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QuICkSTART Process Guide

QUuIickSTART is designed to support faster, more coordinated clinical trial start-up in
Ontario by aligning contracting, budget negotiation, research ethics review and
intitutional approval within a defined 45-day parallel review process, supported by
targeted tools and shared timelines. By leveraging the Ontario Universal Agreement
for Clinical Trials (UACT) and CTQO'’s Stream platform, it enables a more consistent
and efficient pathway to study activation—reducing duplication and aligning
sponsors and institutions around a common approach.

At the centre of the QuickSTART pathway is an interactive portal that provides real-
time visibility into study activation progress, milestones, and required actions, to
support collaboration across study partners.

Successful participation in QuickSTART relies on clear internal coordination.
Institutions, research teams and sponsors should ensure alignment on timelines,
roles, and expectations to effectively manage applications within the 45-day
framework.

Note: QuickSTART timelines referenced throughout this guide are tracked in
business days.
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Preparing for QUickSTART

CTO will meet with organizations and individuals to help them prepare for
QUuIickSTART as outlined in the applicable QuickSTART Readiness and Orientation
Guide. They can then propose/identify a potential QuickSTART study. CTO will
coordinate to ensure all parties align on the requirements, timelines and confirm
they want to proceed with the QuickSTART application(s). This includes coordination
to ensure a CTO Qualified REB is available to review the study through QuickSTART.

QuickSTART Study Application

Once the sponsor, institution and study team/PI agree to proceed with a
QUuIickSTART study, they can begin the process of submitting a QuickSTART
application. The sponsor initiates the process by creating an application in the
QUuIickSTART portal, which is reviewed by CTO to confirm QuickSTART readiness.
Sponsors and sites then have 10 days to prepare and confirm receipt of required
materials using the Study Start-Up (SSU) Document Checklist, ensuring
documents—such as the Informed Consent Form (ICF)—are ready for submission
by sites. The lead site will then have an additional 10 business days to prepare and
submit the study-wide application in Stream along with any local applications for
internal study approval/institutional authorization.

After submission

Once the study-wide application is submitted in Stream, the study is assigned to an
REB, which has 2 days to accept the study. Once accepted, the 45-day parallel
review process begins.

Parallel Review Process

Once the REB of Record accepts the study in Stream, the 45-day parallel review
process begins within defined timelines. Contracting and budget negotiation are
tracked through the QuickSTART portal and research ethics review is conducted in
Stream. Progress can be monitored by the sponsor and study team in real time



through the QuickSTART portal to support coordination across sponsors and sites
and timely completion of milestones and required actions. In parallel, Site teams
advance through their internal review processes to obtain institutional
authorization, ensuring the site is ready for sponsor activation.

Timelines for the parallel process

Contract Negotiation

Studies under the QuickSTART program will utilize the UACT. Parties that have
entered into a UACT will then be ready to use the Clinical Trial Specific Agreement
(CTSA, Schedule B) when a new study is in start-up. Once the 45 day timer has
started, the following timelines wil apply:

Round 1 (20 days)

e 10 days for Site to review and respond to the CTSA provided by Sponsor

« 10 days for Sponsor to review and accept the Site’s revisions, or submit
comments/revisions back to the Site

Round 2 (20 days If required)

o 10 days for Site to review and accept Sponsor’s revisions, or submit a
response back to Sponsor

« 10 days for Sponsor to review and accept the Site's revisions, or submit
further comments back to the Site

If further review and negotiation is required, the 10-day/10-day cycle will repeat:
o Site has 10 days to review and respond back to the Sponsor

e Sponsor has 10 days to review and respond back to the Site



Final Round - Contract Approved (5 days)

« Once both parties approve the contract, 5 days for all parties to complete
execution of the contract

Budget Negotiation

Until a budget rate card is established, staff negotiating budgets should use the
QuickSTART Budget Guidelines along with established local approaches/best
practices, templates, standard cost lists etc. to support their negotiations. Once the
45 day timer has started, the following timelines wil apply:

Round 1 (25 days)

« 15 days for Site budget negotiator to review and respond to Sponsor’s
proposed budget (prepare revisions, comments and supporting
documentation if applicable).

« 10 days for Sponsor budget negotiator to review and accept the Site's
proposal or submit a counteroffer/comment back to the Site.

Round 2 (15 days, If required)
« 10 days for Site budget negotiator to review and accept Sponsor’s
counteroffer, submit a second counteroffer/comments back to Sponsor.
e 5days for Sponsor budget negotiator to review and approve or submit a
second counteroffer to the Site.
If further review and negotiation is required, the 10-day/5-day cycle will repeat:
e Site has 10 days to review and respond back to the Sponsor

e Sponsor has 5 days to review and respond back to the Site

Final Round - Budget Approved (5 days)

e Once both parties approve the budget, 5 days to resolve final edits and
prepare for execution with the CTSA



Other Institutional Approvals

For each site, the QuickSTART timeline is completed once institutional approvals
have been obtained and the institutional authorization is granted. This date will be
entered in the QuickSTART portal by site staff.

The Pl and study team should be aware of their local site requirements to ensure
they obtain any institutional approvals and authorization(s) that are applicable to
their research. Institutions should guide local study teams on how these processes
are coordinated in the context of a QuickSTART study.

REB Reviews

Ethics reviews are conducted through Stream, CTO’s online platform that enables
all research sites participating in a multi-site study to undergo one ethics review.
CTO staff will collaborate with REBs to outline any supports needed to help facilitate
the identification and processing of QuickSTART applicatons.

Initial study-wide applications:

e 28 days to provide initial REB feedback after accepting the study
e 5days for the Pl/Sponsor to respond to REB feedback

If the REB determines that further clarification is required, a 5-day cycle will repeat:
e Pl/Sponsor has 5 days to submit a response

e REB has 5 days to review the response

e This cycle continues until study-wide approval is granted

Participating site applications:

e 5days for delegated review
e 2 days for Pl to provide any required clarifications or modifications

e 2 days for REB to review Pl response and issue a decision

If the REB determines that further clarification is required, a 2-day cycle will repeat:
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e Pl has 2 days to submit a response
e REB has 2 days to review the response
e This cycle continues until site approval is granted

QUICKSTART Timelines Graphic
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Fees

Fees for REB Review of QuickSTART Studies

Breakdown of REB Fees Distribution for Industry-Sponsored Clinical Trials
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Number of

REB Review Fees Research REB of Total Site Fees Retained
Charged to Study ?iFes ' Record Fee Participatiop by CTO
Sponsor Participating | per Study [Fees* ($1000/site)
in the Study

2 7500 2000 700
$5,100 + HST per 3 8250 3000 4050
research site 4 9000 4000 7400
5 9750 5000 10750
6 10500 6000 13100
$4,100 + HST per 7 11250 7000 15450
research site after 8 12000 8000 17800
first 5 sites 9 12750 9000 20150
10 13500 10000 22500
11 14250 11000 24350
12 15000 12000 26200
13 15750 13000 28050
14 16500 14000 29900
$3,600 + HST per 15 17250 15000 31750
resfi:: 2‘ Os 'sti‘:e"’;fter 16 18000 16000 33600
17 18750 17000 35450
18 19500 18000 37300
19 20250 19000 39150
20 21000 20000 41000

Site participation fees are intended to provide support for the ongoing operations of Research
Ethics Boards (REB) at institutions. Site participation fees will only be disbursed to sites that

have an internal and/or institutional REB supported by their
institution participating in QuickSTART.

Major Amendments:
No amendment fees

Annual Renewals:

Study sponsors will be charged an additional fee of $2,750 + Applicable Tax per Study-

Wide Continuing Review ($2,500 is disbursed to the REB of Record and $250

is retained by Clinical Trials Ontario)




Resources

Click here to access tools and resources for the QuickSTART program


https://ctontario.ca/programs/quickstart/#resources

