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	1. Administrative Information

	Study title:      

	Principal Investigator
Name: 
Institution: 
Email:     

Attestation: By adding my name below, I confirm that I have read the WOO Trial Process Map and agree to follow the outlined process should this concept be advanced.  

____________________________________________
Name

	Co-Principal Investigator
    Name: 
Institution: 
Email:   

Attestation: By adding my name below, I confirm that I have read the WOO Trial Process Map and agree to follow the outlined process should this concept be advanced.  

____________________________________________
Name

	Co-Investigators 
Name: 
Institution:           

Name: 
Institution:   

Name:
Institution:   



	2. Concept details. While there are no limitations on the length of each section, concepts should be concise, aiming for a maximum length of three (3) pages (Arial 11-point font, single spaced). Before submitting, remove all italicized instructions, leaving only bold, underlined section identifiers. 

	
STUDY DESCRIPTION

[bookmark: _heading=h.gjdgxs]Background and rationale: provide details on study background, WOO trial rationale, and specific immunomodulation hypothesis. Provide a brief summary of current knowledge relative to the proposed study. Outline how the study fits into the goals and focus of the WOO Network. Explain the study’s “path to clinical impact” (e.g., what are potential future neoadjuvant or adjuvant studies if the WOO study is positive). 

Study synopsis: provide a study synopsis including information on disease, objectives, patient population, endpoints (biological, immune endpoints) and correlative/biomarker investigations, (listing and justifying all correlative/biomarker investigations beyond those that are to be provided by the Network). Outline the total number of patients to be accrued, providing justification for the value selected. Study schema is to be included at the end of this form. 

[bookmark: _Hlk149081787]Lay summary: Using simple terms and plain language, provide a lay summary that outlines the research question, what the trial will do to answer the question, what will be measured, why the findings matter, and how the findings will be used. The summary should outline the potential benefit to patients/impact on the field. The lay summary will support the review of the concept by the Patient Representative of the WOO Network Steering Committee.  


	
FEASIBILITY

Engaged sites: Summarize engaged partner sites including interested investigators (surgeon, medical oncologists) and resources available to ensure timely success of the study. 
 
Patient recruitment: For each engaged site, provide details on patient population, projected recruitment rate and how the surgical co-investigator will be engaged in the recruitment process. Identify any competing studies that would impede recruitment and outline how they will be managed.

Preliminary study timelines: List preliminary timelines including date of executed agreement with industry partner, drug availability/access, ethics and regulatory approval, site(s) initiation, first and last patient accrued.  

Pharma engagement and drug safety profile: Summarize discussions with pharma, including their review and approval of the study concept/schema, review and approval of submitted Investigator Initiated Trial/Study (if applicable), drug availability in line with preliminary study timelines, and any non-confidential safety profile details. A letter of support is to be provided at the concept stage.


	
PATIENT PARTNERSHIP PLAN

[bookmark: _Hlk149080798]Summarize plans for how Patient Partner(s) will be involved in the design and execution of the trial. Indicate if the Patient Partner(s) will be sourced through investigator host institutions or will require support from OICR/WOO Network.  



	EQUITY, DIVERSITY AND INCLUSION PLAN

Outline how the trial will align itself with OICR’s EDI principles and evolving international regulatory standards and guidance.  




STUDY SCHEMA: include below
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