Alled Health » Research » R Researcn

Contact
> Research question

Research protocol/proposal

By this stage. you will have witten your literature review and started to think about your mathodology, the next step in the research
process is to complete a research protocol/proposal. Generally speaking, you will need to include a study protocol with ethics E
applications. For mare information visit the Ethics and govemance page

5 Allied Health Professions

Literature review Office Queensland

H
Research methods

p-
Ressarch@health.cld govau

Outcome measurement
Depending on the type of research and methodology you will be using, difierent guidslines and protocols/proposals will need to be

* Research protocoliproposal  followed. It s useful to familiaise yourself with the protocolproposal style that relates to your study. Whilst not mandatory, the
protocols that you wits can be redrafed into a publishable format and subitted for publication,in the case of systemaic reviews
and randomised controlled trials (as per best practice guidelines)

Ethics and goverance Useful resources.
* Grantapplication

+1 Useful resources
Analysis

Research Proposal

'BMJ Online — Online courses on witing and publishing study protocols. Registration is required, however,this i a free and simple R

> Publication process.

TrandiEtoniptraskatci ik ‘Equator Network — Searchable library of reporting guidelines

vacice

Research Proposal
and Protocols

+ Systemic review protocols and Protocols
Alison Pighills

+Randomised Control Trial (RCT) protocols

+ Observational study protocols
Templates
« Mater Research Protocol Template
« Ressarch Protocol Tempiate - Townssills Hospital

Proposal/protocol guidelines

Guide to witing a research protocol — Mater Research Institute

Developing My Research Proposal — Centre for Functioning and Health Research, Queensland Health

https://www.health.qld.gov.au/cfahr/html/proposal
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https://gheps.health.qld.gov.au/metronorth/research/education-resources/advanced-clin-research

Metro North Hospital and Health Service | intranet S

ractive Research Workshop 2018

Home About Hospitals & services  Clinical Services  Professions  Clinical resources  Research  Corporate  Safety & quality Policies & procedurd . "
Managing research project budget

A View all of the latest staff information on COVID-19 (coronavirus) A

Dr Trina Yeadon

Principal Finance and Research Performance Analyst

Metra North Hospital and Health Service

Office of Business and Corporate Business Services

METRO NORTH

RESEARCH g

= Research Lead at Department of Anaesthesia and + 25 years’ experience in scientific research, project
R management and financial management of research funding
Perioperative Medicine, RBWH : grant applications and budgets.
s « Joined Metro North team 1 year ago.
* PhD on the ar 8 of obese preg + toimplement and monitor the financial and performance
aspects of he MNHHS Research Sirategy, by leading,
Weers Eokn pleser 2ULS, supporting and championing effective financial and
. research in 1 with ohm‘:l.ns, m&nmnwmamaralwamare:ur:hmm across
intensivists, obstetric physicians and neonatologists. * Research gy f the
inherent thata face.
= Chair of the Obstetric Anaesthesia Special Interest Group

RBWH Research Council and REBWH Human Research Ethics

Dr Victoria Eley Committee.

Staff Specialist in Anaesthesia, RBWH
Associate Professor, Faculty of Medicine s Mentor and supervisor of trainees and colleagues in quality
The University of Queensiand assurance, research projects and higher research degrees.

Managing research data - Redcap

Dr Roxanne Machen

Research Project Officer

Metro North Hospital and Health Service
Office of Research

FOW 10 DUIN 3 NEAIEN ECONOMICS CASe TOT TE VAIlie OT your researcn RO IS deve n et Rppie TRt son And ol e het o)
the Metro North Research Strategy and action plan
« Provides coordination for key functions:
© Research Policy and Procedure framework
© Metro North Snapshot of Research and annual reporting.
* Metro North HHS REDCap System Administrator
e coordinates user access and project approvals,
o manages Metro North REDcap data governance framework
and education/support materials.
o Bachelor of Human Movement Studies (QUT) and PhD
i of

| Interactive research
workshops + Build a health economics case - Tracy Comans (PDF)

? Education and svents Research project management
> Poliies and procedures

+ Presentation (PDF 2086 kB
* Journal articles

workplace wellness program)

If outside QH, available upon request MNHHS-Research@health.qld.gov.au
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Other sources of advice WILEY

THE WILEY NETWORK | INSTRUCTORS & STUDENTS JOURNAL EDITORS  LIBRARIANS PROFESSIONALS RESEARCHERS SOCIETY LEADERS

ToPics ~ CONTENTTYPE ~

Managing a research project

Project management is an important skill for a principal
investigator.

4

R RESEARCHERS

! 5
Seven Essentia s for Managing a
Large Research Poject

Having been successful in attracting funding for your project, you will now have to
lead it from set-up to completion. The following pages take you through the key
stages:

il

. Seltting up a research project

Eva Lantsoght, Assistant Professor, Universidad San Francisco De Quito £ January 11,2018

2_Monitoring a research project . .
IHESEESSRIRHESS 1. Identify your research question

3. Reporting on your research project . Master the literature

4_Making the most of your research project - Learn plannmg skills

and provide you with some project management tools for researchers.
. Use technology to your advantage

. Take notes

2
3
4. Identify your checkpoints
5
6
7

"V[fde https://www.vitae.ac.uk/doing-research/leadership-development-for-principal-

A s, investigators-pis/leading-a-research-project/managing-a-research-project Work with student
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Program logic model for clinical research

+ Good, simple process-driven framework
] « Goal orientated; impact (short/ medium/ long term) focused; gives purpose
* Encompasses project lifespan from inception to impact
* Requires tracking of progress against (SMART) goals
+ Based on addressing PICO research question
: * Informs protocol development and practice

Impact

Outcomes (know your end
goal)

Input

Research Project Implementation

Internal
Context, External
assumptions factors

14
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Description of research impact

New knowledge, demonstrating the benefits emerging from
adoption, adaption or use of new knowledge to inform
further research, and/or understanding of what is effective.

Improvements in health through new or improvements in
therapeutics, diagnostics, disease prevention or changes in
behaviour; management of health problems, health policy,
health systems, and quality of life.

Health Knowledge

Improvements in economic performance through creation of
new industries, jobs or valuable products, or reducing health
care costs, improving efficiency in resource use, or improving
the welfare/well-being of the population within current
health system resources.

(An economic impact may also contribute to social or health
impacts, including human capital gains and the value of life
and health.)

Economic

Improvements in health of society, including well-being of
end user and community. -may include improved ability to
access health care services, to participate socially (inc.
empowerment and participation in decision making) and to
quantify improvements in the health of society.

Social

15
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Planning timelines of research activity stages

» Use a Gantt chart (eg Exel templates)
PROJECT TITLE The most engaging, insightful, best ever very important research project o Assign aCtiVity and milestones against t|me
o tene based on protocol

Project Lead

* Include ALL steps in process;

TASK NAME ASSIGNEDTO  STARTDATE  DUEDATE DURATION % DONE DESCRIPTION PRIORITY MILESTONE

Design research project 1/03/1019 30 * Recru Itment’

Research resourcing icati 15/03/2019) _ 3/05/2019) 77 ° Data CO”eCtiOﬂ(S), interventions /
Research Ethics and 15/03/2019]  1/06/2019) 78 . .

Research activity milestone 1 15/06/2019) 30/12/201) 198 expe rimen tS ’ fOI |0W u p \4 Slts ’

Research activity milestone 2 16/12/2019) 182

» Data collation, cleaning, analysis and
interpretation

Research activity milestone 3 16/03/2020|

» Writing, editing, submitting and revising
manuscripts

|[Report writing; draft 1 15/11/2020]  15/02/2021) 92 . Colour COde typeS Of aCtIVItIeS
Manuscript submission; journal 1 15/02/2021] _ 15/03/2021) 28
Revision of manuscript journal 1 16/03/2021) _ 16/06/2021 92 . Assign tasks and responsibilities
17/09/zn11 2
yom] o] 348 =277 - Track progress for all aspects regularly
+ Schedule a weekly activity timetable
Template will be uploaded and if outside QH, . Report’ review and share progress with

available upon request MNHHS-Research@health.qgld.gov.au team: students. collaborators. stakeholders

16
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Research Project Gantt Chart

26/12/2018
26/03/2019
24/06/2019
22/09/2019
21/12/2019
20/03/2020
18/06/2020
16/09/2020
15/12/2020
15/03/2021
13/06/2021
11/09/2021
10/12/2021

Design research project

Research resourcing (grant applications)
Research Ethics and Governance
Research activity milestone 1

Research activity milestone 2

Research activity milestone 3

Data entry | |

Data cleaning [
Data analysis ﬂg‘

1
Interpretation of project results

Report writing; draft 1
Manuscript submission; journal 1 . /
Revision of manuscript journal 1 -

Proofs |

Translation research outcomes into practice -

Funded Project Activity Continue until completion

17

My tips for clinical research project / \
External

Planning, planning, planning (plan, do, study, act cycle) factors

Context; consider and note the clinical context in which your study will be done.
» does it change from commencement and completion?
« e.g. diagnostic practice in department, drug delivery protocols, staff changes

Regular study meetings —~___ Internal >

+ Minute key issues discussed Cefiirs
. .. . assumptions
« Capture the rationale for decisions (refer when reporting)
» Discuss how people at sites interpret and enact the protocol
* Note any differences in practice between sites or individuals
+ e.g. multidisciplinary team perspectives.

Track/manage the quality of data entry early: improve or clarify with data dictionary
« Saves time later for data cleaning; simple examples are “F” ; “f’; female;Y, y or yes; date & time formats

Record keeping and observation
Data quality in - robust data analysis - reliable interpretation > relevance of outcomes - greatest impact

People, people, people: communicate, encourage, value and support all members of your team; start to end

18
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Andrew and De’s lived experience of doing clinical research

Title:
Aim:
Hypothesis (if relevant):

Protocol/method/ activities Outputs;

Data sets
Outcomes: Lived experience;
e.g. New understandings of utility of the data What worked well?

collection tools

Lost key points? Insights to balance between rigour
verses bias and loss of sensitivity to detect What didn’t work?
unexpected new finding.

New knowledge; design of next study, papers, skills?

19
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Program logic framework for clinical research

Internal External

21
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Program logic framework for clinical research

stipend,
grant, in kind, Budget
; Chief and
partner investigators,
nurses, coordinators,
[EIRCEN]

; device,
drug, consumables, etc

* Recruit and Consent

* Collect data/
biospecimens/tests

» Perform experiment/
intervention

* Follow up data

« Data entry, storage,
cleaning, analysis &
interpretation

* Data sets

* Research
report

* Presentation

* Reputation for * Knowledge transfer

Department/ : + Change in practice
organisation (media) « license of

* New skill and technology

« Better patient/HHS
experience &
outcomes

* (consider time to
impact)

workforce capacity
« New knowledge;
research evidence
(new questions,
insights?)

* Manuscript

background information

A Your

Department, Collaborators,
Facility, Funders,
Stream End users

22
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For Discussion: practical considerations to reflect on

How did you approach managing the clinical research study?
What aspects of undertaking the research study worked well for your team?
Were there any contexts of your clinical setting that affected study success?

What did you learn that you would use in design and execution of future clinical research projects?
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