CTTG Clinical Trials Working Group
Terms of Reference

Mission
e To support the development of clinical research programs related to Transfusion Medicine.

e To facilitate collaborative clinical research by engaging with investigators across institutions and
disciplines.

Roles and Responsibilities
The CTTG Clinical Trials WG will conduct scientific peer reviews of submitted proposals. The
Clinical Trials WG will
1. Provide methodological and content expertise in the development of a research
program,
2. Identify potential collaborative partners, and
3. Provide a letter of endorsement for funding agencies if the clinical research program is
endorsed.

Requirements for the Assessment of the Clinical Research Program will include
CTTG members only can submit proposals for review. Junior members (who are within 3 years of
their membership) must be assigned a mentor to first review the proposal prior to presentation.

1. First phase: Oral presentation of the research program.
This first phase is a presentation of the concept of the research program, using a standardized
presentation format that will take place during one of the bi-annual meetings. This presentation will
include previous studies (e.g. retrospective reviews, systematic reviews) that support the
development of the program as well as the main research questions that are proposed and a
summarized methodology. Standardized abstracts to be submitted prior to presentation and ranking
forms will be developed, the latter to decide approval at this phase of development.
a. Ifthe first phase is approved by the WG, the more detailed proposal will be
expected six weeks prior to submission for funding.
b. If the first phase is not approved, limitations identified will be summarized and

sent to the investigator (s) with the expectation of presenting again at a

subsequent meeting.
2. Second phase: Review of the detailed proposal
Six weeks prior to funding deadline, a detailed proposal will have to be sent to internal CTTG
reviewers. Standardized criteria will be developed to provide appraisal of the proposal. The proposal
will be reviewed by one member of the Clinical Trial WG and another member of the CTTG,
identified as having expertise to review. The investigator should actively attempt to recruit patient
representatives to be involved in the review. The two reviewers and patient representative (s) will
meet virtually to discuss their ranking and final recommendation. A turn-around time of one month
for review will be expected. If approved, a letter of endorsement will be provided. The CTTG clinical
trial WG will expect that funding will be included in the budget of the grant submission. Submissions
not approved can be resubmitted prior to the next grant cycle.

Governance/Membership
The Clinical Trials WG will report to the CTTG.



The WG Executive
The CTTG Clinical Trials WG Executive shall consist of a Chair, Vice-chair, and Secretary.

Each will serve terms of 3 years, with a maximum of two consecutive terms. The Vice-chair and
Secretary may assume the role of the Chair and Vice-chair, respectively, at the completion of the
respective terms.

In the event the Vice-chair does not want to assume the role of the Chair, a new WG Chair will be
offered to the Secretary and if the Secretary does not want to assume the role a nomination for the
Chair will ensue.

In the event of more than one nomination, the WG members shall rank order the submitted
nominations, with the ordered list of recommended nominations to be submitted to the CTTG
Executive by the current Chair or Chair-Elect. Once a decision is made by the CTTG Executive, formal
invitations to serve as Chair/Vice Chair will be extended to all top ranked individuals at the
discretion of the CTTG Executive until all vacant positions are filled. A similar process will be used for
the Secretary.

Membership

Members will be designated as voting or non-voting members (e.g., members wishing to attend
presentations). Members who have the ability to vote are responsible for attending at least 75% of
meetings. Members are expected to respond to specific requests for review or advice or urgent
meetings in a timely manner as such issues arise.

Membership to the Clinical Trials WG is without a fee and open to all CTTG members with
experience in clinical research (defined as at least one funded and completed published trial as a
principal investigator or co-investigator). CTTG members may request to join the Clinical Trials

WG by submitting a request by e-mail including a CV and describing their interest in becoming a WG
member. The Clinical Trials WG will discuss suitability of the application and approval will be
decided by consensus. The consensus approach will be utilized for decision-making. If this is not
feasible, a vote will occur with a majority (of 50% +1) for it to carry.

Chair: Nadine Shehata
Vice-chair: Justyna Bartoszko
Secretary: TBD

Meetings
Meetings will be held twice per year.
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