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1.0	PURPOSE

This Standard Operating Procedure (SOP) describes the procedures to be followed and documents to be completed when opening up a study at _______________________
	
2.0	SCOPE

This SOP applies to all studies opened at __________________
 
3.0	RESPONSIBILITIES 

All clinical research staff involved in coordinating studies at _____________will follow this SOP. 
In addition, all clinical research staff must follow the applicable regulations, guidelines, Good Clinical Practice requirements, and related documents.  

4.0 DEFINITIONS

See Glossary of Terms.

5.0 PROCEDURE

5.1 General Information 
Upon receipt of a new project, read and become familiar with the protocol. The clinical study coordinator manages the activities to open a study in collaboration with the principal investigator. The following tasks must be completed (as applicable) when preparing to open a study:

5.1.1 Clinical Trials Application to Health Canada
· Determine if the study requires a CTA submission to Health Canada 
· Prepare CTA as per guideline available on Health Canada website

5.1.2 Grants and Contracts
· Determine if a Clinical Trials Agreement is required and coordinate with Grants and Contracts department
· Determine if a Clinical Tissue Transfer Agreement is required
· Determine if any other agreements are required
· Discuss with PI if a budget is in place with sponsor, or if a budget needs to be developed. Develop budget if necessary

5.1.3 Impact Assessment
· Determine Nursing contact, if applicable
· Determine Correlative Contact if applicable
· Complete and submit form

5.1.4	REB Submission
· Determine which REB will be REB of Record
· Submit as per REB guidelines

5.1.5	Clinical Study Registration
· Ascertain if study meets registration requirements as per ICMJE
· Register study on a website that meets ICMJE guidelines (e.g Clinicaltrials.gov)
· Registration must be complete by first enrolled subject

5.1.6	Set-up Regulatory Binder
· Set up regulatory Binder as per regulatory requirements

5.1.7	CRFs, eCRF, Database
· Prepare CRFs refer to SOP 2XX CRF development
· If using an Electronic data capture System  and eCRFs, communicate with Database personnel regarding status

5.1.8	Study Specific Tools
· Develop study specific tools as required
· Set up tracking logs using department templates (e.g., deviation log, ICF log, SAE log, ect.)

5.1.9	Study Start-up meeting
· Prepare agenda
· Prepare a slide deck in collaboration with key stakeholders
· Sort out logistics (meeting room, laptop, computer)

5.1.10
· Studies are when all approvals are obtained
· CRFs and database are complete and approved
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