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Note: Please check the boxes if you can have them ready before or during the training date.  For the questions that require more thinking, you can check the boxes if you have given thoughts on them. 
Legal Requirements
☐Agreement with EDGE UK (University of Southampton) 
Technical requirements 
☐Internet access: ability to access by cable or WIFI (WIFI guest request)
☐Browser options: IE 8 and above preferred; google chrome; Firefox; safari
☐IT support: Please ask your IT to add https://edge-canada.ca/   into trust sites in case the hospital block them.
☐Online meeting: ability to use “Go to meeting” or “WEBEX” for remote training and problem solving 
☐Projector: training date
☐Computer room: for group training and practice 
Resources:
☐Dedicated lead organization administrative users: 
· Identify key local contact person to help resolve issues and pass on updates from EDGE UK
· Requirement: problem solving skills, positive learning attitude, proficient in using EXCEL advanced functions preferred and willing to help others
· Committed to practice after the site training
Information readiness to prepare for the training date 
Inactive users (no access required)
☐List of all investigators: names and contacts for sorting out data
Active users (access to EDGE)
☐List of active users (view and/or data entry required): such as Clinical Trial Manager, Study Coordinator, Research Nurse, Clinical Research Associate, other supportive staff
Cancer clinical trials
☐List of current trials (including status, important dates such as open to accrual, closed to accrual, local PI and co-PI, study coordinator etc)
☐List of older trials (depended on how far you want to go back)
Patient Recruitment data for entry or importing 
☐List of recent recruited patients (including which trial, initials, subject ID, screened date, recruited date, responsible MD, study coordinator etc)
☐List of legacy patients who are still under follow up (depended on your needs)
Documents for storage in EDGE
☐List of documents that need to store in EDGE
Process or dates for tracking
☐List of process or important dates which need to be checked in EDGE
Reporting 
☐List of current and future reports
Questions to think about
☐ Current roles and information collection needs: what, who, and how? What can and cannot be shared among the network?
Examples:
Local dedicated administrative users: set up users, attributes, reporting templates, resolve technical issues (local help desk), system notifications, system maintenance, gather needs from the users for submission to UK, data mining for investigators including publication tracking  etc.
Trial activation coordinator: Initial entry of the trial, trial activation process checking, upload the initial submission documents to EDGE for the review of the committee
Contract specialist: keep track of contract review and approval process; upload the initial and updated contracts to EDGE
Financial analysis: keep track of billing items and status 
Clinical Trial Manager: staff assignment, work load analysis, staff training, oversee the information and review the reports
Study Coordinator: Enter the patient recruitment data into EDGE (dates of patients being prescreened, approached, screened, recruited, and treated with basic patient ID); access to protocol, consents, contracts etc.
Data Manager (CRA): enter any patient information related to patients on long-term follow up
Ethic secretaries:  keep track of the ethics approval processes related to annual renewal, amendment, deviation etc; upload updated protocol, consents etc.; update ethics related information
Pharmacists: keep track of some pharmacy fields, upload pharmacy manual to EDGE
Lab: upload lab manual to EDGE
Trial cycle review to understand your needs/expectation

☐Review of your current process and practice from trial life cycle perspectives
The following is just for helping you develop your own needs, for your information only: 
Early stage: grant application and protocol development: are you planning to keep track of early stage process in EDGE?
Site initiation stage: what information/data do you need to answer the sponsor’s questions?
Site activation stage: 
· Trial review process: do you need to keep track of the review process? Do you wish to the team to access the centralized information?
· Trial approval process: initial ethics approval, contract, logistic tracking etc.
Trial active stage
1. Regulatory/ethics related tracking and reporting (do you need any of the following?)
· Annual renewal – reminder, renewal submission and tracking
· Amendment submission tracking
· SAE submission tracking
· Deviation submission tracking
· Completion submission tracking
· Regulatory files storage
2. Trial data and file update
· Annual renewal dates
· Protocol  and consent  and other updated documents updating process and storage
· Any comments or discussions  for filing
3. Patient recruitment and tracking
· Patient screening log
· Milestone visits 
· Patient follow up notes 
4. Trial monitor 
· Monitor and audit activities tracking
5. Finance 
· Ethics activities report for invoicing  
· Cash inflow/outflow reconciliation
· Items for tracking in EDGE  
6. Other supporting departments
· Pharmacy
· Lab
· Radiation
· Logistics: shipping and archiving process
7. Qualification and Training Tracking 
· CV and licences in General documents
· GCP training etc renewal and tracking
8. Reports  needs
· 3CTN reporting requirement
· List of current trials
· Accrual statistics for management
· Accrual statistics for funders/sponsors
· Annual renewal reminder
· Workload analysis
· Other analysis and report needs
Trial closed-out
· Trial closed-out internal review: accrual, files, boxes, file archive, financial and contract review
Trial Impact- completion post review 
· Track the trial related publication 
· Track if the trial has incorporated into guidelines and/or FDA approved labelling 
Early stage: grant application and protocol development
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