L Quick

Budget Negotiation Guidelines for
QuickSTART Studies

This document outlines best practices and guiding principles to support an efficient and
streamlined budget negotiation process for QuickSTART studies. It is not a binding
agreement, but a mutual framework designed to promote timely, collaborative
negotiations, build trust, and enhance transparency while balancing the needs of both
research sites and sponsors.

Please refer to the QuickSTART Process Guide on the CTO website for details on budget
timelines for QuickSTART studies.

Guiding Principles
1. Mutual Respect and Shared Purpose

o All parties recognize the critical role each plays in delivering high-quality, ethical,
and timely research.

e Transparency, accountability, and respect are valued as foundations for
successful budget negotiations.

2. Transparency, Accountability and Communication

e Budget negotiations are conducted with openness, good faith, and trust, with
willingness to consider all perspectives.

e Mutual flexibility is demonstrated to reach a fair agreement that balances the
needs of all parties.

e Budget discussions should begin early in the process to allow sufficient time for
review and negotiation.

e The QuickSTART platform will be used to track negotiation metrics. Timely entry
of key data ensures transparency and respect for all parties’ timelines.

e Processes should be structured and, where feasible, standardized to minimize
delays and support timely study start-up.

e Both parties commit to providing timely feedback and required documentation
to keep negotiations moving forward.

Guidelines for Sponsor Teams

1. Provide the Site’s research team with the proposed clinical trial budget in Canadian
dollars, in an editable, electronic format (preferably Excel file).
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2. Itisrecommended that the proposed budget be developed using costing from a
trial negotiated with the Site within the past year, in the same therapeutic area. If no
prior negotiated budget exists between the Site and Sponsor, the Sponsor may
propose pricing using benchmarked Canadian Fair Market Value (FMV) rates

a) If the Site and Sponsor are using costing from a previously negotiated
budget, both parties should agree on which study will be used as the
reference.

b) If applicable (based on therapeutic area and study complexity), include any
previously negotiated administrative and invoiceable costs identified by the

Site.

c) Any changes will be clearly outlined

Additional Considerations

e Budgets should be aligned with the study’s complexity and requirements,
avoiding undue burden or excessive advantage to any party.

e Templates, benchmarks, or shared reference points (from historical costing) may
be used to streamline negotiations while allowing for justified exceptions.

Guidelines for Site Research Teams

1. Include standard rate cards/fee memos for the institution or individual
departments, if available.

2. If applicable, overhead should not be applied to pass-through costs.
3. Sponsors may request cost descriptions/justifications for reasons such as:
a) Additional information is needed to understand the requested costs

b) Variation in the proposed budget compared to the reference budget (i.e.
budget negotiated in the past year)

4. If necessary, communicate with relevant research administration/internal service
providers to identify studies submitted as part of the QuickSTART program.

Guidelines for Institutions

Where possible, Institutions are encouraged to establish and maintain a standardized list
of clinical trial administrative fees and procedural costs at the site, for internal use only.
Site research teams should use the list to support an efficient and consistent internal
budget development processes.
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