OAGITG

AUSTRALASIAN GASTRO-INTESTINAL TRIALS GROUP

Working Parties

Terms of Reference
Background

The Australasian Gastro-Intestinal Trials Group (AGITG) Upper and Lower Gl Working Parties
(“Working Parties”) aid the development of gastro-intestinal (Gl) cancer research through the AGITG
Research Development and Prioritisation Framework (RDPF).

Role

The role of the Working Parties is to:

1. Identify gapsin research activities to maintain a relevant and future-facing research portfolio
thereby contributing to achieving AGITG’s strategic pillars,
Provide peer reviews for concepts planned for presentation through the Working Parties,
Provide expertise on new clinical research concepts presented through the Working Parties,
Appraise new clinical research concepts,
Ensure the Study Chair and Co-Chair(s) selected to progress the concept through the RDPF
are relevant and suitably trained and skilled.

vk wnN

Structure and Reporting

The Working Parties report to the AGITG Scientific Advisory Committee (SAC) via the Research
Operations Committee (ROC).

Support to fulfill the purpose and function of the Working Party will be provided by the AGITG
Development Team.

Activities pertaining to the Committee are reported to the Board via the SAC Chair Report. Relevant
updates are communicated to the ROC and SAC as appropriate.

Working Party Chair and Deputy Chair

The role of the Working Party Chair and Deputy includes:

e Chair Committee meetings and other collaboration meetings as required,

e Review of draft agenda and minutes from Committee meetings,

e Review and ratify Working Party appraisal recommendations,

e Ratify Trial Management Committee (TMC) members per the AGITG Trial Management
Committee Terms of Reference,

e Participate in relevant collaboration meetings held virtually,

e Represent AGITG in external face-to-face collaboration meetings where appropriate, and

e Be an active member of the Research Operations Committee (ROC), in accordance with the
Research Operations Committee Terms of Reference, and will:
1. Contribute to discussions related to upper and lower Gl AGITG studies in progress, and
2. Provide input on the study budget development for trials in development from a Working

Party perspective.
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Appointment:

An expression of interest process will be undertaken with members of the Working Parties as it is
preferred that the Chair and Deputy Chair have prior experience serving on the Working Party.

It is expected that the incoming Chair and Deputy Chair will have a thorough understanding of the
roles and responsibilities of the Working Party, the RDPF, as well as the overall purpose and activities
associated with the Working Parties.

The SAC Chair will appoint the Working Party Chair, and a Deputy Chair will be appointed by the SAC
Chair and Working Party Chair, in consultation with the CEO and AGITG Research Team.

The current Deputy Chair will have the opportunity in the first instance to assume the role of Chair
to fill a vacancy. Appointment to the Chair role is dependent on participation and contribution to
the role of Deputy Chair.

Tenure:
The Working Party Chair and Deputy Chair are appointed for a period of three (3) years.

Retiring Chairs are eligible for re-appointment by the SAC Chair up to a total of two (2) additional
terms in succession. Re-appointment is dependent on participation and contribution to the purpose
and activities mentioned above.

Members that are within their third (3™) term of tenure on the Working Party and express interest
to become the Chair or Deputy, can serve an extra term, up to a total of four (4) terms in succession.

Working Party Membership
Composition:

Each Working Party will have a minimum of fifteen (15) members and a maximum of twenty-five
(25) members, inclusive of at least two (2) early-career researchers. Members are only able to sit on
one (1) Working Party at any given time.

Working Party members must be active AGITG members.

For members who are unable to commit full-time to the Working Party, there is an opportunity to
share the role with another specialist from the same discipline. Members who co-share a role within
the Working Party will be counted as one (1) member. They will be jointly responsible for ensuring
that there is representation at each meeting and during concept appraisals from their shared role.

The Working Parties will seek to comprise members with the following skillsets and attributes.

Table 1. Composition.

Skillsets Attributes
e Required — Demonstrated experience in | ® Lived experience
the field of Gl cancer. e Gender balance
e Medical Oncology e Mix of ages
e Radiation Oncology e Early career researcher
e Surgery e New Zealand representation
e Translational Research e Australian State & Territory mix
e Bjostatistics e Metro/Regional/Rural/Remote mix
e Allied Health e First Nations perspective
e Nursing/Trial Operations/Lab Manager e Multi-cultural perspective
e Psycho-oncology/Qol/Supportive care
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Skillsets Attributes

e Other medical disciplines with an e Mix of cancer types
interest in gastrointestinal oncology
research (e.g. Gastroenterology, Public
Health, Radiology)

Additional expertise may be sought as necessary, including requests for specialised peer reviews for
concepts presented at the Working Parties.

Appointment:

New members are appointed through an expression of interest process or by invitation. Members
will be appointed by the SAC Chair and Working Party Chair, in consultation with the CEO and AGITG
Research Team.

The SAC Chair and Working Party Chair will determine the number of members from each discipline,
with a minimum of two (2) members representing medical oncology, surgery and radiation
oncology.

Two (2) Community Advisory Panel (CAP) members will be appointed to each Working Party to
represent those with lived experience.

Tenure:

Membership is for a period of three (3) years. Retiring members are eligible for re-appointment by
the Committee Chair up to a total of two (2) additional terms in succession.

Retirement:

Current members will be requested to retire if they are:
1. Unable to attend the scheduled meetings,
2. Unable to meaningfully contribute to the purpose and activities listed above, and/or
3. Have exceeded their tenure (maximum of nine (9) years).

Pre-Meeting Activities

Once the AGTG New Concept Outline Template is received, a detailed peer review process is
undertaken by the various disciplines relevant to the concept (Table 2). Members of each Working
Party will be requested to complete a peer review for relevant concepts via email. The reviewer will
be provided a minimum of 2 weeks to complete the peer review process. Members who are not
able to complete the requested peer review should notify AGITG within 24 hours of receiving the
request.

Table 2. The optional and mandatory peer reviews undertaken for each new concept during the Working Party review.

Relevant disciplines complete peer review Mandatory peer reviews undertaken
e Medical Oncology e  Statistics

e Radiation Oncology e Heath Economics

e  Surgical e Quality of Life

e Radiology e Teletrials

e Bioinformatics e  Community Advisory Panel

e Dietetics e Translational Research

e  Psycho-oncology

e Nuclear Medicine

e Other
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Each peer review will be provided to the Working Party and the prospective Study Chair/Co-Chair(s)
one week prior to the WP meeting.

Meetings

The Working Parties will meet at regular intervals throughout the year. Calendar invitations for all
meetings will be provided to embers no later than quarter four (Q4) of the preceding year. Out-of-
Session meetings may be called as required throughout the year.

A quorum of fifty (50) percent of members plus one (1) additional member is required at meetings.
If a quorum is not met within fifteen (15) minutes from the scheduled meeting time, the meeting
shall be dissolved and stand adjourned to another time as determined by the Working Party Chair.

In the absence of the Chair, the Deputy Chair will convene the meeting. In the absence of both the
Chair and Deputy Chair, a nominated Working Party member will convene the meeting.

Meeting papers will be made available via email one (1) week prior to the scheduled date of the
meeting. The meeting papers will contain:

e Meeting agenda
e Meeting attendance
e Prior meeting minutes (for ratification)
e Concept updates:
o Existing/revised concept outline
o Supporting documents to accompany the update
e New concepts for review
o New Concept Outline Template
o Peerreviews
e AGITG Drug and Funding submission report (only for scheduled meetings)
e Concepts in Development Report (only for scheduled meetings)
e UGIWP Trial Report (only for scheduled meetings)
e LGIWP Trial Report (only for scheduled meetings)
e Other important AGITG events for promotion and consideration by the Committee (e.g.,
Gutsy Challenges, Idea Generation Workshop, Annual Scientific Meeting).

Meeting papers are collated to match the running order of the agenda, and bookmarks are added
to assist with navigating the papers. New iterations of the papers will be circulated to the Working
Parties as they arise —i.e., when new information is received, or when information is updated. The
Working Party will be provided with the final version of the papers at least 24 hours prior to the
scheduled meeting.

It is an expectation that Working Party members review the papers ahead of the meeting.
Attendance

Working Party members are expected to attend and actively participate in a minimum of seventy-
five (75) percent of meetings held annually, including participation in the appraisal process. For
situations where there is an odd number of meetings scheduled, members should attend greater
than sixty (60) percent of meetings (for example, 2 out of 3 meetings annually).

Attendance and participation will be monitored throughout the year. Members who do not
participate in the required number of meetings for the calendar year will be issued a Notice of
Concern regarding lack of participation from the relevant Working Party Chair/Deputy Chair. In
instances where ongoing participation deficiencies continue to occur, a formal letter will be issued
from the Working Party Chair/Deputy Chair calling for their retirement. This is to ensure that the
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Working Party maintains an active membership, capable of contributing positively to the
development and appraisal of new concepts.

Members who have planned extended leave, such as parental leave or long-service leave, are
requested to notify the Chair and Deputy Chair of the Working Party, as well as
research@gicancer.org.au. In this context, whilst the absence is noted, they will be exempt from
the required attendance cap during this time. Attendance monitoring will resume upon their return.

Post-meeting activities

Concepts which are recommended to progress to appraisal by the Working Party Chair will be
assessed against the parameters in Figure 1. The appraisal process is undertaken using an online
survey, with a turnaround time of 2-weeks. Members will be emailed with the survey link within
24hours of the Working Party meeting.

A

30% 30% 20% 20%
Should the concept Is the study feasible Alignment with the Enthusiasm to,
be recommended for (e.g. logistics, AGITG Research participate in, and recruit
AGITG Clinical Trial specialised Strategy and Priorities? patients to the study?
Sponsorship based on equipment)?

scientific merit and
feasibility, without

refinement?

Figure 1. The formal appraisal criteria that the Upper and Lower Gl Working Party appraise each new concept against.

Once the appraisal process has been completed by 75% of the Voting Working Party Members, the
Working Party Chair and Deputy Chair analyse the objective scores and written feedback and either:

1. Approve the concept to progress to the next stage of the Research Development and
Prioritisation Framework (concepts must reach >80% for scientific merit and feasibility), or

2. Invite the chair to return to the Working Party for a future presentation update.
The outcome will be communicated to the Working Party and the presenting Study Chair/Co-
Chair(s) via email. Additionally, the complete minutes will be shared with the Working Party, while
the relevant minutes for each concept presentation will be provided to the Study Chair/Co-Chair(s).

Deviations from the Working Party Meeting process

Industry or collaborative research partners that approach AGITG with a fully funded trial
opportunity may require expedited timelines from a RDPF review perspective. In these instances,
AGITG may employ alternative strategies to ensure that the needs of the industry/collaborative
research partner can be met. These include:

e Complete an expedited peer review process,

e Combine Working Party, Translational Research Committee and Community Advisory Panel

review within one unified meeting,
e Complete expedited appraisals of the concept, and
e Conduct out-of-session Working Party meetings.
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Confidentiality and Conflict of Interest

Working Party members will complete the AGITG Confidentiality & Conflict of Interest Declaration
annually and update as needed.

Members with a conflict of interest to declare in relation to new topics will make a declaration prior
to the discussion.

If appraisal is required, member(s) with a direct conflict will declare the conflict and abstain from
this process. Members with an indirect conflict are required to participate in the appraisal process
and stipulate the perceived conflict of interest where indicated.

Members are required to disclose matters that may impact on effective oversight of the Working
Party roles and responsibilities.

Related Documents

e AGITG Research Development Policy

e AGITG Research Development and Prioritisation Framework (RDPF)

e AGITG Clinical Trial Sponsorship Policy

e AGITG Risk Management Policy

e AGITG New Concept Outline Template

e |ICH GCP E6 (R2) — Integrated addendum to ICH E6 (R1): Guideline for Good Clinical Practice
e The National Statement on Ethical conduct in Human Research, 2023

e The Australian Code for the Responsible Conduct of Research, 2018
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