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ABBREVIATIONS AND DEFINITIONS

ANZCTR Australia and New Zealand Clinical Trials Registry

CARF Committee for Audit, Risk and Finance

CCTG Cancer Cooperative Trials Group

CR Consumer Representatives

endorsement The action of supporting a clinical trial or research proposal as a TOGA study

HeSANDA Health Studies Australian National Data Asset. National infrastructure to enable
researchers to access and share data from health studies, including clinical
trials, cohort studies and other data valuable for research.

HRQoL Health-related Quality of Life

ICMJE International Committee of Medical Journal Editors

NHMRC CTC National Health and Medical Research Council Clinical Trial Centre

RP TOGA Research Panel for concept/proposal peer-review

SC Scientific Committee

substudy Contained within the protocol of a particular clinical trial

Secondary use
of data

A proposal to use existing clinical trial data for a novel hypothesis and analysis

TOGA-led study

A TOGA-endorsed study subject to oversight by TOGA Operations Executive
and able to benefit from TOGA insurance policy

WG

TOGA working group for concept/proposal peer-review

TOGA Study endorsement policy v3.0
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INTRODUCTION

TOGA strives to achieve and maintain a reputation for designing, conducting and publishing high-
quality clinical trials and research that contribute to evidence-based health care in thoracic
malignancies. The advantages to an individual member in developing their research concept through
TOGA and seeking TOGA endorsement include potential access to a national network of sites,
potential provision of the TOGA track record in successful and high-quality research design and
completion to enhance funding applications and manuscript submissions and access to peer- and
consumer-review processes that critique clinical trial and research design, assess feasibility,
equipoise and scientific merit of the proposal and determine support for the trial by the wider
membership.

For members involved in the recruitment of participants and conduct of the study, the peer- and
consumer-review process that underpins the award of a TOGA-endorsed clinical trial or research
proposal gives confidence in the quality of research design and conduct, and the potential benefit to
advancement in clinical care.

To ensure only high-quality and feasible clinical trials and research studies are conducted by TOGA
and to maximise the benefit of peer-review it is necessary to outline a policy and process for TOGA
endorsement of a study concept or research proposal. This process typically comprises peer-review
of the study proposal, assessments that the study is feasible and support for the study by the wider
membership.

PURPOSE

This policy outlines the minimal criteria, the application process and the requirements for a TOGA-
endorsed clinical trial or research proposal.

SCOPE

e Clinical trial concepts

e Clinical Research concepts

e  Substudy concepts

e Grant applications

e Other proposals where Scientific Committee (SC) Chair or Scientific Chair, TOGA Board of
Directors have requested consideration for TOGA endorsement/ peer-review.

GUIDING PRINCIPLES

e Transparent and equitable procedures

e Prioritisation of high-quality research that enhances care of patients with thoracic
malignancies

e Consumer involvement in research design

e Maintenance of the TOGA reputation as a leading organisation in thoracic cancer research

RESPONSIBILITIES

Working group or Research Panel

e Scientific critique and feasibility assessment of the proposed research to provide a
recommendation to SC
SC

e Approve application (TOGA-endorsed project or clinical trial)
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Consumer Representatives (CR)

e Review concepts and proposals for relevance and appeal to patients

Supportive Care Panel

e Review concepts and proposals for additional incorporation of supportive care studies

Translational Research Working Group

e Review concepts and proposals for additional incorporation of translational research studies

Executive Officer or representative appointed by the Executive Officer

e Assign TOGA study number for endorsed concepts and research proposals

e Facilitate reviews including consumer review and review by National Technical Services for
health-related Quality of Life (HRQoL) and health economics as required by Cancer Australia
infrastructure funding

e Review working group (WG) or Research Panel (RP) recommendation

e Conduct peer-review if necessary

e Recommendation to the TOGA operations executive committee re. prioritisation of TOGA
resources (if required)

o Endorse use of position statements

e Recommend use of TOGA logo or name where peer-review is not conducted by the TOGA
SC or WG or RP

SC chair

o Determine whether a survey receiving a positive recommendation by the working group can
be distributed to the membership

o Determine whether a concept has had sufficient substantive change to require the
endorsement status to be reconsidered by the WG/SC

Study chair

The Study Chair may choose to use the services of a Trial Centre or other delegate for some or all of
these tasks.

e Prepare and submit clinical trial concept form for review,

o Facilitate reviews or provide reasons why additional reviews will not benefit the concept or
proposal

e Secure funding

e Prepare grant application/clinical trial protocol

e Oversee study

e Prepare manuscript

e Ensure publication of results

TOGA Committee for Audit, Risk and Finance (CARF)

e Execution of funding contracts
e Contract negotiation including TOGA study payments

Clinical Trial Sponsor

TOGA Study endorsement policy v3.0 Page 4 of 17
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e Contract negotiation including TOGA study payments, where applicable

POLICY

Overview

Fundamental to the process of research endorsement is review by peers and experts to assess the
merit of the research question and the feasibility of clinical trial/study design and conduct. A study
question can also benefit from the experience of peer-review to develop and refine the concept or
proposal.

In TOGA, peer-review and development are conducted by the WG or RP with a recommendation to
SC to endorse the proposal. Supplementary reviews by the CR, the supportive care panel, the
translational research panel and the Cancer Australia- appointed national technical services for health
economics and Quality of Life, if appropriate, and the likelihood of adequate funding, may contribute
to the SC decision. If the SC final decision is to endorse the TOGA trial or research study, the clinical
trial protocol or research proposal should bear the TOGA logo and endorsement. Figure 1 provides an
overview of this process.

Concept development Approval
==
O
- Clinical trial idea
e
(7]
o l v
a - -
2 Statistical input N Working group recommendation Data/Tissue Request Approval from
TOGA Ops Exec and Study Chair
> o) .
o ©
= [ = Translational Research Group
- m
" 1
© <
0| W .
I (@) SC (final)
o | F
O A 4 A
[ Supportive Care Budget estimate
Consumer involvement Funding application
Quality of Life Contract negotiation
Health Economics Protocol development

Figure 1 Approval process for TOGA endorsement of a research proposal or clinical trial concept

TOGA Study endorsement policy v3.0 Page 5 of 17



I @ G A STUDY ENDORSEMENT POLICY

Thoracic Oncology Group Australasia

Benefits of TOGA endorsement
TOGA endorsement offers the following benefits:

e Use of TOGA logo or TOGA acknowledgment on all applications, presentations and
publications

e Membership mailouts to recruit sites

e Listing of research concept on the TOGA website

e Updates presented at SC meetings (time permitting)

In TOGA a research concept can be endorsed, or both endorsed and led by the group, with the latter
offering oversight by the TOGA Operations Executive Committee and the option of accessing clinical
trial insurance through the CCTG Umbrella Insurance Scheme. TOGA studies may also benefit from
assistance provided by the National Health and Medical Research Council Clinical Trial Centre
(NHMRC CTC) to develop a protocol and/or funding application.

Applications to endorse research proposals may apply for either option, with the final decision being
made by TOGA SC, with guidance by the TOGA Board of Directors representatives, if required.

Applications to endorse research proposals that are not clinical trials will not be considered TOGA-led
studies. If a proposal is a joint research initiative with another Australasian Cancer Cooperative Trials
Group (CCTG), only one CCTG can lead the study. The leading group is usually the group that
includes the members most likely to recruit the patients.

Review of the trial question

Poor-quality research proposals or study design can lead to research waste (1), due to inadequate
recruitment and premature termination of a study, or publication of poor-quality research. Determining
the merit of the trial question includes assessing:

o Is the question of appropriate scientific merit?
o Has there been appropriate consideration of prior literature and justification of the
research niche?
o Are there ongoing studies addressing this hypothesis already?
o Foraclinical trial, does the research question demonstrate sufficient equipoise?
o Does the study answer a question relevant to clinical practice and/or consumer priorities?
=  Where the study is investigating an existing variation in practice, information on
current practice may be required to adequately identify the variation in practice.
Is the study appropriately powered to definitively answer the clinical question?
Is the choice of comparator arm appropriate?
Has a consumer advocate been involved in the design of the proposal?
Do consumer advocates agree that the research study is appealing and of benefit to patients?

O O O O

Feasibility review
The peer-review process should assess the feasibility of the study, examining the following areas:

e appropriateness of eligibility criteria to facilitate recruitment and applicability of results beyond
the study population,

o sufficient alignment with common clinical practice and availability of protocol-mandated non-
investigational treatments, laboratory testing or supportive care. Surveys of existing practices
by members may identify areas of the trial design that are misaligned with standard of care.

Consideration should also be given to likelihood of funding and provision of study drug, if required.
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Requirements for a proposal seeking endorsement
Proposals are to be designed and submitted by a current TOGA member(s). There is no requirement
for the submitting member to serve on a TOGA committee, advisory group or WG&RP.

Proposals can be submitted either as a concept (see APPENDIX 1), research proposal or a brief
paragraph, and will require presentation at a WG&RP and/or SC meeting. Ideally, proposals should
be submitted prospectively, at a point during their formulation in which it is still possible to receive and
incorporate feedback from the multi-disciplinary expertise of the TOGA WG and/or SC to meet the
goals of TOGA’s vision to promote highest quality research for people with thoracic cancers. The
presentation at the meeting should be approximately 10 mins allowing adequate time for review and
discussion after the presentation. Requests for presentation/review should be made to
mailto:info@thoraciconcology.org.au. A PowerPoint template is available for guidance if required.

The presentation should cover:

e Background and rationale including evidence of a search that there are no current studies
addressing the same research hypothesis

e Aim/hypothesis

¢ Research context

e Study design (consider a schema)

e Statistics including endpoint/objectives and, if possible, power calculation

e Potential significance of research results, and long-term implications

o Feasibility and key questions for consideration

Endorsement process

TOGA convenes standing WG or RP of consumers and health professionals reflecting the
multidisciplinary membership to assist with review and development of clinical trial concepts and
research proposals. The WG&RP are:

i. Early NSCLC
i. Advanced NSCLC
iii. Mesothelioma, SCLC and other thymic cancers
iv. Supportive and palliative care
V. Translational Research

Members of the WG&RP review proposals submitted as a clinical trial concept or research proposal
and provide a recommendation to the SC regarding TOGA endorsement. The SC then considers the
WG or RP recommendation and review and may conduct its own review of a concept or proposal. In
some cases, the SC may conduct a review without the assistance of the WG&RP. Possible outcomes
of the SC review are:

e Endorsement with no modifications required.

o Endorsement subject to modifications. Changes and final approval will be communicated via
the SC chair or delegate.

o No endorsement at the time of submission. Reasons for the decision will be communicated
via the SC chair or delegate. Re-submissions of unsuccessful concepts will be considered at
the discretion of the SC chair.

If the SC agrees to endorse the TOGA study, and a concept or proposal has been received by the
TOGA Executive Officer, a TOGA study number is assigned by the TOGA Executive Officer. This
number is the year the concept or proposal was approved by SC, followed by a hyphen and a 3-digit
sequential number for all concepts or proposals approved in the calendar year. E.g TOGA 19-003.
The researcher submitting the clinical trial concept or research proposal will be informed of successful
endorsement and the TOGA number via letter, as outlined in APPENDIX 2.

TOGA Study endorsement policy v3.0 Page 7 of 17
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Conditions of endorsement

If a TOGA- endorsed study has not already progressed for review by the Cancer Australia- appointed
National Technical Services for HRQoL and health economics, these reviews will be facilitated by the
Executive Officer, unless the Study Chair, SC chair and Scientific Chair, Board of Directors, or
delegate, agree that the study will not benefit from these reviews.

TOGA-endorsed clinical trials should abide by the ‘Integrated Addendum To ICH E6(R1): Guideline
For Good Clinical Practice ICH E6(R2) annotated with TGA comments’ (2), ‘The Australian Code for
the Responsible Conduct of Research, 2018’ (3) The National Statement on Ethical Conduct in
Human Research 2023’ (4), ‘The Australian Clinical Trial Handbook version 2.4 August 2021’ (5) and
subsequent amendments to any of these documents and other applicable regulations where required
e.g Medsafe ‘Guideline on the Regulation of Therapeutic Products in New Zealand’ (6). To the best of
their ability, researchers of successfully TOGA-endorsed trials should identify the trial by the TOGA
study number and use the TOGA logo on study-related documentation, presentations etc. Any
substantive changes to a TOGA-endorsed research design (such as modifications to primary
objective and/or hypothesis, treatments, population or research context) need to be reported to the
SC chair and may be required to undergo SC review to maintain endorsement.

TOGA also undertakes, to the best of their ability, a commitment to publish all endorsed clinical trials
and research proposals in the highest possible quality journals. A lay summary of research outcomes
should also be prepared and made available to participants.

The completion of any major milestones need to be provided to the TOGA Executive Officer via
info@thoraciconcology.org.au. As a guide the following milestones and documents should be
provided:
e Study activation
Closure of recruitment
Conference presentations
Journal publications
Media articles
ANZCTR number (if applicable)

Authorship and acknowledgement of TOGA

TOGA does not provide TOGA guidelines for authorship, but suggests that the ‘Recommendations for
the Conduct, Reporting, Editing, and Publication of Scholarly Work in Medical Journals’ (7),
developed by the International Committee of Medical Journal Editors (ICMJE) guide authorship
decisions. These recommendations aim to ensure that all listed authors have meaningful and
substantive contribution to the work and take public responsibility for their contribution to the work.

Another potential beneficial reference when deciding criteria for authorship and indexing of author
names in PubMed is Fontantanarosa et al (8).

In multi-network studies, it is suggested that sites and investigators affiliated with the TOGA be clearly
identified. This will ensure TOGA is citable on all PubMed searches. Options for doing this include:

e ‘The X Study Investigators “for” Thoracic Oncology Group of Australasia’

o ‘Listed investigators, “and" the X Study Investigators "for" Thoracic Oncology Group of
Australasia’

o ‘Listed individuals, the X Study Investigators, the X Institution “for" Thoracic Oncology Group
of Australasia’

Retraction of endorsement
TOGA reserves the right to retract endorsement of a clinical trial or research concept, but in doing so
will consider if it will affect continuation of the clinical trial.
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International clinical trials

TOGA also welcomes proposals for participation in international clinical trials. If the protocol has
already been written, the protocol synopsis (rather than the clinical trial concept form) should be
submitted for WG&RP/SC review using the same process as outlined in the approval column above.
In addition, an international collaboration requires an assurance that the study will be conducted to
the same or higher standards than those required in Australia, and a delegation of responsibilities
between the international sponsor and the local sponsor..

Internationally-led clinical trials do not require review by Cancer Australia- appointed National
Technical Services unless there is an opportunity to include further studies in the protocol. However,
internationally-led clinical trials may require an appendix to detail compliance and feasibility in the
local context.

Every endeavour should be made to secure acknowledgement of TOGA in internationally-led clinical
trials, including but not limited to, the registration of a trial on a WHO-approved registry and
acknowledgement of participation on any publication, presentations or other collateral produced by
the international group.

Request for clinical trial data for substudies or novel study questions

Proposals for substudies or entirely novel study questions may require access to data from another
TOGA clinical trial. This should be specified in the corresponding TOGA concept form upon
submission. These proposals may seek peer-review and endorsement as outlined above and in
Figure 1, but require the permission of the TOGA Study chair, the TOGA operations executive
committee and trial sponsor from the original study that collected the data. A number of datasets from
completed TOGA trials will be made available through the Health Data portal as part of the Health
Studies Australian National Data Asset (HeSANDA) project.

The effort in collecting the original study data should be recognised as a significant contribution to the
substudy or novel study questions when considering authorship for the substudy or new study
question.

Request for survey distribution to TOGA membership

TOGA may be asked to distribute surveys to the entirety or parts of its membership. In order to
protect the membership and ensure that it receives only pertinent and scientifically relevant
information, any survey intended for distribution needs to undergo WG review prior to distribution.
Each survey concept needs to clearly outline how the survey results will be used as a foundation of a
larger research project. If recommended by the WG, the survey is reviewed by the SC chair or
appointed delegate. The outcome of this review can be:

e Survey is approved for distribution without any changes.

e Survey can be distributed after modifications. Changes and final approval will be
communicated via the SC chair(s) or delegate.

e Survey is not approved for distribution.

Surveys do not need to go to the entire SC for final review because they are not considered “TOGA-
endorsed” studies. However, some surveys may qualify for endorsement at the discretion of the SC
chair.

Alternatively, requests can be made for distribution via TOGA’s social media channels. Requests can
be made by emailing info@thoraciconcology.org.au. In this case, the interested party would ‘tag’
TOGA on the corresponding social media post, which would then be ‘liked’ or re-posted at the
discretion of TOGA.
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Endorsement of position statements

TOGA may be requested to endorse particular position statements. Where these have already
undergone peer-review by experts in the field, the decision whether to endorse the statement, and
brand with the TOGA logo or name, will be made by the TOGA Board of Directors.
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APPENDIX 1 TOGA CLINICAL RESEARCH CONCEPT FORM

Name:

Institution:

Email:

O FULL member O Not a member*

TOGA membershi
P *TOGA Scientific Committee will only consider concept proposals submitted by

status: TOGA members. Go to https://thoraciconcology.org.au/membership/ to register as
a member and see other membership benefits
Date submitted: Click to enter date
. Should be in the PICO format (Participants, Intervention and Comparison groups, and Outcomes)
Full title:
Acronym: O NA

O New submission

Submission status: . . .
O Updated (please include comments in the sections that have been updated)

O Seeking TOGA endorsement

TOGA concept stream O Proposing TOGA-led study
0 Unsure/Open to discussing options
Has this proposal been Yes: Please specify organisation
sent to another if applicable: Add allocated trial number
collaborative group or O Not yet, but planning to submit it to: Please specify organisation
other organisation for
review? O No other collaborative group or organisation will be involved

1. Project Design Details
Please complete the sections to the best of your ability. It's acceptable to leave any sections blank if you're unsure or
would like support from TOGA or the working group during the peer review process to further develop your concept.

O Interventional — treatment

Study type O Interventional — no treatment
O Non-interventional
O Phase | O Phase Il
Study Phase O Phase llI O Other: Specify here
o . O Early NSCLC O Advanced NSCLC
zfc:'l';wmg working O SCLC/Mesothelioma/Thymic O Translational research
O Supportive & palliative care O Other: Specify here

Outline the extent and scope of the clinical problem (evidence and why the area is worth researching), and the
rationale for the interventions and study.

Background, medical
and scientific rationale

Al Describe the overarching goal or purpose of the clinical trial, outlining what the study intends to achieve.
ims

Provide testable predictions based on prior evidence and/or experiences.

Hypotheses

TOGA Study endorsement policy v3.0 Page 12 of 17
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Significance

Describe what makes the study important and why it is worthy of attention, what are the implications and likely
consequences of its findings (positive or negative)?

Study design/ schema

Provide sufficient detail to summarise the important aspects of a study’s design. It should cover the phase,
blinding, and any other distinctive features of trial design. Ideally include a study schema outlining the study.

Interventions

Detail specific treatments or strategies being tested in the study, including description of the intervention(s)
(e.g., drug name, dose, frequency, duration), comparator(s), administration details and rationale.

Study procedures

Outline all activities performed as part of the trial, including assessments, monitoring, and data collection.

Objective, time points &

measures

Primary:

Secondary:

Tertiary/Exploratory:

2. Statistical considerations

Number of
participants

Time frame for
recruitment

Statistical
considerations

Provide a brief statistical plan, including considerations such as sample size calculation, analysis method/s for
primary end point/s, significance levels and stratification, and applicable stopping rules. The sample size
calculation should specify the number of participants needed to detect the minimum clinically important
difference for the primary endpoint with a specified test, level of confidence or significance, and power.

Have these methods /
sample sizes been
discussed with a
statistician? **

[ Yes: Please provide details
O No
O NA

** TOGA can provide statistical support during concept development. Please contact the TOGA Research Manager
for further information (info@thoraciconcology.org.au).

3. Population, Diversity and Inclusion

Target population

Key eligibility

Inclusion:

Exclusion:

Population diversity
considerations

How will the study support diversity in access to enrolment, inclusion of varying age, race, ethnicity, and
gender reflecting the patient population and incorporates priority population such as CALD, Aboriginal and
Torres Strait Islander, veterans, older patients, and non-metropolitan populations?

TOGA Study endorsement policy v3.0
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Which Australian

0 Metropolitan

O Regional
regions will be able to g
take part in this L Rural
study? O Remote
Explain your response here
. O Yes
Could this be run as a
tele-trial? L No.
Explain your response here
e . O Yes
Will trial include sites
OO No

in New Zealand?

Explain your response here

4. Risks and Feasibility

This section aims to assist in peer review and identifying opportunities where TOGA and its members can assist
with concept development. Some of these considerations may not have been planned at the stage of your
submission, and if so, please indicate this. At a minimum, risks & mitigation considerations should be addressed.

Risks & mitigation
considerations

Consider access to study drug, recruitment timelines, competing studies, funding, incidence, etc and how risks
will be mitigated. These are risks associated with the study success, not to participants.

Outline recruitment
plan

Expected number of
sites

Has a clinical trial
sponsor been
identified?

A clinical trial sponsor is an individual, company, institution, or organisation which takes responsibility for the
initiation, management, and/or financing of a clinical trial including compliance with regulatory requirements
and GCP principles, protocol adherence, data integrity, and participant safety.

[ Yes: Please provide details O No

Has the budget been

O Yes: Please provide expected total budget

developed? [0 No (budget support can be provided following endorsement)
Is drug supply O Yes
required 0 No
Name:
O Secured O In negotiation O Submitted O Planning
Funding sources (add -
Name:
more rows as
required) O Secured O In negotiation O Submitted O Planning
Name:
O Secured O In negotiation O Submitted O Planning

5. Translational Research

TOGA aims to embed translational research efforts within clinical trials and studies to support laboratory-based
activities and enable the next discoveries that will shape clinical work into the future.

Embedding
Translational
Research activities

Have you incorporated translational research activities in your trial design?

O Yes O No

Have you identified a translational researcher and/or team to conduct this
component of the study?

TOGA Study endorsement policy v3.0 Page 14 of 17
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O Yes (please list the research team 0 No/NA (consider reviewing TOGA TR
below) network)
TR investigator/s:

Please provide details

Have you assigned a budget for any translational research component of your
study?

O Yes

0 No — but open to including it

O No - but willing to offer samples to TOGA network at researchers’ costs

O No opportunity to include translation research

Would you like to seek consultation with TOGA'’s translational research group to
develop TR opportunities within your study?

O Yes O No

Potential samples

O FFPE tissue O Blood

O Fresh tissue O Plasma

0 Snap frozen tissue [ Other: Specify here
0 Bronchoalveolar fluid O NA

6. Supportive and Palliative Care

A priority at TOGA is enabling supportive and palliative care research in lung cancer clinical trials, including

improving symptom mana

gement, quality of life, and overall well-being for patients.

Integrating supportive
and palliative care
research

Are you interested in incorporating other studies within the trial?
O Yes (please provide details below) O No

Please provide details

Are you interested in incorporating recommendations from TOGA’s Supportive
and Palliative care working group within your study?

O Yes O No

Will your study be incorporating Patient Reported Importance Measures (PRIMs)
and Patient Reported Outcome Measures (PROMs)?

O Yes O No

Have you conducted any quality of life or health economics evaluations as part of
your concept development to date? ***

O Yes (please provide details below) O No

Please provide details

***The Cancer Australia supported National Technical Services, CQUEST and CREST, will review all proposals and
provide feedback as required.

7. Consumer consultation

TOGA acknowledges the vital role of consumers, patients, carers, and community representatives in shaping clinical

trials and research efforts.
concept proposals.

TOGA involves consumers in all levels of the organisation, including the review of
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STUDY ENDORSEMENT POLICY

Have you involved consumer O Yes O No
input in your proposal?
Would you like your proposal O Yes O No

circulated to TOGA’s consumer
panel for input?

8. References
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Thoracic Oncology Group Australasia

APPENDIX 2 SAMPLE LETTER CONFIRMING CONCEPT ENDORSEMENT

<Date>

By email:

<email address>

Dear <member proposing the concept or proposal>,
Re: TOGA endorsement of research proposal

This is to confirm that the following research proposal has been reviewed and approved by the
Scientific Advisory Committee (SC) of the Thoracic Oncology Group of Australasia (TOGA):

Protocol number: <TOGA XX/XXX>
Study title:
Date of approval:

Please notify the TOGA Executive Officer on info@thoraciconcology.org.au of the completion of major
milestones of your research project including, but not limited to:

Study activation

Close to recruitment

Conference presentations

Publication

Preparation and distribution of a lay summary to research participants

Please note that endorsement of the proposal by TOGA does not equate to TOGA being sponsor of
the study.

Yours sincerely,

TOGA SC Chair
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