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Introduction

Document Purpose

This document outlines the administrative, training and communication actions
required for sponsors to become “QuickSTART Ready Sponsors”, allowing them to
participate in the QuickSTART program.

Sponsor operational representatives are invited to meet with CTO before
completing the following steps to address any questions or site-specific needs.
Contact CTO at quickstart@ctontario.ca.

What is QuickSTART?

QuIickSTART is a comprehensive clinical trials pathway that coordinates and
accelerates contracting, budget, research ethics review, and institutional approval
processes within a competitive 45-day timeline. It aligns industry sponsors,
institutions, study teams and REBs around a collaborative approach, establishes a
parallel review process, and streamlines workflows with an interactive online
dashboard and targeted tools, including the Ontario Universal Agreement for
Clinical Trials and CTQO's Stream platform for efficient research ethics reviews.

QuIickSTART Study Criteria

Studies that meet the following criteria are eligible to be considered for the
QUuIickSTART program.

O Industry-sponsored drug trial with two or more QuickSTART sites

O REB application through Stream

0O Using the Ontario Universal Agreement for Clinical Trials (UACT)

0 Documents available as outlined in the Study Start-Up Document Checklist


mailto:quickstart@ctontario.ca
https://ctontario.ca/programs/quickstart/

Readiness Guide & Checklist

This guide takes sponsor leaders through the required actions to become
QUIckSTART ready.

Introduction to QuickSTART and Confirmation of Parallel Process

CTO will host introductory meeting(s) with sponsor Operational team(s) covering
key elements of the program, including the process, the portal, and CTO's role in
supporting QuickSTART studies at every step. In these meetings, we will also discuss
and confirm that the Sponsor supports a parallel review process for REB, legal,
budget, and other relevant authorizations.

Actions:

O Overview of QuickSTART timelines and general process for study intake
CTO coordination and support/tracking for QuickSTART studies

Basic QuickSTART portal demo covering Roles, Actions and Notifications
Overview of Central Navigator role

O 0o o od

Confirm support for parallel review process*

*Institutions have identified parallel review processes as a key enabler for QuickSTART
participation

Commit To QuickSTART Participation and Requirements

The QuickSTART model depends on mutual commitment between sites, study
teams and sponsors to uphold the program process, tools and principles.

Actions:

O Leadership or designated liaison/representative confirm to CTO that:
O the sponsor has processes in place to ensure site staff/study teams receive
timely responses to their queries to ensure timelines can be met



O the sponsor will designate relevant staff member(s) who will create and
facilitate QuickSTART applications in the portal, enter sponsor-specific
tracking dates and actions in a timely manner

O the sponsor commits to align with QuickSTART principles (see Appendix A)

0 Confirm the sponsor understands the timeline expectations for the
QUICckSTART program

Operational Considerations to Support QuickSTART Timelines

Operational structures and supports should be considered to ensure applications
and review processes can be managed within the QuickSTART timelines. This may
include:
o Alternative workflows, templates, tools or best practices/approaches for
QuickSTART studies
e Communications regarding QuickSTART studies and timelines to relevant
staff and department reviewers
e Adequate backup coverage during planned/unplanned staff absences

Identify Key Contacts

Identify key contact(s) within relevant departments/functions who will manage
applications or perform actions in the QuickSTART portal and/or facilitate
communication and coordinate local operational activities for QuickSTART studies
(i.e., Start-up specialist, budget specialist, legal).

Additionally, identify key contact(s) within the finance department or other
individuals for communications regarding invoices, payment of QuickSTART fees
etc.

Actions:

O Submit key contact information to CTO:

O Key contact(s) for QuickSTART liaison and communication

O Start-up or budget specialists, legal reps (as applicable)

O Staff who need admin access in the portal to coordinate local operational
activities for QuickSTART studies



O Financial contact
O CTO will arrange for QuickSTART portal training with individuals who need
access to the portal

Outline Escalation Pathways

Meet internally with relevant team representatives to outline clear escalation and
communication pathways for queries/questions that will require sponsor responses
during trial activation, including escalation for contract and budget approvals.
These individuals will be contacted in the event of a delay or when support is
needed. Sponsors must identify a representative CTO can contact if escalation is
required.

Actions:

0O Establish escalation/communication pathways for:

o Contract approval

0O Budget approval

O Study related queries/questions requiring sponsor responses (i.e. questions
from the REB, institutional reviewers etc.)

O

Share key representatives for CTO to contact
O Ensure information regarding escalation pathways is communicated to
relevant stakeholders in the organization

Disseminate Communications

Sponsors are asked to develop and disseminate clear internal communications
around the use of QuickSTART to relevant teams and stakeholders. An internal
meeting with team leads may be helpful to ensure clarity and respond to questions.

Things to include/consider as you plan for these communications at your
organization (tailored to the audience and individual needs):

o Identifying relevant stakeholders, outreach approach and required
approvals, etc.
e Overview, goals and benefits of the QuickSTART program



e Requirements for adherence to strict QuickSTART timelines

e How the organization is preparing (or has prepared) for QuickSTART
e How it will impact staff, departments, local processes, etc.

e Next steps or actions

CTO can help provide templates and content to support local communications and
outreach as needed.

Actions:

O Designate lead(s) to manage internal communication and training needs
within the organization (as needed)

O Clear communication regarding prioritization of QuickSTART studies (e.g.,
How do impacted departments prioritize QuickSTART studies for review?
How are QuickSTART studies flagged to ensure they follow the prioritization
pathway?)

0O Clear communication about QuickSTART Program and timelines to those
involved in the sponsor’s activation and site approval process (i.e., study or
start-up managers, contract reviewers, budget negotiators, etc.)

0O Clear process to identify and communicate QuickSTART studies internally
(e.g., email communication when a QuickSTART study has been selected
including estimated timelines)

0 Inform CTO if any action or support is needed in flagging or identifying
QuIickSTART studies to your QuickSTART liaison.

Adopt the Ontario UACT

Use of the Ontario Universal Agreement for Clinical Trials (UACT) is required for all
QUuIickSTART studies. When a study is being proposed for QuickSTART, parties will
need to confirm the UACT is in place so that they can use the Clinical Trials Specific
Agreement (CTSA) for their QuickSTART study.

The UACT serves as a pre-negotiated contract between research institutions and
sponsors for industry-funded clinical trials and is a core component of accelerating
the contracting process. Led by the Ontario Leadership Table for Clinical Trials and



Clinical Trials Ontario (CTO) and developed through a rigorous process with legal
and contract experts, the UACT can also be used for industry-sponsored clinical
trials outside of QuickSTART.

Actions:

0O Review the UACT and guidelines for use
0 Confirm adoption of the UACT
0 Inform CTO if you consent to be listed as a UACT Partner on the CTO website

Adopt the Study Start-Up Document Checklist

A robust and complete package of study documents is essential to minimize delays,
ensure an efficient study activation process, and provide predictability across sites.
As directed by the Leadership Table, the initial document package requirements
have been standardized for QuickSTART studies. The list was developed in
consultation with REBs, sites, and sponsors and outlines the documents required
by institutions to obtain ethics and local institutional approvals. Research teams are
required to use the current CTO ICF Template (or OCREB template for studies
reviewed by OCREB).

Action:

0 Confirm adoption of the Study Start-Up Document Checklist for QuickSTART
studies

Informed Consent Form (ICF) Template Requirements

The ICF must be in REB-submission ready format to complete the start-up
document checklist. Follow the appropriate ICF template when developing the
Study-wide ICF template for QuickSTART studies. Deviations from the template (and
suggested language) can delay the review and approval process.

Actions:

O Review the format and instructions in the relevant ICF template
O Inform CTO if you require any training or support in adapting the ICF


https://ctontario.ca/universal-agreement-for-clinical-trials-uact/#UACTPARTNERS
https://ctontario.ca/programs/streamlined-research-ethics/training/templates-forms/

Join the Stream Platform

In order to ensure efficient, multi-site research ethics reviews, QuickSTART requires
all research ethics (REB) submissions to go through CTQO'’s Stream platform.

Existing users will continue to access and submit REB applications with their current
Stream accounts. The only difference is that REB review and PI/Sponsor responses
will be subject to the QuickSTART timelines.

If you already use Stream and have an account to access the system, no further
action is needed.

New Stream users are advised to contact our team to receive sponsor-specific
training and account activation before participating in QuickSTART.

Actions:

O Attend sponsor training for Stream and create user accounts
O Ensure all REB applications for QuickSTART studies are submitted through
Stream

Payment of REB Review Fees for QUicCkSTART

The sponsor is responsible for paying the QuickSTART REB Review fees. CTO will
directly invoice the sponsor for payment of the REB fees upon submission of the
study-side application in Stream. For sponsors who require a service agreement in
order to issue payments to CTO for REB fees, CTO has developed a Master Service
Agreement template. To request the template or a copy of the fee schedule, contact
quickstart@ctontario.ca.

Actions:

O Inform CTO of any specific requirements or instructions for processing and
payment of invoices from CTO
If your organization requires a service agreement for payment of fees:

0O Submit your agreement to CTO for review
If your organization already has a service agreement with CTO:


mailto:quickstart@ctontario.ca

0 Confirm if you need to amend the agreement to cover payment of the
QuickSTART REB Review fees

List Organization as a QuickSTART Ready Sponsor

CTO will publicly list all QuickSTART Ready sponsors on the CTO website so that
sites can quickly and easily identify sponsors participating in the QuickSTART
program.

Action:

O Agree to be publicly listed as a QuickSTART Ready Sponsor

Resources
Resources and tools for QuickSTART and Stream are available through the CTO
website.

O Click here to access tools and resources for the QuickSTART program

0O Click here to access templates, training and resources for Stream, including
the Participation Agreement

Here to Support You
The Clinical Trials Ontario team is available to help sponsors walk through initial
steps and questions to support readiness and onboarding with QuickSTART.

Once in the program, sponsors will be supported at every step by the Central
Navigator and QuickSTART program leads. The Stream Helpdesk is also available to
support any questions related to the Stream platform.

To get started with QuickSTART, email: quickstart@ctontario.ca



https://ctontario.ca/programs/quickstart/#resources
https://ctontario.ca/programs/streamlined-research-ethics/training/
mailto:quickstart@ctontario.ca

Appendix A: Principles for Sponsors Participating in the
QuickSTART Model

a)

b)

C)

d)

Designate key contact(s) within the organization and/or relevant
departments who will manage applications within the QuickSTART digital
platform, facilitate communication and coordinate local operational activities
for QuickSTART studies. Ensure relevant dates/actions are performed in the
QUIckSTART platform to support transparency and real-time tracking.
Commitment to respect and support adherence to the program timelines
and expectations. Outline escalation pathways to enable rapid
communication and follow-up with appropriate individuals to ensure timely
responses as needed.

Collaborate with CTO to improve QuickSTART programming and the digital
platform through collection and sharing of metrics and other relevant
information, engaging in training initiatives, representation and participation
in working groups and other activities as applicable.

Designate financial contact(s) for communications regarding payment of
fees. Sponsor will be responsible for payment of REB Review Fees.
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