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Frequently Asked Questions

1. When should institutions begin planning for QuickSTART readiness
and contact CTO to coordinate their onboarding meeting?

Institutions can begin QuickSTART readiness planning now by reviewing the
QUuickSTART Process Guide and Institution Readiness and Orientation Guide.
Operational staff should review the guides to identify any questions and
discuss/consider how QuickSTART could be integrated into their trial activation
workflows. CTO can meet with institutions at any time to provide an overview
of QuickSTART and answer any questions. Once the institution determines
they can support QuickSTART studies and meet the requirements outlined in
the Institution Readiness and Orientation guide, CTO can coordinate
onboarding and training for administrative/operational staff.

2. Does my institution have to participate in QuickSTART? Could
individual study teams or research groups participate if their
institution has not agreed/confirmed participation?

An institution must be participating in QuickSTART for their study teams or
research groups to be eligible to use the program. This requirement exists
because institutional approval/authorization, which is a key component of the
activation pathway, is managed and supported at the institutional level.

Individuals may come forward and receive QuickSTART training from CTO while
their institution is preparing for or completing their onboarding process.

3. How is the lead site selected for a QuickSTART study?

The sponsor will coordinate with study sites to select a Lead Applicant site for the
study. This site will serve as the lead site for both Stream and QuickSTART.
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4. What happens if some of the sites on the study are not QuickSTART
participating sites?

To be eligible to process through the QuickSTART pathway, a study must include at
least two QuickSTART sites. The QuickSTART process and timeliness will apply only
to participating QuickSTART sites. Non-QuickSTART sites will continue to work with
the sponsor to activate the study as per their usual processes and submit
participating site applications in Stream as they normally would.

Getting Ready for QuickSTART

1. What is the expected timeline for trial sites to become QuickSTART
Ready?

This will vary depending on the individual site. For example, institutions with
established parallel review processes (i.e., REB, budget, contract, internal
approvals) may be able to integrate and launch QuickSTART within a few weeks.
Some institutions may need to review internal workflows and implement changes
to support their QuickSTART readiness over time. CTO will provide institutions
with individual training and onboarding support as needed when they are ready.

2. How should an OCREB study be submitted through CTO Stream when
using QuickSTART?

Studies will continue to be submitted through CTO Stream as usual. CTO will
ensure applications within Stream are identified with a QuickSTART identifier.

3. How are industry sponsors expected to participate or change their
processes to support the 45-day activation timeline?

Sponsors must ensure their own processes enable rapid trial site activation and
must adhere to the QuickSTART timelines and requirements outlined in the
QUuickSTART Process Guide and Sponsor Readiness and Orientation Guide. These
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guides highlight sponsor responsibilities and key operational considerations for
sponsors considering participation in QuickSTART. For example, implementing the
Universal Agreement for Clinical Trials (UACT) with Ontario sites, which is a key
first step for participation in QuickSTART.

4. How will QuickSTART be implemented and resourced across
participating institutions, and how can organizations be encouraged to
use it?

This will depend on each site's local administrative structure, resourcing, and trial
activation workflows. A QuickSTART liaison is identified for each site to internally
coordinate and/or monitor QuickSTART studies within pathways identified to
support local teams. CTO provides central navigation support to ensure the
relevant parties/pathways are engaged at the QuickSTART sites. CTO is distributing
REB fees to institutions and providing additional funding to support QuickSTART
study-wide reviews and QuickSTART site applications.

Ultimately, QuickSTART is intended to create more timely clinical trial
opportunities for patients; we hope that early successes will encourage more sites
and sponsors to participate.

QuickSTART Processes and Timelines

1. How is the site initiation visit (SIV) managed within the QuickSTART
process?

The site initiation visit is not included in the QuickSTART timeline. Sponsors are
expected to ensure their own processes support rapid activation of the site once
institutional authorization/approval is granted through QuickSTART. This may
include adjustments in timing and format of the SIV and coordination with the
institution and study team/PI to facilitate proactive scheduling of the SIV. CTO will
monitor sponsor site activation timelines to help support and identify
opportunities for process improvement.
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2. There are multiple documents listed in the Start-up document
checklist. Which ones should | upload in the QuickSTART portal?

No documents will be uploaded in the QuickSTART portal, which is used for
tracking progress of the budget, contract and institutional authorization review
processes. Any documents required for ethics review must continue to be
submitted through the Stream platform.

3. Who should sponsors contact for start-up activities, and how will they
receive progress updates?

Sponsors should continue to work with their site contacts to coordinate study
start-up activities. CTO will coordinate QuickSTART-specific meetings and
communications, including timeline monitoring and regular progress updates as
needed. The status of QuickSTART review processes (budget, contract, REB and
Institutional authorization/approval) is available at any time by accessing the
QUuIickSTART site application in the QuickSTART online portal.

4. How do contracts work under QuickSTART, and are they expected to
be completed within the 45-day timeline?

Contract review is subject to the 45-day timeline and parties activating a study
through QuickSTART must use the UACT as the Clinical Trial Agreement. Parties
should have an executed UACT in place before they begin activating a QuickSTART
study. This helps ensure they will be able to finalize the Clinical Trial Specific
Agreement (CTSA) within the 45-day timeline when a QuickSTART study is
undergoing activation.

5. How are QuickSTART studies prioritized alongside other priority
studies, including internal accelerated activation pathways (i.e. IA45)?

This is determined by each participating institution.
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6. What if sites or sponsors cannot commit to the timelines?

When a study is proposed for the QuickSTART pathway, CTO will coordinate a
meeting with all relevant parties to review and discuss the study timelines. If they
are unable to commit to the required QuickSTART timelines, the study will not be
approved to proceed through the QuickSTART pathway.

7. What happens if any of the parties don't meet the timelines?

The QuickSTART portal will issue reminder notifications, and CTO will monitor
QuickSTART timelines to support adherence as needed. It is recognized that
unforeseen delays or issues may arise during study start-up that need additional
time to resolve. In such circumstances, CTO will communicate any delays to the
relevant parties and work collaboratively with them to determine whether
additional actions or support are needed.

Program Scope and Engagement

1. Can QuickSTART be implemented at institutions elsewhere in
Canada?

At this time, the QuickSTART program is only available in Ontario.

2. Are there plans to expand QuickSTART to multi-centre, interventional
investigator-initiated trials?

At this time, QuickSTART is designed for industry-sponsored clinical trials. Any
discussions on expanding the scope of QuickSTART would be undertaken with
support from the Ontario Leadership Table and in consultation with the clinical
trials community.
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3. How can CROs, site-engagement, study-enrolment, recruitment, and
retention organizations get involved in or support QuickSTART?

Organizations can get involved by spreading the news about QuickSTART and
encouraging interested parties to connect with CTO for more information, training
and resources to support their participation.

4. Can clinical trial management systems (CTMS) or clinical research
data-management platforms integrate with QuickSTART?

CTO can review requests for QuickSTART access and system integration with
appropriate controls on a case-by-case basis.
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